EU1874 - Nemocnice Na Homolce
SOW #1- LEAP 2

Statement of Work #1

Dilci smlouva o klinické studii #1

This Statement of Work is issued under the Master Clinical

Study Agreement dated December 11, 2025 (the “Master
Agreement”) by and between Abbott Laboratories, seated
and its Affiliates acting through its Legal Representative in
the European Union ST. JUDE MEDICAL COORDINATION
CENTER BV, an Abbott company, a corporation organized

, lawfully represented | NN
B B B BN (Abbott’) and

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

Tato Dilci smlouva o klinické studii se uzavird na zakladé
Ramcové smlouvy o provedeni klinické studie uzaviené
dne 11. prosince 2025 (dale jen ,Rdmcova smlouva“) mezi
spole¢nosti Abbott Laboratories a jejimi pfidruzenymi
spole¢nostmi, jednajici prostfednictvim jejiho zdkonného
zastupce v Evropské unii  ST. JUDE MEDICAL
COORDINATION CENTER BV, spoleCnosti Abbott,

I 35:0Upené

I (d:le jen ,spoleCnost Abbott®)

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

1. Protocol; Conduct of Study.

1. Protokol; provadéni Studie.

(a) Institution and Investigator (defined below) will
conduct the clinical study (“Study”) in relation to
the Abbott product (s) | NN (the
“Study Product(s)”) pursuant to the terms of this
Statement of Work and the Master Agreement
and in strict adherence to Protocol No |

I (e ‘Protocol’), as

the same may be amended from time to time in
writing by Abbott, and any other written
instruction that may be provided in case they are
needed to Institution by Abbott. Investigator
hereby acknowledges reviewing and
understanding the Protocol, as evidenced by the
Investigator’s signature on the Investigator
Agreement (s) contained within the Protocol, as
may be amended from time to time, all of which
are incorporated herein by reference.

(a) Zdravotnické zafizeni a Zkousejici (definovan nize)
provedou klinickou studii (dale jen ,Studie”)
v souvislosti s Hodnocenym  produktem i
produkty spolecnosti Abbott |GG
(dale jen “Hodnoceny produkt nebo Hodnocené
produkty”) v souladu s podminkami této Dilci
smlouvy a Rd&mcovou smlouvou, a budou pfisné

dodrzovat Protokol C. _
]
I (<c jcn

,Protokol”), jenz mlze spolecnosti Abbott ¢as od
¢asu pisemnou formou zmeénit, ataké veskeré
dalsi pisemné pokyny, které spolecnost Abbott
mlZe Zdravotnickému zafizeni v pfipadech
potfeby poskytnout. Zkousejici timto potvrzuje, Ze
si prostudoval Protokol a porozumél mu, o ¢emz
svédci jeho podpis na Smlouvé pro Zkousejiciho,
ktera je obsazena v Protokolu, a je srozumén s tim,
Ze Protokol mUze byt ¢as od ¢asu zménén, pficemz
vSechny takové dodatky jsou zde zaclenény
odkazem.

Institution shall use its best efforts to complete
enrollment of all Study Subjects within 2 months

(b)

Zdravotnické zafizeni vynaloZi veskeré usili
k dokonceni zarazeni vSech Subjektl studie do 2

of Study initiation. The maximum expected mésicd  od  zahajeni  Studie. Maximalni
number of Study Subjects shall be ] predpokladany pocet Subjekt(l studie zafazenych
do Studie je i
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(c) The Study shall be conducted under the consent of
the EC. The application for a consent of the EC
shall be filed by Abbott. Investigator in
coordination with Abbott shall negotiate with the
EC. In case it is necessary to modify the terms and
conditions of the Study already approved by the
EC, Abbott shall ask the relevant EC for a written
consent approving the modification of terms and
conditions of the Study and it shall submit a
proposal of changes in documentation.

(c) Studie bude provedena na zakladé souhlasu EK.
Zadost o souhlas EK podava spoleénost Abbott.
Spolecnost  Abbott a Zkousejici jednaji ve
vzajemné soucinnosti s EK. Spole¢nost Abbott
rovnéz pozada prislusnou EK o pisemny souhlas se
zménami podminek Studie a predloZi ji ndvrh na
zmény v dokumentaci v pfipadé, Ze je treba
zménit podminky Studie EK jiZ schvalené.

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

(d) Studie bude provedena na zakladé povoleni
Statniho Ustavu pro kontrolu Iléciv (dale jen
,Ustav®). Zadost o povoleni podavéd spole¢nost
Abbott.

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

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

(f) Abbott declares that it obtained and will maintain,
for the entire duration of the performance of the
Study and in accordance with valid legislation,
insurance against liability for damage for Abbott,
Institution and Investigator in the extent as
specified in the Master Agreement. Insurance
certificate is attached as Appendix 2 hereto.

(f) Spole¢nost Abbott prohlasuje, Ze po dobu
provadéni Studie a dale v souladu se zdkonem
zajistila pojisténi odpovédnosti za Skodu pro
Abbott, Zdravotnické zatizeni a Zkousejiciho
v rozsahu specifikovaném dle Ramcové smlouvy.
Doklad o pojisténi tvoti pfilohu ¢. 2 této Dilci
smlouvy.

2. Investigator; Contacts.

Zkousejici; kontaktni udaje.

BN BN BN B B (nvestigator’).

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

contact(s) at Abbott will be |G
.

=
I o' \whomever Abbott may
designate in writing. Abbott’s contact(s) at Institution
will be [ <-ail
|

I, (<5 jen , Zkousejici).

Zkousejici je zaméstnancem Zdravotnického zafizeni.
Zdravotnické zafizeni bude své povinnosti z této Dilci
smlouvy plnit zejména prostrednictvim Zkousejiciho
jako svého zaméstnance. Zkousejici se podpisem této
Dilci smlouvy zavazuje plnit veskeré relevantni
povinnosti uloZzené touto smlouvou Zdravotnickému
zafizeni. Kontaktni osobou Zdravotnického zafizeni ve

spolecnosti Abbott bude |l I HE
.
I i
I cbo kdokoli, koho muze

spole¢nost Abbott pisemné urcit. Kontaktni osobou
spole¢nosti Abbott ve Zdravotnickém zafizeni bude
I <-ail

3. Compensation.

Kompenzace.

(@) In consideration for Institution’s services
hereunder, Abbott shall pay Institution as per the

(@) S ohledem na sluzby poskytované Zdravotnickym
zafizenim vramci tohoto dokumentu uhradi
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Budget attached hereto as Appendix 1 and in
accordance with the terms of the Master
Agreement.

spole¢nost Abbott Zdravotnickému zafizeni platby
podle rozpocétu, ktery je prilohou tohoto
dokumentu ve formé Prilohy1l avsouladu
s Rdmcovou smlouvou.

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

(b) Rozpocet je zaloZen na Uplném poskytnuti sluzeb
predvidanych touto Dil¢i smlouvou a na Uplném
splnéni podminek Rozpoctu a Ramcové smlouvy
(v€etné Protokolu). Spolecnost Abbott nebude
odpovédnd za platbu za navstévy subjektu nebo
[é€bu subjektu, ktery je zarazen nebo lécen
v rozporu s Protokolem, ani za Udaje obsazené
v CRF, které nejsou Uplné a presné.

4. Payment.

4. Platby

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

Invoice should be sent to: I

Platba bude pravidelné provadéna spole¢nosti Abbott
(alespori jednou kvartalné) na zakladé obdriené
faktury nebo jiné zadosti o platbu od Zdravotnického
zarizeni.

Faktury se zasilaji na adresu: ||

Account #/¢. uctu: 34534-17734051/0710 - EUR

Name/jméno: Nemocnice Na Homolce

Name Bank/ndazev banky: Ceska narodni banka

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

BIC/SWIFT CODE: CNBACZPP

IBAN: CZ30 07100345 3400 1773 4051

Final provisions.

Zavérecna ustanoveni

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

Doba trvani Studie. Tato Diléi smlouva nabude
platnosti dnem jejiho podpisu posledni ze smluvnich
stran popfipadé jejich opravnénych zastupcl, a
ucinnosti dnem jejiho uverejnéni Zdravotnickym
zafizenim v registru smluv vsouladu se zdkonem
¢.340/2015 Sb., o zvlastnich podminkach Gc¢innosti
nékterych smluv, uvefejiiovani téchto smluv a o
registru smluv (,Datum Gcinnosti“) a kondi: (i) jeden
(1) rok od Data ucinnosti; (ii) k datu uzavreni studijni
databaze, pokud se provadi nabor subjekt’ do Studie
podle této Dil¢i smlouvy, nebo (iii) k datu spInéni vSech
zavazkd smluvnich stran podle této Smlouvy (dale jen
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date of completion of all the obligations of the parties
hereunder (the “Term”), unless terminated earlier
pursuant to the terms of the Master Agreement or this
Statement of Work.

»,Lhata”), podle toho, co nastane pozdéji, pokud neni
ukoncena podle Ihdt uvedenych v RaAmcové smlouvé a
Dil¢i smlouvé.

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

N

Postoupeni. Smluvni strany nesmi postoupit tuto Dil¢i
smlouvu nebo svd prava a povinnosti z ni vyplyvajici
nebo s ni souvisejici a nesmi uzavfit smlouvu se tretimi
osobami na plnéni jakychkoliv povinnosti podle této
Dil¢i smlouvy bez predchoziho pisemného souhlasu
druhé smluvni strany.

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

w

Oznameni. Kazdé oznameni vyZadované nebo jinak
podané podle této Dil¢i smlouvy bude mit pisemnou
podobu, bude doruéeno osobné nebo zaslano na nize
uvedenou adresu postou doporucéené s dorucenkou
nebo pomoci uznavané kuryrni sluzby, sfadnou
adresou, nebo bude =zasldno pomoci emailu
s potvrzenym pftijetim. Oznameni budou povazovana
za Ucinnad (a) kdatu pfijeti, pokud jsou osobné
dorucena nebo zaslana doporucenou postou nebo
uzndvanym kuryrem, nebo (b) k datu potvrzeného
doruceni, pokud je zaslano faxem.

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

Phone: I
Emai: I

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

Phone: I
Emai: I

Abbott:
St. Jude Medical Coordination Center BV

Abbott:

with a copy to:

7]
=
(=]
T,
=1
o

‘ 4. Counterparts. This Statement of Work exists in four ‘ 4. Stejnopisy. Tato Dil¢i smlouva se vyhotovuje ve
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counterparts and each of them in Czech and English
language. Institution shall receive two counterparts.
The Czech language version shall prevail. In the event
this Statement of Work is executed in electronic form,
it shall be a single copy with electronic signatures of
the parties in accordance with Act No. 297/2019 Coll.
on trust services for electronic transactions as
amended. The Czech language version shall prevail.

Ctyrech stejnopisech, z nichZ kazdy je sepsan soucasné
v jazyce Ceském a anglickém. Zdravotnické zafizeni
obdrZi po dvou stejnopisech. Vykladové rozhodna je
Ceska jazykova verze. Je-li tato Dil¢i smlouva
vyhotovena v elektronické podobé, jedna se o jedno
vyhotoveni s elektronickymi podpisy stran v souladu
se zakonem ¢. 297/2016 Sb., o sluzbach vytvérejicich
divéru pro elektronické transakce, ve znéni
pozdéjsich predpisu.

5. Entire Agreement. This Statement of Work 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 Statement of Work 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 Master Agreement
and Statement of Workshall control. In the event of
any conflict between the terms and provision of this
Statement of Work and those of the Master
Agreement, the terms and provisions of the Master
Agreement shall control, unless this Statement of
Work specifically acknowledges the conflict and
expressly states that the conflicting term or provision
found in this Statement of Work controls for this
Statement of Work only. This Statement of Work may
be modified only by written agreement signed by the
parties to this Statement of Work.

Celd Smlouva Tato Dil¢i smlouva a RAmcova smlouva
obsahuji tplnou Umluvu smluvnich stran s ohledem na
pfedmét této Smlouvy a nahrazuje vSechny pfedchozi
smlouvy a zavazky, které se k nim vztahuiji. V pfipadé
rozporu mezi ustanovenimi Protokolu a podminkami
a ustanovenimi této Dil¢i smlouvy nebo jakymikoli
vzory nebo jejimi dodatky bude Protokol Fidicim
dokumentem s ohledem na védu, Iékarskou praxi a
bezpecnost Studijnich subjekt(. Ve vSech ostatnich
pfipadech jsou fidici podminky a ustanoveni této Dilci
smlouvy a Radmcové smlouvy. V ptipadé jakéhokoli
rozporu mezi podminkami a ustanovenimi této Dilci
smlouvy a ustanovenimi RAmcové smlouvy jsou Fidici
podminky a ustanoveni Ramcové smlouvy, pokud tato
Dil¢i smlouva konflikt vyslovné neuznava a vyslovné
nestanovi, ze kolidujici podminky nebo ustanoveni
obsaZzené v této Dil¢i smlouvé jsou fidici pouze pro
tuto Diléi smlouvu. Tato Diléi smlouva muZe byt
upravena pouze pisemnou dohodou podepsanou
stranami této Dil¢i smlouvy.

IN WITNESS WHEREOF, the parties have caused this
Statement of Work to be executed by their duly

authorized representatives.

NA DUKAZ TOHO strany uzavrely tuto Diléi smlouvu
prostfednictvim svych radné zmocnénych zastupcu.

ST. JUDE MEDICAL COORDINATION CENTER BV
an Abbott company/ ST. JUDE MEDICAL COORDINATION
CENTER BV, spolecnosti Abbott

By/Podpis:

Name/Jméno: IR

Title/ Nézev: [
I

Date/Datum:

By/Podpis:

Date/Datum:

NEMOCNICE NA HOMOLCE

Name/Jméno: MUDr. Petr Polouc¢ek, MBA

Title/ Nazev: Director/Reditel
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| acknowledge ant | have read this Statement of Work and
the Master Agreement and agree to be bound by the
provisions of this Statement of Work and Master

Agreement./

Potvrzuji, ze jsem si precetl tuto Dil¢i smlouvu a Ramcovou
smlouvu a souhlasim s tim, Ze budu vazan/a ustanovenimi

této Dilci smlouvy a RAmcové smlouvy.

By/Podpis:

Name/méno: |

Title/ Nazev: Investigator / Zkousejici

Date/Datum:

CONFIDENTIAL
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APPENDIX 1

PRILOHA 1

Budget

Rozpocet

1. COMPENSATION

1.1. Abbott provides the following compensation and
reimbursement to Institution, following completion of
the services described or upon Abbott’s receipt of any
required documentation (which, in some cases, may
be electronic documentation) and Institution’s
invoice. Institution shall be responsible for allocating
payments received hereunder, as appropriate, and for
staffing commitments for the Study. All payments to
the Institution will be made in accordance with the
terms of the Master Agreement and this Statement of
Work. These payments cover the administrative costs
incurred in conducting the Study. Compensation is
provided for the execution of the Protocol by the
Institution, not for routine clinical care services.

1.2. Subject Exam Fee Schedule

The following fees are intended to cover Subject exam
fees, CIP-required tests, form completion, data entry,
administration and overhead costs directly related to
the Study. Payment will be made to Institution on a
per-Subject per-time-point basis, following
completion of all electronic CRFs data entry for the
given procedure.

1.2.1. Payment Schedule:

Abbott or its Designee shall pay Institution EURO

.The
payments will be made based on successful
submission of the data according to the schedule
detailed hereafter and compliance with the terms and
conditions of this Statement of Work.

1. ODMENA

1.1. Spolecnost Abbott poskytne Zdravotnickému zafizeni
nasledujici kompenzaci a nahradu nakladd po
dokonceni popsanych sluieb nebo po obdrieni
veskeré pozadované dokumentace (kterd mlze byt v
nékterych pfipadech elektronickd) a faktury od
Zdravotnického zafizeni. Zdravotnické zafizeni bude
odpovédné za pridélovani obdrzenych plateb dle
potfeby a za persondlni zajisténi Studie. Veskeré
platby Zdravotnickému zafizeni budou provedeny v
souladu s podminkami Ramcové smlouvy a této Dilci
smlouvy. Tyto platby pokryvaji administrativni
naklady vzniklé pfi provadéni Studie. Odména je
poskytovdna za provadéni Protokolu Zdravotnickym
zafizenim, nikoli poskytovani béinych zdravotnich
sluzeb.

1.2. Plan poplatkd za vySetieni subjektt
Nasledujici poplatky jsou urceny k pokryti naklad( na
vysetfeni subjektl, testd poZadovanych CIP,
vypliiovani formulafll, zadavani dat, administrativu a
rezijni naklady pfimo souvisejici se Studii. Platba bude
provedena Zdravotnickému zafizeni na zakladé
jednotlivych subjektl a ¢asovych bod(, po dokonceni

zadani vSech elektronickych dat do CRF pro dany

postup.
1.2.1. Plan plateb:

Spole¢nost Abbott nebo jeji povéfend osoba uhradi
Zdravotnickému zafizeni |||} NI T

. Platby
budou provddény na zakladé Uspésného predlozeni
dat podle niZe uvedeného harmonogramu a v
souladu s podminkami této Dil¢i smlouvy.
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CRD1079-LEAP 2 Chronic EFS

REIMBURSEMENT - ALL SUBJECTS

CRD1079-LEAP 2 Chronic EFS

UHRADA - VSICHNI UCASTNICI

Total
EURO

Eg:zﬁng: Skrining / Zapis
Informed Consent Process (time to consent patient) Proces informovaného souhlasu (€as na ziskani souhlasu pacienta) € I
Enrollment eCRF Zapis eCRF € N |
Baseline Zarazeni vychozi stav
New York Heart Association (NYHA) Functional Classification Funkeéni klasifikace NYHA €

Pregnancy Test (urine - for women of Childbearing potential) (within 7 days of Index Procedure)

Téhotensky test (mo¢ — pro Zeny v reproduk&nim véku) (do 7 dnl pred indexowm zakrokem)

Reimbursed at

|
J applicable

12 Lead Electrocardiogram (ECG) Only if one has not already been recorded within the last 30 days prior.
[12 Lead (W/ interpretation & report) facility based senice]

12swodové EKG pouze pokud nebylo zaznamenano béhem poslednich 30 dnu.
[12 svodu (s interpretaci a zpravou) sluzba ve zdravotnickém zafizeni]

Jto be invoiced if outside protocol
window, or repeated for study

purposes)

Digital copy or printout of the 12-lead ECG must be submitted to the Sponsor. (must be de-identified prior

Digitalni kopie nebo wtisk 12svodového EKG musi byt pfedloZzen sponzorovi (musi byt

(must be de-identified prior to upload)

to upload) anonymizovano pred nahranim) 1 L
Cardiac Transth ic Echi di h E lete w/ doppler, color flow & 3D i di ! - ) . . .
. ardiac r_ans Qracm chocar !ogra_p y (TTE) [complete w/ doppler, co or. ow 'm?ge rerj ing Wi Transtorakalni echokardiografie (TTE) [kompletni s dopplerem, barevnym tokem a 3D zobrazenim l [
interpretation (with contrast or with/without contrast)] (must be performed with 30 days prior to implant ) . . R ; - ,
procedure) s interpretaci (s kontrastem nebo bez kontrastu)] (musi byt provedeno do 30 dnu pfed implantaci) jinwoiced if non-SOC)
OPTIONAL - i T Heart (with trast) including 3D i i i t of .
. .Cardlac ¢ S;an [Heart (with contrast) including |mag_e pos process_lng, a}ssessmen © VOLITELNE - CT srdce [s kontrastem vetné 3D postprocessingu, hodnoceni srde¢ni funkce a l-
cardiac function, and eveluationvenous structures] (must be performed with 30 days prior to implant e e o L " X .
procedure) wsetfeni zilnich struktur] (musi byt provedeno do 30 dnl pfed implantaci) (if applicable)
TTE or Cardiac CT Scan Image Upload Nahrani snimku TTE nebo CT srdce € I |
Baseline eCRF Vychozi eCRF € I
Baseline Echo Imaging eCRF Vychozi eCRF pro echo snimky € |
Implant
Procedure
12 Lead Electrocardiogram (ECG) 12svodové EKG
[12 Lead (W/ interpretation & report) facility based seniice] [12 svodu (s interpretaci a zpravou) sluzba ve zdravotnickém zafizeni] (inwoiced if non-SOC)
Digital copy or printout of the 12-lead ECG must be submitted to the Sponsor. (must be de-identified prior |Digitalni kopie nebo wtisk 12svodového EKG musi byt pfedloZzen sponzorovi (musi byt €
to upload) anonymizovano pred nahranim) L
Procedure Fluoroscopy Image Upload Nahréni fluoroskopického snimku zakroku (musi byt anonymizovano pred nahranim) € e
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Intraprocedural Transthoracic Echocardiography (TTE)
[Physician Fees only; technical component included w/ procedure]
OR

Intraproceduralni transthorakalni echokardiografie (TTE) [pouze honorar Iékare; technicka
Gast zahruta v zakroku]
NEBO

Intraprocedural Transesophageal Echo (TEE) [for guidance of a transcatheter procedure, complete
w/doppler, color flow & 3D image rendering w/ interpretation (with contrast or with/without contrast)]
[Physician Fees only; technical component included w/ procedure]

OR

Intraproceduralni jicnova echokardiografie (TEE) [pro vedeni katetrizaéniho zakroku,
kompletni s dopplerem, barevnym tokem a 3D zobrazenim s interpretaci (s kontrastem nebo bez
kontrastu)] [pouze honorar Iékare; technicka ¢ast zahrnuta v zakroku]

NEBO

Intracardiac Echocardiography (ICE)
[Physician Fees only; technical component included w/primary procedure]

Intrakardialni echokardiografie (ICE) [pouze honoraf |ékare; technicka ¢ast zahrnuta v hlavnim
zakroku]

TTE, TEE, or ICE Image Upload (for upload submitted)

Nahrani snimku TTE, TEE nebo ICE

Implant eCRF (includes changes to cardiac medications)

Implantace eCRF (vetné zmén srdecnich Iék()

Aweir LP Assessment & Programming (in clinic) eCRF
[with device session records and print out PDFs]

Hodnoceni a programovani Awveir LP (v ordinaci) eCRF [s protokoly relace zafizeni a PDF wytisky]

Device Log

Zaznam zafizeni

Pre-Discharge

12 Lead Electrocardiogram (ECG)
[12 Lead (w/ interpretation & report) facility based senice]

12swodové EKG
[12 svodl (s interpretaci a zpréawou) sluzba ve zdravotnickém zafizeni]

€

(inwiced if non-SOC

Digital copy or printout of the 12-lead ECG must be submitted to the Sponsor. (must be de-identified prior
to upload)

Digitalni kopie nebo wtisk 12svodového EKG musi byt pfedlozen sponzorovi (musi byt
anonymizovano pred nahranim)

Chest X-ray of LP Image Upload

Nahrani rentgenového snimku LP

Pre-Discharge eCRF

eCRF pred propusténim

Aweir LP Assessment & Programming (in clinic) eCRF
[with device session records and print out PDFs]

Hodnoceni a programovani Aweir LP (na klinice) eCRF [s protokoly relace zafizeni a PDF wytisky]

Device Log

Zaznam zafizeni

1 .
(if applicable)

1 Month

1 mésic

12 Lead Electrocardiogram (ECG)
[12 Lead (w/ interpretation & report) facility based senvice]

12swodové EKG
[12 svodl (s interpretaci a zprawou) sluzba ve zdravotnickém zafizeni]

(inwiced if non-SOC

)

Digital copy or printout of the 12-lead ECG must be submitted to the Sponsor. (must be de-identified prior

Digitalni kopie nebo wtisk 12svodového EKG musi byt pfedlozen sponzorovi (musi byt

[with device session records and print out PDFs]

to upload) anonymizovano pred nahranim) L
Cardiac Transthoracic Echocardiography (TTE) [complete w/ doppler, color flow & 3D image rending w/ Transtorakalni echokardiografie (TTE) [kompletni s dopplerem, barevnym tokem a 3D zobrazenim € .
interpretation (with contrast or with/without contrast)] s interpretaci (s kontrastem nebo bez kontrastu)] (inwiced if non-SOC)
OPTIONAL - Cardiac CT Scan [Heart (with contrast) including 3D image postprocessing, assessment of [VOLITELNE — CT srdce [s kontrastem wetné 3D postprocessingu, hodnoceni srdeéni funkce a € 870.00

cardiac function, and eveluationvenous structures] wsetfeni Zilnich struktur] (if applicable)

TTE or Cardiac CT Scan Image Upload Nahrani snimku TTE nebo CT srdce [
Follow-Up eCRF (includes changes to cardiac medications) Kontrolni eCRF (v¢etné zmeén srdecnich 1ékl) ]
Follow-Up Echo Imaging eCRF Kontrolni eCRF pro echo snimky ]
Awir LP Assessment & Programming (in clinic) eCRF Hodnoceni a programovani Awveir LP (na klinice) eCRF [s protokoly relace zafizeni a PDF wtisky] ]

Device Log

Zaznam zafizeni

1 I
(if applicable)
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3 Month

3 mésice

12 Lead Electrocardiogram (ECG) Only if one has not already been recorded within the last 30 days prior.
[12 Lead (wW/ interpretation & report) facility based senice]

12svodové EKG pouze pokud nebylo zaznamenano béhem poslednich 30 dna.
[12 svodU (s interpretaci a zprawou) sluzba ve zdravotnickém zafizeni]

€
(inwoiced if non-SOC)

Digital copy or printout of the 12-lead ECG must be submitted to the Sponsor. (must be de-identified prior
to upload)

Digitalni kopie nebo wtisk 12svodového EKG musi byt pfedlozen sponzorovi (musi byt
anonymizovano pred nahranim)

Follow-Up eCRF (includes changes to cardiac medications)

Kontrolni eCRF (véetné zmén srdecnich léku)

Follow-Up Echo Imaging eCRF

Kontrolni eCRF pro echo snimky

Aweir LP Assessment & Programming (in clinic) eCRF
[with device session records and print out PDFs]

Hodnoceni a programovani Awveir LP (na klinice) eCRF [s protokoly relace zafizeni a PDF wtisky]

Device Log

Zaznam zafizeni

€
(if applicable)

6 Month

6 mésicu

12 Lead Electrocardiogram (ECG) Only if one has not already been recorded within the last 30 days prior.
[12 Lead (wW/ interpretation & report) facility based senice]

12svodové EKG pouze pokud nebylo zaznamenano béhem poslednich 30 dna.
[12 svodU (s interpretaci a zprawou) sluzba ve zdravotnickém zafizeni]

€
(inwoiced if non-SOC)

Digital copy or printout of the 12-lead ECG must be submitted to the Sponsor. (must be de-identified prior

Digitalni kopie nebo wtisk 12svodového EKG musi byt pfedioZen sponzorovi (musi byt

to upload) anonymizovano pred nahranim) L
Follow-Up eCRF (includes changes to cardiac medications) Kontrolni eCRF (véetné zmén srde¢nich 1éku) ]
Follow-Up Echo Imaging eCRF Kontrolni eCRF pro echo snimky [
Aveir LP Assessment & Programming (in clinic) eCRF . P . - L -
[with device session records and print out PDFs] Hodnoceni a programovani Awveir LP (na klinice) eCRF [s protokoly relace zafizeni a PDF wtisky] [
) . Lo €
Device Log Zaznam zafizeni (if applicable)
12 month * 12 mésicu *
(in-clinic) [every 6 months thereafter alternating from remote to in-clinic until study closure] (v ordinaci) [kazdych 6 mésicu poté stfidavé na dalku a v ordinaci az do ukonéeni studie]
Follow-Up eCRF (includes changes to cardiac medications) Kontrolni eCRF (vetné zmén srde¢nich 1éku) . € "
(if applicable)
) . . €
Follow-Up Echo Imaging eCRF Kontrolni eCRF pro echo snimky (if applicable)
Aveir LP Assessment & Programming (in clinic) eCRF . - . - I L
[with device session records and print out PDFs] Hodnoceni a programovani Awveir LP (na klinice) eCRF [s protokoly relace zafizeni a PDF wtisky] ]
Aweir LP Assessment (remote) eCRF . ; . . T -
[with device session records and print out PDFs] Hodnoceni Awveir LP (dalkove) eCRF [s protokoly relace zafizeni a PDF wytisky] ]

Device Log

Zaznam zafizeni

€
(if applicable)
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OTHER TEST/PROCEDURE & CRF COMPENSATION
(As Required/Per Event)

DALSI TEST/ZAKROK A KOMPENZACE ZA CRF
(Podle potreby / Za udalost)

Follow-Up eCRF (unscheduled)

Kontrolni eCRF (neplanované)

agreement. )

Upravy smlouvy o Sudii..)

I
Aweir LP Assessment & Programming (in clinic or remote) eCRF (unscheduled) [with device session Hodnoceni a programovani Awveir LP (v ordinaci nebo na dalku) eCRF (neplanované) [s protokoly
records and print out PDFs] relace zafizeni a PDF wtisky] ||
Device Log (unscheduled) Zaznam zafizeni (neplanovany) -
Adverse Events eCRF eCRF nezadoucich uginkd -
Adverse Events eCRF (SAE) [paid in addtion to AE line above] eCRF zavaznych nezadoucich G¢inkd (SAE) [placeno navic k fadku AE wys$e] (wzaduje zdrojovou
(Requiring source documentation) dokumentaci) ||
System Revision eCRF eCRF revize systému -
Device Defficiency eCRF eCRF nedostatku zafizeni -
Withdrawal eCRF eCRF odstoupeni -

Other Invoiceable Fees Dalsi fakturovatelné poplatky
Digital copy or printout of the 12-lead ECG must be submitted to the Sponsor. (must be de-identified prior |Digitalni kopie nebo wtisk 12svodového EKG musi byt pfedloZen sponzorovi (musi byt
to upload) anonymizovano pred nahranim) ||
Pre-Screening/recruitment screen-failure Piedbé&zné vysetieni/neuspésny screening
[For each pre-screen patient entered into Abbott provided log form with maximum of 10 without Project [Za kazdého predbézné wySetfeného pacienta zapsaného do formulafe poskytovaného Abbottem,
Manager approval (submitted quarterly up to max of $250)] maximalné 10 bez schvaleni projektového manazera (podavano twrtletné az do max. 250 USD)] | ]
Start Up Fee Poplatek zazahgjeni studie
(Payment will be made to Institution following receipt of all documents required in connection with  |(Platba bude provedena Zdravotnickému zafizeni po obdrzeni vSech dokumentt
initiation of the Sudy and receipt and approval of a valid invoice issued bythe Institution.) pozadovanych v souvislosti se zahajenim Sudie a po obdrZeni a schvaleni platné faktury —
vystavené Zdravotnickym zafizenim.)

Archiving of Clinical Investigation Documents Archivace dokumentace klinického hodnoceni
(One-time payment upon receipt of invoice and when all required paperwork for Sudy close-out has |(jednorazovou platbu po obdrZeni faktury a po waceni veSkeré pozadované dokumentace .
been returned to Sponsor) pro uzavieni Sudie Sponzorovi.)
Sponsor-initiated/ Not for Cause/ FDA/ Regulatory Audit / External Audit or Inspection - per Audit/ | Audit nebo inspekce iniciovana Sponzorem/ bez diivodu / FDA/ regulaéni audit / externi
Inspection audit nebo inspekce - za audit/inspekci
(Paid upon receipt of a separateinvoice. Reimbursement will only applyto audits and inspections  |(Castka bude uhrazena po obdrZeni samostatné faktury. Nahrada se vztahuje pouze na .
by regulatory bodies without cause or initiated by Sponsor. ) audity a inspekce provadéné regulacnimi organy bez divodu nebo iniciované Sponzorem.)
Sponsor-initiated CTAAmendment Fee - per anendment Poplatek za zménu CTAiniciovanou Sponzorem - zazménu
(Paid upon receipt of an invoice for ponsor-initiated amendments that require changes to the Sudy |(Sponzor provede platbu po obdrZeni faktury za zmény iniciované Sponzorem, které vyzaduji .
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1.2.2. Additional Compensation

A. ECFees:

Abbott paid the actual EC fees incurred in
connection with the Parties’ performance of
Study, upon receipt of the EC approval letter and
receipt and approval of a valid invoice.

B.

Abbott will pay to the Institution a one-time
Administrative Set-up Fee of ] which is
intended to cover the costs of initiating the Study,
including costs of supplies, document
preparation for EC submission, Training,
administration and overhead. Payment will be
made to Institution following receipt of all
documents required in connection with initiation
of the Study and receipt and approval of a valid
invoice issued by the Institution.

C. Archiving of Clinical

Documents: |G
Abbott will issue a one-time payment for archiving
of Study documents after Study closure for 15
years upon receipt of invoice and when all
required paperwork for Study close-out has been
returned to Abbott.

Investigation

D. Abbott-initiated/ Not for Cause/ FDA /

Regulatory Audit / External Audit or
Inspection: | B rer audit/
inspection

If an audit or inspection is initiated in connection
with the Study and related work is performed by
Institution staff, Abbott will pay an allowance for
the actual time spent on audit/inspection and
preparation. The Abbott will pay the Institution
B 'he amount will be paid upon
receipt of a separate invoice. Reimbursement will
only apply to audits and inspections by regulatory
bodies without cause or initiated by Abbott.

E. Abbott-Initiated Master Agreement/
Statement of Work Amendment Fee: |l

Abbott will issue payment upon receipt of an
invoice for Abbott-initiated amendments that
require changes to the Master
Agreement/Statement of Work.

1.2.2. Dodatecna kompenzace

A. Poplatky za etickou komisi (EC):

Spolec¢nost Abbott uhradila skute¢né poplatky za
etickou komisi vzniklé v souvislosti s provadénim
Studie ze strany smluvnich stran, po obdrzeni
schvalovaciho dopisu od etické komise a po
obdrzeni a schvaleni platné faktury.

B.

Abbott  uhradi  Zdravotnickému  zafizeni
jednordzovy administrativni poplatek za zahajeni
ve vysi I ktery je ur€en k pokryti ndkladd
spojenych se zahdjenim Studie, véetné nakladl
na material, ptipravu dokumentace pro podani
Etické komisi, Skoleni, administrativu a rezijni
naklady. Platba bude provedena Zdravotnickému
zafizeni po obdrzeni vSech dokument
pozadovanych v souvislosti se zahdjenim Studie a
po obdrZeni a schvéleni platné faktury vystavené
Zdravotnickym zafizenim.

C. Archivace dokumentace klinického
hodnoceni: | NG

Abbott provede jednorazovou platbu za archivaci
dokumentace Studie po jejim ukonceni na dobu
15 let po obdrZeni faktury a po vraceni veskeré
pozadované dokumentace pro uzavieni Studie
spolecnosti Abbott.

D. Audit nebo inspekce iniciovana spole¢nosti
Abbott / bez divodu / FDA / regulaéni audit /
externi audit nebo inspekce: | 22
audit/inspekci
Pokud je v souvislosti se Studii zahajen audit nebo
inspekce a persondl Zdravotnického zafizeni
provadi souvisejici prace, spolec¢nost Abbott
uhradi naklady za skutecné straveny cas na
auditu/inspekci a pripravé. Spolecnost Abbott
uhradi Zdravotnickému zafizeni castku |
Castka bude uhrazena po obdrZeni
samostatné faktury. Nahrada se vztahuje pouze
na audity a inspekce provadéné regulacnimi
organy bez dlvodu nebo iniciované spolec¢nosti
Abbott.

E. Poplatek za zménu Diléi/Ramcové iniciovanou
spole¢nosti Abbott: I HH B I
Abbott provede platbu po obdrzeni faktury za
zmény iniciované spolecnosti Abbott, které
vyzaduji Upravy Dil¢i smlouvy/Ramcové smlouvy.
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SOW #1- LEAP 2
2. PAYMENT TERMS 2. PODMINKY PLATBY
2.1.Payments will be made following | 2.1. Platby budou provadény po dosazeni
achievement of the milestones provided in milnikd uvedenych v této Pfiloze B, a to ve
this Exhibit B, with respect to Subjects who vztahu k subjektdm, které spliiuji vSechny
meet all requirements of the CIP. poZzadavky CIP.
2.2. Milniky tykajici se predloZzeni CRF budou

2.2,

Milestones involving the submission of CRFs
will be considered achieved upon completion
of entry of all required CRF Data, and if
necessary, corrected Data (Data queries,
action items determined by monitoring
processes, completion of missing Data or
data Investigating Parties failed to initially
collect) by the time points shown in the table
in above Section 1.2.1. Payments will be
made only with respect to completed CRF
Data submitted to Abbott within two (2)
weeks after the relevant subject visit, and
upon verification of completion of the CRFs
by Abbott. Payments will not be made for any
CRF that reports a missed visit. Value Added
Tax is due by Abbott (Abbott/SIM
Coordination Center BV VAT BE0888256714).
Abbott will provide without reasonable delay
a request for invoice prior to each payment
in accordance with the payment terms set
forth in the budget and the payment
schedule, to the Institution. If the Institution
does not receive from the Abbott all
documents necessary for issuing the invoice
within 15 days from the moment such
documents should have been provided, the
Institution shall be entitled to issue the
invoice independently.

povazovany za splnéné po dokonceni zadani
vsech poZadovanych udaji do CRF, a v
pfipadé potieby po opravé Udaju (dotazy na
data, ukoly uréené monitorovacimi procesy,
doplnéni chybéjicich udaji nebo udajq, které
zkousejici strany puvodné neziskaly) v
¢asovych bodech uvedenych v tabulce v
oddilu 1.2.1 vySe. Platby budou provedeny
pouze za dokoncené Udaje CRF predlozené
spoleénosti Abbott do dvou (2) tydnl po
pfislusné navstévé subjektu, a po ovéreni
dokoncéeni CRF spolecnosti Abbott. Platby
nebudou provedeny za Zadny CRF, ktery
uvadi zmeskanou navstévu. Dan z pfidané
hodnoty je splatna spolec¢nosti Abbott
(Abbott/SIM Coordination Center BV, DIC
BE0888256714). Spolecnost Abbott poskytne
bez zbytecného odkladu zadost o vystaveni
faktury pred kazdou platbou v souladu s
platebnimi podminkami stanovenymi v
rozpoctu a harmonogramu plateb

Zdravotnickému zafizeni. V pfipadé, Ze
Zdravotnické zafizeni neobdrii  od
Spole¢nosti  Abbott veskeré potfebné

podklady pro vystaveni faktury do 15 dni od
okamziku, kdy mély byt tyto podklady
poskytnuty, je  Zdravotnické zafizeni
opravnéno vystavit fakturu samostatné.
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APPENDIX 2

PRILOHA 2

Insurance Certificate

Doklad o pojisténi Studie

is a part of business secret/je soucasti obchodniho tajemstvi
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APPENDIX 3
DATA PROCESSING AGREEMENT

PRILOHAC. 3
SMLOUVA O ZPRACOVANI UDAJU

This data processing agreement, including any
if its annexes hereto, (together the "Data
Processing Agreement") is an integrated part of
the Statement of Work concluded in accordance
with  Master Clinical Study Agreement
(“Agreement”) dated December 11, 2025.

All defined terms within the Agreement shall
have the same meaning when used in this Data
Processing Agreement, unless explicitly defined
otherwise in this Data Processing Agreement.

Tato smlouva o zpracovani (dajd, vcetné

veskerych pfipojenych pfiloh (pod spole¢nym
oznacenim ,Smlouva o zpracovani udaja“) tvori
nedilnou soucédst Dil¢i smlouvy uzaviené na
zakladé Ramcové smlouvy o provedeni klinické
studie (ddle jen ,Smlouva”) ze dne 11. prosince
2025.
Vsechny terminy definované ve Smlouvé budou
mit pfi pouZiti v této Smlouvé o zpracovani udajl
stejny vyznam, pokud nejsou vtéto Smlouvé
0 zpracovani Udajl vyslovné definovany jinak.

1. SCOPE OF
AGREEMENT

THE DATA PROCESSING

1. ROZSAH SMLOUVY O ZPRACOVANI UDAJU

1. Within the performance of the Agreement
the Medical facility (hereinafter
“Institution”) acts as a data processor as
defined under article 4, 8) of the
Regulation (EU) 2016/679 (“Data
Processor”) for the Abbott (“Sponsor”)
who acts as data controller as defined
under article 4, 7) of the Regulation (EU)
2016/679 (“Data Controller”), as the
Institution processes Personal Data for the
Sponsor as set out in Annex 1.

2. Further, the Parties acknowledge that
Institution is the Data Controller in relation
to the personal data processed for the
purposes of health services provision in
accordance with Act No. 372/2011 Coll., on
Health Services and on Conditions of their
Provision, as applicable.

3. “Applicable Law” means any applicable
data protection or privacy laws, including:

(a) the Regulation (EU)
referred as the General
Regulation ("GDPR"),

2016/679 also
Data Protection

(b) other applicable laws that are similar or
equivalent to or that are intended to or
implement the laws that are identified in (a) of
this definition.

1. Pfi plnéni povinnosti ze  Smlouvy
Zdravotnické zafizeni (ddle téz ,Instituce”)
vystupuje v roli zpracovatele, tak ji definuje
¢lanek 4, 8) Natizeni (EU) 2016/679 (déle jen
»Zpracovatel Udaji“) pro spole¢nost Abbott
(ddle téz ,Zadavatel”), ktery vystupuje v roli
spravce Udajl ve smyslu definice v ¢lanku 4,
7) Nafizeni (EU) 2016/679 (dale jen ,Spravce
udaji“), protoze Instituce zpracovava
Osobni Udaje pro Zadavatele tak, jak
stanovuje Pfiloha 1.

2. Dale Strany stvrzuji, Ze Instituce je Spravcem
udaji  ve vztahu kosobnim ddajim
zpracovavanym pro Ucely poskytovani
zdravotnich sluzeb dle zakona ¢. 372/2011
Sb., o zdravotnich sluzbidch a podminkach
jejich poskytovani, v platném znéni.

3. Pojem ,Platné zakony” znamend jakékoli
platné pravni predpisy na ochranu dat nebo
pravni pfedpisy na ochranu osobnich udaja,
v€etné nasledujicich:

(a) Nafrizeni(EU)2016/679 oznacované rovnéz
jako Obecné nafizeni o ochrané osobnich udajd
(oznacovano zkratkou ,GDPR“ neboli General Data
Protection Regulation),

(b) jiné platné pravni predpisy, které jsou
podobné ci ekvivalentni predpisiim
identifikovanym v odstavci (a) této definice nebo je
provadéji.

2. PROCESSING OF PERSONAL DATA

2. ZPRACOVANI OSOBNICH UDAJU
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1. Instructions: The Data Processor is instructed [1. Pokyny: Zpracovateli udajl se uklada, aby

to process the Personal Data for the term of zpracovaval Osobni udaje v obdobi platnosti
this Data Processing Agreement, and further této Smlouvy o zpracovani Gdajd, a dale
if set down by applicable legislation, and only stanovi-li tak pfislusné pravni predpisy a pouze
for the purposes of providing the data pro Ucely zajistovani ukoll zpracovani udajl
processing tasks set out in Annex 1. As part of stanovenych v Pfiloze 1. V rdmci Studie nesmi
the Study, Data Processor may not process or Zpracovatel Udaja zpracovavat ani pouZivat
use Personal Data in another way than Osobni Udaje jinym zpUsobem, nez ktery
provided in the instructions set by this Data uvadéji pokyny v této Smlouvé o zpracovani
Processing Agreement, including with regard udajli, véetné pripad( tykajicich se prevodl
to transfers of personal data to a third country Osobnich  4daji do treti zemé nebo
or an international organization, unless the mezindrodni  organizace, pokud to od
Data Processor is required to do so according Zpracovatele Udaji nevyZzaduji pravni predpisy
to Union or Member State law. In that case, Evropské unie nebo ¢lenskych statd. V takovém
the Data Processor shall inform the Data pfipadé musi Zpracovatel udaju pisemné
Controller in writing of that legal requirement informovat Spravce Udajd o tomto poZadavku
before processing, unless that law prohibits jesté pred zpracovanim, pokud pfislusné pravni
such information on important grounds of predpisy poskytnuti téchto informaci nezakazuji
public interest. z dlivodu dUleZitého verejného zajmu.

2. Data Processor shall at all times maintain a 2. Zpracovatel Udajl musi za vSech okolnosti

record of processing of Personal Data in uchovavat zaznam o zpracovani Osobnich Gdajd
accordance with Applicable Law and if the vsouladu sPlatnymi  zakony, a pokud
Data Processor considers an instruction from Zpracovatel Gdajd posoudi pokyn od Spravce
the Data Controller to be in violation of the udajii jako poruseni Platnych zakon(, musi
Applicable Law, the Data Processor shall otom Zpracovatel udaji Sprdvce udajl
promptly inform the Data Controller in neprodlené informovat.

writing about this.

3. THE DATA PROCESSOR'S OBLIGATIONS 3. POVINNOSTI ZPRACOVATELE UDAJU
1. The Data Processor must ensure that |1. Zpracovatel Udajd musi zajistit, aby se osoby
persons authorized to process the Personal Data opravnéné zpracovavat Osobni Udaje zavazaly
have committed themselves to confidentiality or k zachovani davérnosti nebo se na né
are under an appropriate statutory obligation of vztahovalo pfislusné zakonné ustanoveni
confidentiality. zachovani davérnosti.
2. The Data Processor shall implement | 2. Zpracovatel udajl musi zavést pfrislusna
appropriate  technical and organizational technickd aorganizacni opatfeni, kterd
measures to prevent that the Personal Data zabrani, aby se se zpracovdvanymi Osobnimi
processed is: udaji stalo nasledujici:
i. accidentally or unlawfully destroyed, lost | . nahodné nebo nezdkonné znicCeni, ztrata
or altered, nebo pozménéni,
ii. disclosed or made available without | ii. zpristupnéni  nebo  poskytnuti  bez
authorization, or opravnéni nebo
iii. otherwise processed in violation of | iii. jiné zpracovani, které porusuje Platné
Applicable Law. zakony.
3. The Data Processor must also comply with | 3. Zpracovatel Gdaji musi rovnéZ dodrZet
the special data security requirements of Annex specialni  pozadavky na  zabezpecdeni,
2. stanovené v Pfiloze 2.
CONFIDENTIAL DUVERNE

Page 16 of 33 Strana 16 z 33




EU1874 - Nemocnice Na Homolce

at its own cost an independent expert,
reasonably acceptable to Data Processor, who
shall have access to the Data Processor's data
processing facilities and receive the necessary
information for the sole purpose of auditing
whether the Data Processor has implemented
and maintained said technical and
organizational security measures. The expert
shall upon the Data Processor's request sign a
non-disclosure agreement provided by the Data
Processor, and treat all information obtained or
received from the Data Processor confidentially,
and may only pass on, after conferral with Data

SOW #1- LEAP 2

4, The appropriate technical and | 4. Museji byt stanovena pfislusna technicka

organizational security measures must be a organizacni opatieni s ohledem na:

determined with due regard for:

i the current state of the art, i aktualni stav a Uroven,

ii. the cost of their implementation, and ii. naklady na jejich zavedeni a

iii. the nature, scope, context and purposes | iii. povahu, rozsah a Ucely zpracovani, stejné
of processing as well as the risk of varying jako rizika s rlznym stupném
likelihood and severity for the rights and pravdépodobnosti a zavaznosti tykajici se
freedoms of natural persons. prav a svobod fyzickych osob.

5. The Data Processor shall upon request |5. Zpracovatel Udaji na vyZzadani poskytne

provide the Data Controller with sufficient Spravci Udaja dostatecné informace, které

information to enable the Data Controller to Spravci udajll umozni zajistit, aby byly splnény

ensure that the Data Processor's obligations povinnosti Zpracovatele udaji v souladu

under this Data Processing Agreement are s touto Smlouvou o zpracovani udajl, véetné

complied with, including ensuring that the zajiSténi zavedeni pfislusnych technickych

appropriate  technical and organizational a organizacnich opatreni.

security measures have been implemented.

6. Taking into account the nature of the |6. Sohledem na povahu zpracovani musi

processing, the Data Processor shall assist the Zpracovatel udaji napomahat Spravci udajd,

Data Controller, by means of appropriate prostfednictvim  pfislusnych  technickych

technical and organizational measures, insofar a organizacnich  opatfeni, v maximalnim

as this is possible, in fulfilling its obligation to mozném rozsahu, plnit povinnost reagovat na

respond to requests from data subjects pursuant pozadavky od subjektl udajd v souladu

to laws and regulations in the area of privacy and s ustanovenimi zakon( a predpist tykajicich se

data protection (such as, the right of access, the ochrany osobnich Udajii aochrany dat

right to rectification, the right to erasure, the (naptiklad pravo na pfistup, pravo na opravu,

right to restrict the processing, the right to data pravo na vymazani, pravo na omezeni

portability and the right to object). zpracovani, pravo na prenosnost Udajl a pravo

na namitku).
7. The Data Controller is entitled to appoint | 7. Spravce Udajl je opravnén na vlastni naklady

jmenovat nezdvislého experta, ktery bude pro

Zpracovatele Udajli primérené pfrijatelny,
a ktery bude mit pristup kzafizeni na
zpracovani Udaju  uZpracovatele udaju
aobdrzi vSechny potfebné informace,

vyhradné pro Ucely auditu kontrolujiciho, zda
Zpracovatel udaji zavedl audrZuje uvedend
technicka a organizacni opatfeni. Tento expert
na vyzadani Zpracovatele udaji podepise
dohodu o zachovani mlc¢enlivosti poskytnutou
Zpracovatelem Udajl, abude se vsemi
informacemi ziskanymi nebo pfijatymi od
Zpracovatele udaja jako s dlvérnymi, asmi

Processor, the findings as described under predat Spravci udaji pouze zjisténi dle
article 3.9, (ii) below to the Data Controller. ¢lanku 3.9 (i) niZe, a to po dohodé se
Zpracovatelem udaja.
CONFIDENTIAL DUVERNE
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Processor to the Data Controller with regard to
a breach of security as meant in Clause 3.9 (ii)(a)
will contain at least the following information:

i. The nature of the Personal Data breach,
stating the categories and (by
approximation) the number of data
subjects concerned, and stating the
categories and (by approximation) the
number of the personal data registers
affected (datasets);

ii.  The likely consequences of the Personal
Data breach;

iii. A proposal for measures to be taken to
address the Personal Data breach,
including (where appropriate) measures

SOW #1- LEAP 2
8. The Data Processor must give authorities | 8. Zpracovatel Udajd musi poskytnout Urfadim,
who by Union or Member State law have a right které maji podle pravnich predpist Evropské
to enter the Data Controller's or the Data unie nebo ¢lenského statu opravnéni vstoupit
Controller's processors’ facilities, or do prostor Spravce udaji nebo jeho
representatives of the authorities, access to the prislusného zpracovatele adajd, pripadné
Data Processor's physical facilities against zastupcdm uradd, pristup do fyzickych prostor
proper proof of identity and mandate, during Zpracovatele na zakladé spravného
normal business hours and upon reasonable identifikacniho dokladu a povéfeni, béhem
prior written notice. normalni pracovni doby apo pfiméfeném
pfedchozim upozornéni.

9. The Data Processor must within 48 hours | 9. Zpracovatel Udaji musi pisemné do 48 hodin
in writing notify the Data Controller about: oznamit Spravci udajl tyto skutecnosti:

i any request for disclosure of Personal i. jakykoli pozadavek na zpfistupnéni
Data processed under the Agreement by Osobnich udaja zpracovavanych podle
authorities, unless expressly prohibited Smlouvy ze strany uradU, pokud to vyslovné
under Union or Member State law, nezakazuji pravni predpisy Evropské unie

ii.  any finding of (a) breach of security that nebo ¢lenského statu,
results in accidental or unlawful | ii. jakékoli zjiSténi o (a) poruseni zabezpeceni,
destruction, loss, alteration, unauthorized které vede k ndahodnému nebo
disclosure of, or access to, Personal Data nezdkonnému zniceni, ztraté, pozménéni,
transmitted, stored or otherwise neopravnénému zptistupnéni nebo
processed by the Data Processor under k pfistupu k Osobnim udajim prenasenym,
the Agreement, or (b) other failure to ulozenym nebo jinak zpracovavanym
comply with the Data Processor's Zpracovatelem udajd v rdmci Smlouvy nebo
obligations under Clause 3, or (b) jiném nedodrzeni povinnosti

iii.  any request for access to the Personal Zpracovatele Udaji podle tohoto ¢l.3
Data (with the exception of medical nebo
records for which the Data Processor is | iii.  jakykoli poZadavek na pfistup k Osobnim
considered data controller) received udajim (s vyjimkou lékafskych zdznamd,
directly from the data subjects or from pro které je Zpracovatel udaji povaZovan
third parties. za spravce udajll) prijaty pfimo od subjektd

udajl nebo od tretich stran.
10. Such a notification from the Data|10. Ozndmeni od Zpracovatele udajli pro Spravce

udajli, tykajici se poruseni zabezpeceni ve
smyslu Ustanoveni 3.9 (ii)(a) musi obsahovat
minimalné tyto informace:

Povaha poruseni  Osobnich  udajd,
s uvedenim kategorii a (pfiblizného) poctu
dotcenych subjektll Udajd, as uvedenim
kategorii a (priblizného) poctu dotéenych
registri osobnich udajd (datovych sad).
Pravdépodobné nasledky poruseni
Osobnich udaju.

Navrh opatfeni, kterd budou pfijata za
ucelem vyreseni poruseni Osobnich udajd,
véetné (je-li to vhodné) opatfeni pro
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to mitigate any possible adverse effects of
such breach.

The Data Processor shall document (and shall
keep such documentation available for the Data
Controller) any Personal Data breaches,
including the facts related to the Personal Data
breach, its effects and the corrective measures
taken. After consulting with the Data Controller,
the Data Processor shall take any measures
needed to limit the (possible) adverse effects of
Personal Data breaches (unless such
consultation cannot be awaited due to the
nature of the Personal Data breach).

11. The Data Processor must promptly and
reasonably assist the Data Controller (with the
handling of (a) responses to any breach of
security as described in 3.9 (ii) above and (b) any
requests from data subjects under Chapter Ill of
the GDPR, including requests for access,
rectification, blocking or deletion. The Data
Processor must also reasonably assist the Data
Controller by implementing appropriate
technical and organizational measures for the
fulfilment of the Data Controller's obligation to
respond to such requests. Any reasonable
documented costs and expenses pre-approved
in writing by the Data Controller related to the
above will be reimbursed by the Data Controller
to the extent such costs and expenses are not
related to any requirements according to
Applicable Law imposed on the Data Processor
or due to any breach data protection rules or the
Agreement by Data Processor.

12. The Data Processor must reasonably
assist the Data Controller with meeting the
other obligations that may be incumbent on the
Data Controller according to Union or Member
State law where the assistance of the Data
Processor is implied, and where the assistance
of the Data Processor is necessary for the Data
Controller to comply with its obligations. This
includes, but is not limited to, at the request to
provide the Data Controller with all necessary

zmirnéni jakychkoli negativnich dlsledkd
tohoto poruseni.

Zpracovatel udaji musi zdokumentovat (a uloZit
tuto dokumentaci jako pfistupnou pro Spravce
udaja) jakakoli poruseni Osobnich udajl, véetné
skutec¢nosti souvisejicich s porusenim Osobnich
udaiju, jejich vliva a prijatych napravnych opatireni.
Po poradé se Spravcem udaji podnikne
Zpracovatel Udaju veskera opatreni potfebna pro
omezeni  (moznych) negativnich  dusledki
poruseni Osobnich udaji (pokud se nejedna
o pfipad, kdy nelze stakovou poradou cekat
s ohledem na povahu poruseni Osobnich udaju).

11. Zpracovatel udaju musi neprodlené
a pfiméfrené napomoci Spravci Gdaju se
zpracovanim (a) reakci na jakékoli poruseni
zabezpeceni, tak jej popisuje ¢lanek 3.9 (ii) vyse
a (b) jakymikoli pozadavky od subjektd udaj
ve smyslu Kapitoly Ill nafizeni GDPR, vcetné
pozadavklli na pfistup, napravu nebo
odstranéni. Zpracovatel udaji musi rovnéz
pfiméfené  napomahat  Spravci  Udajl
prostfednictvim zavedeni pfislusnych
technickych a organizacnich opatfeni scilem
splnit povinnost Spravce udaji reagovat na
tyto pozadavky.  Veskeré pfimérené,
zdokumentované naklady a vydaje, které jsou
predem pisemné schvaleny Spravcem udajl

v souvislosti svySe uvedenym, proplati
Spravce Udaju vrozsahu, ve kterém tyto
naklady avydaje nesouvisi se Zadnymi

pozadavky podle Platnych zdkon(, které se
vztahuji na Zpracovatele udajd, nebo nevznikly
v disledku jakéhokoli poruseni pravidel
ochrany dat nebo Smlouvy strany
Zpracovatele udaju.

ze

12. Zpracovatel udaji musi pfimérené napomahat
Spravci udaji s plnénim dalSich povinnosti,
které mohou byt uvaleny na Spravce udajl
podle pravnich predpisd Evropské unie nebo
Clenskych  statd v pfipadech, kde se
predpoklada asistence Zpracovatele udajl
a v pripadech, kde je asistence Zpracovatele
Udaji nezbytnad ktomu, aby Spravce udajl
splnil své povinnosti. To zahrnuje zejména
pozadavek poskytnout Spravci udaji veskeré

information about an incident under Clause 3.9 potfebné informace oincidentu podle
(i), and all necessary information for an impact Ustanoveni 3.9 (i) aveskeré nezbytné
CONFIDENTIAL DUVERNE

Page 19 of 33

Strana 19z 33




EU1874 - Nemocnice Na Homolce
SOW #1- LEAP 2

assessment in accordance with Article 35 and
Article 36 of the GDPR taking into account the
nature of processing and the information
available to the Data Processor. Any reasonable
documented costs and expenses pre-approved
in writing by the Data Controller related to the
above will be reimbursed by the Data Controller
to the extent such expenses are not related to
any requirements according to Applicable Law
imposed on the Data Processor or due to breach
of data protection rules or the Agreement by
Data Processor.

informace pro zhodnoceni dopadu v souladu
s Clankem 35 a Clankem 36 nafizeni GDPR, a to
pfi zohlednéni povahy zpracovani a informaci,
jez ma Zpracovatel udaji k dispozici. Veskeré
pfimérené, zdokumentované naklady a vydaje,
které jsou predem pisemné schvéleny
Spravcem Udajl v souvislosti s vyse uvedenym,
proplati Spravce udaju v rozsahu, v némz tyto
vydaje nesouvisi se zddnymi pozadavky podle
Platnych zakonl, které se vztahuji na
Zpracovatele udajl, nebo nevznikly v disledku
poruseni pravidel ochrany dat nebo Smlouvy
ze strany Zpracovatele udaja.

4. DATA CONTROLLER’S OBLIGATIONS

1. The Sponsor is responsible for supplying
the Investigator and Study staff with sufficient
information regarding the collection of their
personal data on how this may be and will be
handled by Sponsor as well as their rights before
providing their personal data to the Sponsor.
Upon Sponsor’s request, the Institution through
the Investigator will reasonably assist the
Sponsor in providing the necessary information.
The sponsor’s legal Representative in the
European Union, ST. JUDE MEDICAL
COORDINATION CENTER BV, an Abbott company,
is transferring the data to Abbott US based of
standard data protection clauses (also known as
Standard Contractual Clauses (SCCs)) adopted by
the European commission on 4th of June 2021
following GDPR Art. 46.2(c).

2. The Data Controller shall take all
necessary measures to ensure data protection in
accordance with the General Data Protection
Regulation (GDPR), including but not limited to
providing adequate agreements with its
subcontractors and obtaining data subject’s
consent.

3. Personal data shall be transmitted to
countries outside the European Economic Area,
to the United States, which the European Union
has determined currently lack appropriate
privacy laws providing an adequate level of
privacy protection. Notwithstanding the above,
Sponsor is obliged to apply adequate privacy
safeguards to protect such Personal Information

4. POVINNOSTI SPRAVCE UDAJU

Zadavatel je odpovédny za to, aby
Zkousejicimu a persondlu Studie poskytl
dostatek informaci tykajicich se
shromazdovani jejich Osobnich Gdaji a o tom,
jak je Zadavatel mlzZe nebo bude zpracovavat,
a také jejich prav, jesté nei tito poskytnou své
Osobni Udaje Zadavateli. Na vyZadani
Zadavatele pomuze pfimérené Instituce
prostfednictvim  ZkousSejictho  Zadavateli
s poskytovanim nezbytnych informaci. Pravni
zastupce Zadavatele v Evropské unii, ST. JUDE
MEDICAL COORDINATION  CENTER BV,
spole¢nost Abbott, pfedava udaje spole¢nosti
Abbott US na zikladé standardnich dolozek o
ochrané udajli (zndmych také jako Standardni
smluvni dolozky (SCC)) pfijatych Evropskou
komisi dne 4. €ervna 2021 v souladu s ¢lankem
46.2 GDPR. C).

Spravce Udaji zavede vsSechna nezbytna
opatreni pro zajisténi ochrany Udajl v souladu
s Obecnym nafizenim o ochrané osobnich
udajli (GDPR), zejména zajisti odpovidajici
smlouvy se svymi subdodavateli a ziska souhlas
subjekt udaju.

Osobni Udaje budou predavany do statl mimo
Evropsky hospodafsky prostor, do Spojenych
stat( americkych, kde podle nazoru Evropské
unie v soucasnosti neexistuji dostatecné
predpisy o ochrané Osobnich tdajd, které by
zajistovaly dostateénou Uroven této ochrany.
Spravce Udajll je povinnen pouZit dostatecna
bezpecnostni opatfeni k ochrané téchto
Osobnich adajd, jak je to pozadovano v EHP.
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as required in the EEA. Personal Information
may also be disclosed as required by individual
regulatory agencies or applicable law, such as to
report serious adverse events.

4, The Data Controller is obliged to provide
the Data Processor with all consent forms and
information for data subjects which will entitle
the Data Processor to process personal data in
order to fulfil the Agreement.

Osobni Udaje mohou byt zpfistupnény na
zdkladé poZadavkd jednotlivych regulacnich
uradd nebo platnych zadkon(, jako napf. pfi
hlaseni vaznych nezadoucich pfihod.

Spravce Udaju je povinen dodat Zpracovateli
udaju veskeré vzory souhlasli a pouceni pro
subjekty udaj, které budou Zpracovatele
udajli opravniovat ke zpracovani Osobnich
Udaji za ucelem naplnéni povinnosti ze
Smiouvy.

5. SUBPROCESSORS

1. The Data Processor may only engage a
subprocessor, with prior specific or general
written consent from the Data Controller.
The Data Processor undertakes to inform the
Data Controller of any intended changes
concerning the addition or replacement of a
subprocessor by providing a reasonable prior
written notice to the Data Controller. The
Data Controller may reasonably and in a duly
substantiated manner object to the use of a
subprocessor. The Data Processor must
inform the Data Controller in writing of the
discontinued use of a subprocessor.

2. Prior to the engagement of a subprocessor,
the Data Processor shall conclude a written
agreement with the subprocessor, in which
at least the same data protection obligations
as set out in this Data Processing Agreement
shall be imposed on the subprocessor,
including  obligations to  implement
appropriate technical and organizational
measures and to ensure that the transfer of
Personal Data is done in such a manner that
the processing will meet the requirements of
the Applicable Law.

3. The Data Controller has the right to receive a
copy of the relevant provisions of Data
Processor's agreement with the
subprocessor related to data protection
obligations. The Data Processor shall remain
fully liable to the Data Controller for the
performance of the subprocessor obligations
under this Data Processing Agreement. The
fact that the Data Controller has given
consent to the Data Processor's use of a

5. DiLEi ZPRACOVATELE
1.

Zpracovatel Udajid smi najmout dil¢iho
zpracovatele pouze s predchozim konkrétnim
nebo obecnym pisemnym souhlasem od
Spravce Udaji. Zpracovatel Udaju bude
informovat  Spravce udaji o jakychkoli
zamyslenych zménach tykajicich se doplnéni
nebo nahrazeni dil¢iho zpracovatele, ato
poskytnutim pfiméfreného predchoziho
pisemného oznameni Spravci Gdajd. Spravce
Gudaji  mulze prfimérené  as pfislusSnym
odlvodnénim vznést namitku proti vyuziti
dil¢éiho zpracovatele. Zpracovatel udajli musi
Spravce udajl pisemné informovat o ukonéeni
vyuzivani dil¢iho zpracovatele.

Pfed najmutim dil¢iho zpracovatele musi
Zpracovatel udaju uzavrit s dil¢im
zpracovatelem pisemnou smlouvu, ktera
dil¢imu zpracovateli uklada pfinejmensim tytéz
povinnosti ohledné ochrany dat, které jsou
obsazeny v této Smlouvé o zpracovani udajd,
v€etné povinnosti zavést pfislusna technicka
a organizacni opatfeni a zajistit prevadéni
Osobnich Udaji  takovym zpUsobem, Ze
zpracovani spini pozadavky Platnych zakon(.

Spravce udajl ma pravo obdrzet kopii
pfislusnych ustanoveni smlouvy Zpracovatele
udajl s diléim zpracovatelem, ktera se tykaji
povinnosti souvisejicich s ochranou Osobnich
udajll. Zpracovatel Udaja nadale ponese plnou
odpovédnost vicéi Spravci udaji za plnéni
povinnosti dil¢iho zpracovatele vramci této
Smlouvy o zpracovani Udajd. Skutecnost, Ze
Spravce Udaji poskytl Zpracovateli udajl
souhlas s vyuzitim dil¢iho zpracovatele nijak

CONFIDENTIAL

DUVERNE

Page 21 of 33

Strana 21z33




EU1874 - Nemocnice Na Homolce
SOW #1- LEAP 2

subprocessor is without prejudice for the
Data Processor's duty to comply with this
Data Processing Agreement.

neovliviiuje povinnost Zpracovatele Udajl
dodrzZovat tuto Smlouvu o zpracovani udaja.

6. CONFIDENTIALITY
1. The Data Processor shall keep Personal
Data confidential.

2. The Data Processor shall not disclose the
Personal Data to third parties or take copies
of Personal Data unless strictly necessary
for the performance of the Data Processor's
obligations towards the Data Controller
according to this Data Processing
Agreement, and on condition that whoever
Personal Data is disclosed to is under the
responsibility of a professional subject to
the obligation of professional secrecy under
Union or Member State law or rules
established by national competent bodies
or by another person also subject to an
obligation of secrecy under Union or
Member State law or rules established by
national competent bodies.
Notwithstanding the foregoing, the
Institution shall remain Data Controller for
its own processing in relation to the
personal data processed for healthcare
purposes.

3. The Data Processor shall ensure that its
employees comply with this Data
Processing Agreement.

The Data Processor shall limit the access to
Personal Data to employees for whom
access to said data is necessary to fulfil the
Data Processor's obligations towards the
Data Controller.

5. The obligations of the Data Processor under
Clause 6 of this Data Processing Agreement
shall continue until such time as provided
by Applicable Law and regardless of
whether the cooperation of the parties has
been terminated.

6. ZACHOVANi DUVERNOSTI
1. Zpracovatel Udaji bude uchovavat Osobni
Udaje jako davérné.

2. Zpracovatel udaji nesmi zpfistupnit Osobni
Udaje tfetim strandm ani vytvaret kopie
Osobnich Udaji, pokud to neni striktné
nezbytné pro plnéni povinnosti Zpracovatele
udaj vaci Spravci udaja podle této Smlouvy
o zpracovani udajl, a s podminkou, Ze at jsou
Osobni udaje zpfistupnény komukoli, je tato
osoba vazana profesnim tajemstvim podle
pravnich predpistd ¢i pravidel Evropské unie
nebo clenského statu, které jsou stanoveny
pfislusSnymi ndrodnimi organy; pfipadné je tato
osoba vazadna povinnosti mlcenlivosti podle
pravnich predpist ¢i pravidel Evropské unie
nebo ¢lenského statu stanovenych pfislusnymi
narodnimi organy. Bez ohledu na vyse uvedena
ustanoveni zlstava Instituce Spravcem udajl
pro ucely vlastniho zpracovani v souvislosti
s osobnimi udaji zpracovavanymi pro ucely
poskytovani zdravotni péce.

3. Zpracovatel udaji musi zajistit, aby jeho

zaméstnanci  dodrZzovali tuto  Smlouvu
0 zpracovani udaju.
4. Zpracovatel udaji musi omezit pfistup

k Osobnim udajiim na zaméstnance, pro které
je pfistup k uvedenym udajliim nezbytny pro
plnéni zavazk( Zpracovatele udajt vici Spravci
udaja.

5. Zavazky Zpracovatele udaji podle Ustanoveni
¢l. 6 této Smlouvy o zpracovani udajl pretrvaji
po dobu, kterou stanovuji Platné zakony, a bez
ohledu na to, zda byla spoluprace mezi
stranami ukoncena.

7. TERM AND TERMINATION OF THE DATA
PROCESSING AGREEMENT
1. Regardless of the expiry or termination, for
whatever reason, of the Agreement, this

OBDOBI PLATNOSTI A UKONCENI SMLOUVY
0 ZPRACOVANI UDAJU
1. Bez ohledu na vyprseni nebo ukonceni
platnosti Smlouvy, at uz z jakéhokoli divodu,
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Data Processing Agreement remains in
force and applicable as long as the Data
Processor processes the Personal Data for
the Data Controller under the Agreement.

2. In case of termination of the Agreement,
the Data Processor must provide the
necessary transition services to the Data
Controller. The Data Processor is obliged to
reasonably assist Data Controller at Data
Controller’s expense.

Data Processor shall have appropriate
procedures in place for the archiving of the
Personal Data after the end of the Study in
accordance with Data Controller Instruction,
Applicable Law and at the end of the legally
mandated archiving period ensure the
destruction of the Personal Data and promptly
inform Data Controller of this same, without
prejudice to its own legal retention obligation.

z(Ostava tato Smlouva o zpracovani Udajl
v platnosti tak dlouho, dokud Zpracovatel
Gdaju zpracovava Osobni Udaje pro Spravce
Gdajd v rdmci této Smlouvy.

V ptipadé ukonceni platnosti Smlouvy musi
Zpracovatel Udaju zajistit nezbytné prevedeni
sluzeb na Spravce udaji. Je povinnosti
Zpracovatele Udajl poskytnout primérenou
pomoc Spravci udajl, a to na naklady Spravce

udaja.

Zpracovatel udajli musi mit zavedeny pfislusné
postupy pro archivaci Osobnich udajd po skonceni
Studie v souladu s pokyny Spravce udaj, Platnymi
zakony, ana konci zdkonem stanovené doby

archivace musi zajistit likvidaci Osobnich udajl

a neprodlené informovat Spravce udaji o této

skutecnost bez toho,

Zze by narusil

vlastni

povinnost uchovavani vyplyvajici z pfislusnych

pravnich predpis(.

Annexes:

Annex 1: Instructions
Annex 2: Security measures

Prilohy:

Ptiloha 1: Pokyny

Ptiloha 2: Opatieni pro zabezpeceni
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Annex 1 — Instructions

Ptiloha 1 — Pokyny

This Annex 1 constitutes the Data Controller's
instruction to the Data Processor in connection
with the Data Processor's Personal Data
processing for the Data Controller and is an
integrated part of the Data Processing
Agreement.

Contact details of the Data Controller (including
its Data Protection Officer, if applicable):

Tato Ptiloha 1 tvori pokyny od Spravce udajl pro
Zpracovatele udaja v souvislosti se
zpracovavanim Osobnich Udaja Zpracovatelem
udajli pro Spravce udaj(, a tvofi nedilnou soucast
Smlouvy o zpracovani udaju.

Kontaktni Udaje Spravce udaji (véetné jeho
povérence pro ochranu udajd, je-li jmenovan):

Contact details of the Data Processor (including
its Data Protection Officer, if applicable):

I or/ N or/ N
— R nebo N
I I I
. . I
|
| |

Kontaktni daje Zpracovatele udaju (véetné jeho
povérence pro ochranu udajl, je-li jmenovan):

Agreement and for the purpose of mandatory
safety monitoring— as specifically described in the
Protocol.
I. Transfer of Personal Data to a third
country: YES
1. If YES to I., transfer outside the EU: YES

I | \cemocnice Na Homolce, I \emocnice Na Homolce,

Roentgenova 37/2, 150 30 Prague 5. Roentgenova 37/2, 150 30 Praha 5.

a) Purpose and nature of the processing |a) Ucel a povaha operaci zpracovani
operations

Performance of Clinical Study services under the | Provadéni sluzeb Klinickych studii v ramci

Smlouvy apro ucely povinného monitorovani
bezpecnosti — tak jak konkrétné uvadi Protokol.

I. Pfevod Osobnich udajli do treti zemé: ANO
. Je-li odpovéd nal ANO, jedna se o prevod
mimo EU: ANO

b) Categories of data subjects
l. Former, current or future persons
and/or patients who voluntarily
enrolled in the Study, and/or their
relatives, and/or
Il.  Investigator and staff members

b) Kategorie subjektt udajt
I. Byvalé, soucasné nebo budouci osoby
a/nebo pacienti, ktefi se dobrovolné
prihlasili do Studie, a/nebo jejich pfibuzni
a/nebo
Il.  ZkouSejici a clenové personalu

Categories of Personal Data

Re b) I: To specify age, personal
identification number assigned to data
subjects participating in the Study,
description of characteristics of physical
features of the body, investigational devices
serial numbers

O
~

c) Kategorie Osobnich tudaju

AdDb) I: Konkrétné: vek, osobni
identifikacni cislo prirazené subjektim udajd,
kteri se ucastni Studie, popis fyzickych vilastnosti
téla, sériovd Cisla hodnocenych zdravotnickych
prostredkd

Re b) Il: Contact information, CV, details on | Adb) Il: Kontaktni Udaje, Zivotopis, Udaje
the involvement in the Study o zapojeni do Studie
d) Special categories of Personal Data d) Specialni kategorie Osobnich udajt
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Re b) I: Health information including | Adb) I: Zdravotni  informace,  vcetné
past medical history and medical test | predchozi Iékarské anamnézy ainformace

information (such as blood samples results
from scans and biopsies), data revealing
racial or ethnic origin, genetic data.

o lékarskych testech (jako jsou napriklad vysledky
vzork( krve ze snimkovdni a biopsii), udaje
odhalujici rasovy nebo etnicky puvod, genetické
udaje

e) Insert address, city and country of all
locations where the processing will be
performed: Data will be transferred to the
US only

e) VloZeni adresy, mésta azemé pro vsechna
umisténi, kde bude zpracovani probihat: Data
budou pfevddéna pouze do USA

f) Specific security requirements

The following requirements reflect the
minimum data processing requirements
expected of the Data Processor. It is a
condition that other agreed documents,
legislation or industry standards laying down
requirements of the processing of Personal
Data in connection with Study/ /mandatory
safety monitoring are complied with as
well.

1. The collection, registration and other
processing of Personal Data must be
legally authorized under Applicable
Law, or applicable policies issued of the
supervisory authorities.

2. Any person who takes part in the
processing of Personal Data must be
familiar with these requirements.

3. Premises used for the storage and other
processing of Personal Data must be
arranged in such a way as to prevent
unauthorized access.

4. Appropriate security measures must be
implemented to protect data against
accidental or unlawful destruction, loss
or impairment. Furthermore, it must be
ensured that no incorrect or misleading
Personal Data is processed. Incorrect or
misleading data, or data processed in
contravention of the above Applicable
Law, policy of the supervisory authority
or these requirements, shall be rectified
or erased. Data Processor will provide a
security annex no. 2 describing the
security level of its IT infrastructure and
access management.

5. Personal Data may not be stored in a
way that makes it possible to identify
the data subjects for longer than is

f) Specifické pozadavky na zabezpeceni
Nasledujici pozadavky odrazeji minimalni
poZadavky na zpracovani udaji, které se
ocekavaji od Zpracovatele Udajl. Plati podminka,
Ze museji byt splnény vSechny ostatni
odsouhlasené dokumenty, legislativni nebo
oborové normy, které stanovuji poZzadavky na
zpracovani Osobnich udajd v souvislosti se Studii
a povinné monitorovani bezpecnosti.

1. Opravnéni ke shromazdovdni, registrace
a dalsi zpracovani Osobnich Gdaji musi mit
oporu v Platnych zdkonech nebo v platnych
zasadach vydavanych dozorovymi Urady.

2. Kazda osoba, kterad se podili na zpracovani
Osobnich  Udaji, musi byt stémito
pozadavky sezndmena.

3. Prostory vyuZivané kukladani adalSimu
zpracovani Osobnich Udaji0 musi byt
usporadany takovym zplUsobem, aby
zabranily neopravnénému pfistupu.

4. Museji byt zavedena pfislusna opatfeni pro
zajiSténi  zabezpeceni, aby byly udaje
chranény pfed nahodnym nebo nezakonnym
zni¢enim, ztratou, nebo narusenim. Ddle je
nutno zajistit, aby nebyly zpracovavany
zadné nespravné nebo zavadéjici Osobni
Udaje. Nespravné nebo zavadéjici udaje
nebo Udaje zpracovavané pfi poruseni vyse
uvedenych Platnych zdkonl ¢i zasad
dozorového Uradu nebo téchto pozadavki
museji byt opraveny nebo vymazany.
Zpracovatel udaja poskytne prilohu ¢. 2
tykajici se zabezpeceni, kterd bude
obsahovat popis Urovné zabezpeceni jeho
infrastruktury IT a Fizeni pfistupu.

5. Osobni udaje nesméji byt uloZzeny takovym
zpUsobem, ktery by umoznoval identifikaci
subjektd Udajl po dobu delsi, nez jaka je
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necessary for the achievement of the nezbytnd  krealizaci  Studie  a/nebo
Study and/or mandatory safety povinného monitorovani bezpecnosti.
monitoring. 6. Publikovani vysledkd z klinickych studii musi

6. The publication of results from clinical probéhnout takovym zplsobem, aby bylo
studies must take place in such a way nemozné identifikovat jednotlivé osoby.
that it is impossible to identify | 7. Plati podminka, Ze musi byt dodriena
individual persons. veskerad legislativa stanovujici pozadavky na

7. It is a condition that other legislation zpracovani Osobnich Udajd v souvislosti se
laying down requirements of the Studii a/nebo povinnym monitorovanim
processing of Personal Data in bezpecnosti.
connection  with  Study and/or
mandatory safety monitoring s
complied with.

Electronic data Elektronické udaje

8. Identification data must be encrypted | 8. Udaje o identifikaci museji byt zasifrované
or replaced by a code number or similar. nebo nahrazené Ciselnym kédem i
Alternatively, all data stored can be obdobnym zplsobem. Pfipadné mohou byt
encrypted. Encryption keys, code keys, zasifrovany véechny ulozené Udaje. Sifrovaci
etc. must be stored securely and klice, kddovana hesla apod. musi byt ulozeny
separately from the Personal Data. This bezpecné a oddélené od Osobnich udajl. To
also applies to Personal Data that is plati také pro Osobni uUdaje, které jsou
stored on portable devices such as uloZeny na prenosnych zafizenich, jako jsou
laptop PCs, tablets, etc. notebooky, tablety.

9. Data may only be accessed by usinga | 9. Kudajim se smi pfistupovat pouze
unique user name and a confidential s poutzitim jedine¢ného uzivatelského jména
password. The password must be atajného hesla. Heslo se musi nejméné
renewed at least once a year and when jednou ro¢né obnovovat, stejné jako v jinych
otherwise necessary in order to ensure nezbytnych pfipadech, aby se zajistilo
the secure processing of the data. bezpecné zpracovani udaja.

10. On the transfer of Personal Data via the | 10. P¥i prevodu Osobnich udajl prostfednictvim
internet or other external networks, the internetu nebo jinych externich siti je nutné
necessary security measures must be podniknout nezbytna opatteni
taken to ensure that the Personal Data k zabezpeceni a zajistit, aby se Osobni Udaje
does not come to the knowledge of any nezpfistupnily  Zadnym  neoprdvnénym
unauthorized persons. This includes osobdm. Tato opatfeni zahrnuji povinné
that encryption is required if sensitive Sifrovdni v pfipadé, Ze se Osobni udaje
Personal Data is transferred via the pfendseji pres internet (nebo jiné oteviené
internet (or other open networks), and sité), a je nutné prislusnym zplsobem zajistit
security of authenticity (identities of zabezpeceni pravosti (identity prenasejiciho
transmitter and recipient) and integrity subjektu a pfijemce) aintegrity (pravost
(the authenticity of the transmitted prenasenych Osobnich udaja)
Personal Data) must be appropriately prostfednictvim vhodnych opatreni
ensured by the use of suitable security zabezpeceni. Pfi pouzivani internich siti je
measures. On using internal networks, nutné  znemoznit  pfistup  k adajlim
it must be ensured that no neopravnénym osobam.
unauthorized persons can gain access | 11. Udaje uloZené na prenosnych médiich,
to the data. bezpecnostni kopie Osobnich 4daji apod.

11. Removable storage media, safety museji byt  uloZeny  zabezpefenym

copies of Personal Data, etc. must be
stored securely and under lock and key,

zpUsobem achranény zamkem, tak aby
nebyl moZny neoprdvnény pfistup.
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so that unauthorized access s
prevented.

Manual ("paper") data

12. Manual material, including print-outs,
error and control lists, etc. with
Personal Data, must be stored securely
under lock and key, and in such a way as
to prevent unauthorized access.

Manualni (,,papirové”) udaje
12. Manualni  materidly, vcéetné  vytiskQ,
seznamU chyb a kontrolnich seznam( apod.
s Osobnimi Udaji museji byt uloZeny
zabezpecenym zpUsobem a chranény
zamkem, tak aby nebyl moZny neopravnény
pristup.

Biobank and biological material

13. Samples with biological material and
biological material in biobanks must be
stored securely under lock and key so as
to prevent unauthorized access, and in
such a way as to ensure that the
material is not lost, impaired, or
accidentally or illegally destroyed.

14. Biological material collected for the
purpose of the Study and marked with a
civil registration number or name must
be stored subject to special safety
requirements.

15. Internal guidelines must be laid down
within the Data Processor’s
organization regarding the project for
the storage of biological material.

Biobanka a biologicky material
13. Vzorky biologického materidlu a biologicky
material v biobankdach museji byt uloZeny
zabezpecenym zplUsobem a chrdnény
zamkem, tak aby nebyl moZny neopravnény
pristup a nedoslo ke ztraté, poruseni nebo
nahodné ¢i nezakonné likvidaci materialu.

14. Biologicky materidl shromazdény pro Ucely
Studie aoznaceny Cislem obcanského
prikazu nebo jménem musi byt uloZen
vsouladu se specidlnimi bezpecnostnimi
pozadavky.

15. V organizaci Zpracovatele udajli museji byt
zavedeny interni pokyny tykajici se projektu
skladovani biologického materialu.

Information to be given to the clinical Study

participant/data subject

16. Where the Personal Data is obtained
from the clinical Study participant/data
subject (via interviews, questionnaires,
clinical or para-clinical examination,
treatment, observation, etc.), more
detailed information concerning the
clinical Study/testing/safety monitoring
shall be distributed/forwarded to the
data subject in accordance with Article
13 of the GDPR. The clinical Study
participant must, via the informed
consent form as drafted by the Data
Controller and as approved by the
relevant ethics committee and /Jor
relevant authorities, be informed of the
name of the Data Controller, the
purpose of the trial/testing/safety
monitoring, the fact that it is voluntary
to participate in the trial/testing, the
identity of any recipients of Personal

které je tfeba poskytnout
klinické Studie nebo subjektu

Informace,
ucastnikovi
udaja

16. Tam, kde se Osobni Udaje ziskavaji od
Ucastnika klinické Studie nebo subjektu
udaja (prostrednictvim pohovord,
dotaznik(l, klinického nebo para-klinického
vysetfeni, |é¢by, pozorovani apod.), budou
subjektu udaja distribuovany nebo predany
podrobnéjsi informace tykajici se klinické
Studie / testovani/ monitorovani
bezpeénosti, ato vsouladu s Clankem 13
nafizeni GDPR. U¢astnik klinické Studie musi,
prostfednictvim formuldre informovaného
souhlasu vytvoreného Spravcem udaju
a schvaleného pfislusnou etickou komisi
a/nebo relevantnimi etickymi Ufady, byt
informovan o nazvu Spravce Udajd, ucelu
klinické zkousky / testovani/ monitorovani
bezpecnosti, o skutecnosti, Ze se dobrovolné
Ucastni  klinické  zkousky/  testovani,
o identité veskerych pfijemct jeho Osobnich
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Data, and the purpose of the disclosure
of Personal Data, as well as any further
information which is necessary for the
clinical Study participant / data subject
to be able to safeguard his/her
interests. Part of such information is
also information about the right of
access to the Personal Data that is
processed concerning the data subject.
For the avoidance of doubt the
contracting parties claim that all
consents and information concerning
the processing of Personal Data based
on the Agreement shall be prepared by
the Data Controller.

When collecting data from Study
participant/data subject through their
own devices, the Data Controller cannot
handle identifying metadata such as
cookie, phone number, IP address or e-
mail address. If the Data Controller
resorts to subcontractors (i.e.: web
host, cloud solution, online survey
provider, intermediary organism in
charge of de-identify data...), the Data
Controller have to, according to data
protection rules, assure that those
respect Data Protection rules through a
Data Processor Agreement or a Joint
Controller Agreement.

Udaji  aoUcelu zpfistupnéni Osobnich
udaja, stejné jako mu museji byt poskytnuty
veskeré dalsi informace potrebné k tomu,
aby mohl ucastnik klinické Studie / subjekt
Gdaja chranit své zajmy. soucasti tohoto
pouceni budou ddle informace o pravu
subjektu udaja na pfistup k jeho Osobnim
udajlm,.
Pro vyloucéeni pochybnosti smluvni strany
prohlasuji, Ze veSkeré souhlasy a pouceni v
souvislosti se zpracovanim Osobnich udaju
na zakladé Smlouvy pfipravi Spravce udaju.
Pfi shromazdovani udaji od ucastnika
Studie nebo subjektu Udaji prostfednictvim
jeho vlastnich zafizeni nesmi Spravce udajl
zpracovavat udaje slouzici k identifikaci, jako
jsou napftiklad soubory cookie, telefonni
Cislo, adresalP nebo e-mailova adresa.
Pokud se Spravce udaju uchyli ke sluzbam
subdodavatell (napfiklad: hostitel webu,
cloudové teSeni, poskytovatel online
prizkum(, prostfednik odpovédny za
anonymizaci Udajud...), musi Spravce udajl
podle pravidel ochrany udajl zajistit, aby
uvedeni subdodavatelé dodrzovali pravidla
ochrany udaji auzavfit s nimi smlouvu o
zpracovani osobnich Udaji nebo smlouvu
spoleénych spravca.

Disclosure

17. Disclosure/issue of Personal Data to
other parties may take place to the
extent that this is legally authorized
under Applicable Law.

Zpftistupnéni

17. Osobni udaje mohou byt

zpfistupnény/vydany tfetim strandm jen v
souladu s Platnymi zakony.

On the conclusion of the project

18. At the latest on the conclusion of the
trial/testing/safety monitoring the
Personal Data (including biological
material) shall be erased, made
anonymous, or destroyed, unless Union
or Member State law requires
continued storage of the Personal Data.
The Data Processor must store medical
records in accordance with decree No.
444/2024 Coll., On medical
documentation, as amended. It must
not subsequently be possible to identify
individuals participating in the clinical

P¥i ukonceni projektu

18. Nejpozdéji pfi uzavieni klinické zkousky /

testovani / monitorovani bezpecnosti museji
byt Osobni Udaje (véetné biologického
materialu) vymazany, anonymizovany nebo
zlikvidovany, pokud pravni predpisu
Evropské unie nebo ¢lenského statu
nevyzaduji, aby byly Osobni udaje nadale
uchovany.  Zpracovatel  udajl musi
uchovavat l|ékarské zaznamy vsouladu s
vyhlaskou ¢&. 444/2024 Sb., o zdravotnické
dokumentaci, v platném znéni. Nemusi byt
nasledné moiné identifikovat jednotlivce,
ktefi se ucastnili klinické Studie / testovani /
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Study/testing/safety monitoring. The monitorovani  bezpecnosti.  Odstranéni
deletion of Personal Data must be Osobnich  udajd  musi byt spravné
properly documented. zdokumentovano.

19. Alternatively, the Personal Data may be | 19. Pfipadné mohou byt Osobni udaje
transferred for further storage in pfevedeny pro ucely dalSiho uchovavani
archives according to the Data podle pokynl od Spravce udaja. Veskeré
Controller’s instructions. Any costs naklady souvisejici stakovym prevodem
related to such transfer and further asdalsSim prevadénim Osobnich udaju
storage of Personal Data shall be borne budou k tizi Spravce udaja.
by the Data Controller.

20. Vymazani Osobnich udaja z elektronickych

20. Erasure of Personal Data from médii musi probéhnout takovym zplsobem,
electronic media shall take place in such aby bylo nemozné Osobni Udaje obnovit,
a manner that it is impossible to recover atoto vymazdni musi byt spravné
the Personal Data and such erasure zdokumentovano.
must be properly documented.
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Annex 2: Security Measures

Priloha 2: Bezpecnostni opatieni

Preamble:

To comply with its obligations about security of
information and data confidentiality, the
Nemocnice Na Homolce have implemented an
information security framework and data
security management. The information security
management system is based on certification
ISO 27001. No external audit has been done.
The process is internal.

Our Information and System Department (DIS)
apply strong binding rules to ensure
confidentiality, integrity, availability —and
auditability of information.

Those binding rules are applied to all personal
data that we collect, store or process as data
controller or as data processor for a partner or
contractor of the Nemocnice Na Homolce.

Preambule:

Za ucelem splnéni zdvazku tykajicich se
zabezpeceni informaci a zachovdni duvérnosti
udaji zavedlo pracovisté Nemocnice Na Homolce
rdmec zabezpeceni informaci a systém Fizeni
zabezpeceni dat. Systém fizeni zabezpeceni
informaci vychdzi z certifikace ISO 27001. Nebyl!
proveden Zddny externi audit. Zpracovdni je
internt.

Nase Informacni a systémové oddéleni (DIS)
aplikuje pfisné zdvaznd opatreni pro zajisténi
duvérnosti, integrity, dostupnosti a moZnosti
auditu informaci.

Tato zdvaznd pravidla jsou platnd pro vsechny
osobni udaje, které shromazZdujeme, ukladdme
nebo zpracovdvdme jako sprdvce tdaji nebo jako
zpracovatel udaji pro partnera nebo smluvniho
partnera pracovisté Nemocnice Na Homolce.

Central ICT infrastructure

All important component of the central ICT
infrastructure are installed in one data centre.
This data has an optimum physical security,
consistent power supply, fire protection and
natural disaster.

Centralni infrastruktura ICT

Veskeré dllezité soucasti centralni
infrastruktury ICT jsou instalovany v jednom
internim datovém centrum. Je zajisténo fyzické
zabezpeceni, nepretrzité napdjeni, protipozZarni
ochrana a ochrana pred pfirodni katastrofou.

Network and advanced infrastructure
Server’sinfrastructure, storage and network have
been developed in a way that guarantees a
maximal availability and to prevent data loss or
data destruction. This infrastructure is regularly
revisited.

e Redundant connexions and high
quality switching guaranty fast
communication between sites and to
data centres.

e The majority of the servers has been
virtualized to permit fast recovery in
a disturbed environment.

e Data is stored locally, in accordance
with back-up policy.

Following technologies have been set to prevent
external threats and protect the environment of
those threats:

e Firewall

e Malware analysis

e Webfiltering

e Subdivision of the network into
virtual local networks reasonably
with the end user in mind(VLAN),

Sit a pokrodild infrastruktura

Infrastruktura serveru, GloZisté a sit byly vyvinuty
zpUsobem, ktery zarucuje maximalni dostupnost,
a slouZi jako obrana pfed ztratou dat nebo jejich
zniCenim. Infrastruktura se pravidelné reviduje.

e Redundantni  pfipojeni  avysoce
kvalitni prepinani zarucuji rychlou
komunikaci mezi pracovisti a datovymi
centry.

e VétsSina serverl je virtualizovana tak,
aby umozZnovala rychlé obnoveni
v naruseném prostredi.

e Datajsou ulozena mistné, v souladu se
zasadami pro zalohovani.

Usou zavedeny nasledujici technologie, které
zabranuji externim hrozbam achrani prostredi
pred témito hrozbami:
e Brana firewall
e Analyza malwaru
e Filtrovani webu
e Dalsi rozdéleni sité na virtudlni mistni
sité ptimérené s ohledem na koncové
uzivatele (VLAN)
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e Remote access only trough VPN SSL
Permissions to access data, apps and devices are
subject of strict rules, on basis of a permission
matrices controlled by the directorate. The
access is related to the user function and is
limited to the data needed to perform the tasks.
Accounts with special rights are scrupulously
controlled and followed.

e Vzdaleny pfistup pouze
prostifednictvim protokolu VPN SSL

Opravnéni pro pfistup kdatdm, aplikacim

a zafizenim podléhaji pfisnym pravidldm a jsou

udélovana na zakladé matic oprdvnéni fizenych

z fidiciho centra. Pfistup je vazan na funkci

uZivatele aje omezen na data potfebna
k provadéni  udkolld. Ucéty se  specidlnimi
opravnénimi jsou peclivé kontrolovany

a sledovany.

Physical security

Production site is electronically secured. The
entrances are secured with electronic badge
system. The premises of the Hospital are split in
different areas depending on the security risks.
Accesses to sensitive areas are subject to
additional rules.

Fyzické zabezpeceni

Produkéni centrum je vybaveno elektronickym
zabezpecenim. Vstupy jsou zabezpeceny systémem
elektronickych propustek. Prostory nemocnice jsou
rozdéleny na rdzné oblasti v zavislosti na rizicich
zabezpeceni. Pristupy do citlivych oblasti podléhaji
dal3im pravidldm.

Staff behaviour

Staff members are tested on hiring on both
technical skills and attitude (sense of respect of
procedure, sense of responsibility, data
confidentiality worries). At hiring, each member
staff signs a confidentiality clause. Those
responsibilities are clearly indicated in the
employment contract and work regulations.
There are clear work instructions about data
confidentiality and protection and correct use of
ICT devices, Internet and mobile data
communication.

If some missions are trusted to external partners,
confidentiality clauses are always concluded and
the partner’s staff members must respect all
security instructions applicable in the Cliniques.

Chovani personalu

Clenové personalu jsou pfi najimani testovani jak
z hlediska technickych dovednosti, tak z hlediska
pfistupu (smysl pro respektovani postupl, smysl
pro odpovédnost, obavy o zachovani ddvérnosti
dat). Pfi najimani podepisuje kazdy clenové
personalu ustanoveni o zachovani mlcenlivosti.
Tyto odpovédnosti jsou jasné uvedeny ve smlouvé
0 pracovnim poméru av pracovnich predpisech.
Existuji jasné pracovni pokyny pro zachovani
dlvérnosti aochranu dat aspravné pouZivani
zarizeni ICT, internetu a mobilni datové
komunikace.

Usou-li nékteré Ukoly svéfeny externim partneriim,
jsou vidy uzavirdny dohody o zachovani
mlcenlivosti a clenové persondlu partnerské
spole€nosti museji respektovat veskeré pokyny pro
zabezpeceni, které jsou na klinikach dostupné.

ICT work

Introduction of a new infrastructure or new
software systems and development of new user
apps or new apps and platform are subject an
intern certification principle (including defined
level of data protection) and works procedure
(separation of production environment from
non-production environment; formal approval of

Prace ICT
Zavedeni nové infrastruktury nebo novych
softwarovych systému a vyvoj novych

uzivatelskych aplikaci nebo nové platformy pro
aplikace podléhaji zdsadam interni certifikace
(véetné definované drovné ochrany dat)
a pracovniho postupu (oddéleni produkéniho
prostfedi od neprodukéniho, formalni schvalovani

Institution follows those policies and their
respect. The various responsibilities are clearly

modifications trough change request |modifikaci prostfednictvim postupu Zadosti
procedure). 0 zménu).
Compliance Dodrzovani shody se zakony a predpisy

Zdravotnické zafizeni dodrZuje uvedené zasady

a vSe, co je s nimi spojeno. Rizné odpovédnosti
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described and concretely. The Institution have
elected a data protection officer. The
information security and data confidentiality
policy has been formalized instructions and
workflows.

Those are rewritten in the institutional quality
assurance system. Respect of those policies is
subject to internal and external audits.

jsou popsany jasné a konkrétné. Zdravotnické
zafizeni si zvolilo povérfence pro ochranu udaju.
Informace o zabezpeceni azasady pro zachovani
divérnosti dat maji podobu formalnich pokyn
a pracovnich postupu.

Ty jsou propsany do systému zajistovani kvality
v instituci. Dodrzovdni téchto zdsad podléha
internim a externim auditam.

Back-up and destruction of personal data.
1. Back-up and mirroring of virtualized central

Zalohovani a likvidace osobnich udaja.
1. Zdalohovani  azrcadleni  virtualizovaného

server.
The Nemocnice Na Homolce have adopted
storage and saving policy depending on the
sensitivity of information. The virtualized servers
of central platform are saved. The frequency
depends of the server’s criticality (every 24
hours). Both the servers and the data disk are
saved following this method. The snapshots are
compressed and saved on storage device, but on
another autonomous part, in a way that the
original and the save cannot be impacted in case
of defective disk or controller. We dispose in this
way, with a light delay, the needed data on
another site to restore a server, on the same site,
on other hardware or on another site, in case of
unavailability. Only some versions of those
snapshots and files are stored, the purpose being
recovery of the most recent data. Thus, those
disappear automatically as they are replaced by
more recent versions.

centrdlniho serveru.

Pracovisté Nemocnice Na Homolce zavedlo zdsady
pro uchovavani a ukladani v zavislosti na citlivosti
informaci. Virtualizovaného servery centralni
platformy se ukladaji. Frekvence zdvisi na kritické
dllezZitosti serveru (kaidych 24 hodin). Jak
servery, tak datové disky se ukladaji s pouzitim této
metody. Snimky se komprimuji a ukladaji do
Ulozisté, ale do jiné, autonomni ¢4sti, a to takovym
zpUsobem, aby pfi zavadé na disku nebo radici
nemohlo dojit zaroven kovlivnéni origindlu
i ulozené zalohy. Timto zplsobem smalym
zpozdéni likvidujeme potfebnd data na jiném
pracovisti pro obnoveni serveru, na stejném
pracovisti, na jiném hardwaru nebo na jiném
pracovisti v pfipadé nedostupnosti. Ukladaji se
pouze nékteré verze téchto snimk( a soubord —
Ucelem je obnoveni nejnovéjsich dat. Ztoho
divodu data automaticky mizi, protoZe jsou
nahrazovana novéjsimi verzemi.

2. Permanent back-up

The backup software is used to keep long term
data backup which allow to recover older data. A
weekly version is kept 10 days, a monthly version
6 month. In this case, the purpose the get back
further in time, when some data is erased or
altered or if a server is corrupted must be
restored on basis of an older version, that doesn’t
appear in the snapshots.

Smaller or larger set of these backups can be
restored with ease if users wish to recover older
versions of files, records or mail inbox. User can
introduce a request for this purpose to the
helpdesk.

2. Trvala zaloha

PouZiva se zdlohovaci software pro uchovavani
dlouhodobé zalohy dat, kterd umozfiuje obnovovat
starsi data. Tydenni verze se uchovava 10 dni,
mési¢ni verze 6 mésict. Ucel vtomto piipadé
spocivd v moznosti vraceni zpét v case, pokud
dojde k vymazani ¢i pozménéni néjakych dat nebo
v pfipadé, Ze je nutné obnovit poruseny server na
zakladé starsi verze, kterd se nenachazi ve
snimcich.

Mensi nebo vétsi sady téchto zaloh Ize snadno
obnovit v pfipadech, kdy chtéji uzivatelé obnovit
stejnou verzi souborl, zdznam( nebo postovni
schranky. UzZivatel se muzZe stakovou Zadosti

obratit na oddéleni podpory.
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3. Security backup of personal data related to the

3. Bezpecnostni  zaloha  osobnich  udajl

legal patient record.

The provider keeps medical documentation in
combined form based on the decision of the
management for each department.

souvisejicich se zaznamem

0 pacientech.

Poskytovatel vede zdravotnickou dokumentaci v
kombinované formé dle rozhodnuti vedeni pro
konkrétni oddéleni.

zakonnym
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