BI Contract No. / Smlouva spole¢nosti BI ¢.: 1245-0259

NON-INTERVENTIONAL STUDY
AGREEMENT

(hereinafter called the “Agreement”)
between

Fakultni nemocnice Ostrava

Department of Internal Medicine and
Cardiology

17. listopadu 1790/5

70852 Ostrava-Poruba

Czech Republic

ID. No: 00843989

VAT No.: CZ00843989

Deed of Foundation MoH CZ from
November 25, 1990, file no.: OP-054-
25.11.90

Registration number: 017/0VZ/23/010-P
Variable symbol: 649071494

To act and sign in matters of this agreement:
doc. MUDr. Ing. Jakub Cvek, Ph.D. MBA,
deputy director for science, research and
education

Bank: Ceska narodni banka

Bank address: Na Prikopé 28, 115 03 Praha 1
Account No.: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761
BIC code (SWIFT): CNBACZPP

(hereinafter called "Institution™)
and

prof. MUDr. Jan Vaclavik, Ph.D.
17. listopadu 1790/5

708 52 Ostrava-Poruba

Czech Republic

(hereinafter called "Contract Physician™)
and

Alcedis GmbH
Winchesterstr. 3
35394 Giessen
Germany
VAT No.: DE195369444
(hereinafter called "CRO")

SMLOUVA O NEINTERVENCNI
STUDII

(dale oznaCovana jako ,,.Smlouva“)
uzaviena mezi témito smluvnimi stranami:

Fakultni nemocnice Ostrava
Interni a kardiologicka klinika

17. listopadu 1790/5

70852 Ostrava-Poruba

Ceska republika

IC: 00843989

DIC: CZ00843989

ZFizovaci listina MZ CR ze dne 25. listopadu
1990, €.j. OP-054-25.11.90

Evidencni Cislo: 017/0VZ/23/010-P
Variabilni symbol: 649071494

ve vécech této smlouvy je opravnén jednat a
podepisovat: doc. MUDTrr. Ing. Jakub Cvek,
Ph.D. MBA, naméstek feditele pro védu,
vyzkum a vyuku

Banka: Ceska narodni banka

Adresa banky: Na Prikopé 28, 115 03 Praha 1
Cislo Ggtu: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761
BIC kéd (SWIFT): CNBACZPP

(dale oznaCovane jako ,,Zdravotnické
zafizeni*)
a

prof. MUDr. Jan Vaclavik, Ph.D.
17. listopadu 1790/5

708 52 Ostrava-Poruba

Ceska republika

(dale oznaCovany jako ,,Smluvni lékar)
a

Alcedis GmbH
Winchesterstr. 3
35394 Giessen
Némecko
DIC: DE195369444
(dale oznacovana jako ,,CRO*)
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BI Contract No. / Smlouva spole¢nosti BI ¢.: 1245-0259

Representing the interest of Boehringer
Ingelheim RCV GmbH & Co KG, Dr.
Boehringer-Gasse 5-11, 1121 Vienna, Austria
VAT-ID-No.: ATU 64226215

(hereinafter called "BI")

RECITALS

WHEREAS Bl is a research-based
pharmaceutical company which is interested
in research programs relating to the treatment
of patients;

WHEREAS Bl has engaged a Contract
Research Organisation (“CRQO”), to act as an
independent contractor, to carry out on behalf
of BI certain of BI’s responsibilities with
respect to the non-interventional study, which
include, but are not limited to, contract
negotiation, management and signature,
payment to institutions and physicians.

WHEREAS the Parties understand that a non-
interventional study shall serve solely
observational, non-interventional purposes
and, thus, the inclusion and treatment of
patients, including the diagnosis and
supervision, shall follow only physicians’
medical practice. No additional diagnostic or
monitoring procedures shall be applied to
patients;

WHEREAS the Parties agree that a drug must
not be prescribed in order to recruit a patient
for a non-interventional study as prescription
of a drug and recruitment of a patient for a
non-interventional study are two wholly
separate issues;

WHEREAS Institution and  Contract
Physician  have  reviewed  sufficient
information regarding the non-interventional
study evaluate its interest in this multi-centre
study and desires to participate in the non-
interventional study as more particularly
described in this Agreement;

Zastupujici zajmy spolecnosti Boehringer
Ingelheim RCV GmbH & Co KG, Dr.
Boehringer-Gasse 5-11, 1121 Viden,
Rakousko
DIC: ATU 64226215

(dale oznaCovana jako ,,BI*)

UVODNI USTANOVENI

VZHLEDEM K TOMU, ZE spole¢nost Bl je
farmaceutickou spoleCnosti, ktera se zabyva
vyzkumnymi programy tykajicimi se léCby
pacientd;

VZHLEDEM K TOMU, ZE si spole¢nost Bl
najala smluvni vyzkumnou organizaci (dale
oznaCovana jako ,,CRO*), ktera bude jednat
jako nezdvisly dodavatel, aby jménem
spoleCnosti Bl vykonavala nékteré jeji
povinnosti v souvislosti s neintervenéni studii,
jez zahrnuji mimo jiné vyjednavani, fizeni a
podepisovani smluv, platby zdravotnickym
zafizenim a lékarlim;

VZHLEDEM K TOMU, ZE Smluvni strany
jsou srozumeény s tim, Ze neintervencéni studie
slouzi vyhradné k pozorovacim,
neintervenénim Gcellim, a proto se zafazeni a
léCba pacientl, véetné diagnostiky a dohledu,
ridi pouze lékafskou praxi. U pacientl se
nepouZivaji zadné dalSi diagnostické nebo
monitorovaci postupy;

VZHLEDEM K TOMU, ZE Smluvni strany
souhlasi s tim, Ze 1ék nesmi byt pfedepsan za
ucelem naboru pacienta do neintervencni
studie, nebot’ pfedepsani Iéku a nabor pacienta
do neintervencni studie jsou dvé zcela odlisné
zélezZitosti;

VZHLEDEM K TOMU, ZE Zdravotnické
zafizeni a Smluvni lékar prostudovali dostatek
informaci tykajicich se neintervencni studie,
vyhodnotili svj zajem o tuto multicentrickou
studii a preji si GCastnit se neintervencni
studie, jak je bliZze popsano v této Smlouve;

BI NIS No./ €. 1245-0259/ Czech Republic/ Ceska republika/ Site No 1034 / Cislo pracovisté 1034 / Fakultni

nemocnice Ostrava / Vaclavik

Page / Strana 2 of/z 61



BI Contract No. / Smlouva spole¢nosti BI ¢.: 1245-0259

WHEREAS Institution has adequate
facilities, experience and expertise available to
conduct the non-interventional study under the
qualified direction of one of its investigators
and, in furtherance of its scientific and clinical
missions, seeks to participate in the non-
interventional study.

NOW, THEREFORE, Parties hereto agree as
follows:

1.  Subject of the Agreement

1.1 The Parties agree to conduct a non-
interventional-study with Empagliflozin
(Jardiance ®) (hereinafter called
"Drug") according to the observational
plan with the Bl number 1245-0259
including all documents attached thereto
and reference therein (“Observational
Plan”) entitled ‘EMP-Activity® - ’ as
amended (hereinafter called "NIS"),
incorporated herein by reference and
provided to Institution and/or Contract
Physician by CRO under separate cover.

1.2 Institution and Contract Physician
specifically agree to (and warrant that
the study staff will) conduct the NIS in a
diligent, efficient, and skillful manner,
consistent  with  sound  scientific
procedures and in strict accordance with

(i)  this Agreement,

(i)  the Observational Plan including
any amendments / modifications,

(iti) the Investigator Site file
(electronic or paper based)

(iv) any specific instructions, issued
by CRO/BI that specifically
relates to and references the NIS
and which provides additional
information and/or instructions
on how the Institution and
Contract Physician shall conduct
the NIS;

(v) any applicable international or
national law, statute, rule,
requirement, code, regulation,
ordinance, guideline or official

VZHLEDEM K TOMU, ZE Zdravotnické
zafizeni ma k dispozici dostatecné vybaveni,
zkuSenosti a odborné znalosti k provedeni
neintervencni studie pod kvalifikovanym
vedenim jednoho ze svych vyzkumnych
pracovnikll a Ze v ramci svého védeckého a
Klinického poslani usiluje o dcCast v
neintervencni studii;

PROTO SE NYNI Smluvni strany dohodly
takto:

1. Predmét Smlouvy

1.1  Smluvni strany se dohodly, Ze provedou
neintervencni studii s empagliflozin
(Jardiance ®)  (dale oznaCovany jako
,LéCivo*) podle Planu pozorovani s
Cislem Bl 1245-0259 vcetné vSech
dokumentd, které jsou k nému pfipojeny,
a odkazll na né (dale oznacovany jako
»Plan pozorovani*), nazvanou ,EMP-
Activity® -, ve znéni pozdéjSich zmén
(dale oznacovana jako ,,N1S*), jak jsou do
tohoto dokumentu zaclenény odkazem a
jak je CRO poskytne Zdravotnickému
zafizeni a/nebo Smluvnimu lékafi jako
samostatnou slozku.

1.2 Zdravotnickeé zafizeni a Smluvni lékarF
vyslovné souhlasi s tim (a zarucuji, Ze to
plati i pro pracovniky studie), Ze budou
realizovat NIS peclivé, efektivné a
kvalifikované, v souladu s Fadnymi
veédeckymi postupy a v pfisnéem souladu s
dale uvedenymi dokumenty:

(i) tato Smlouva,

(i)~ Pl&n pozorovani vcetné pfipadnych
zmén/lprav,

(iii)  Investigator Site file (v elektronické
nebo papirové podobg),

(iv)  jakékoli konkrétni pokyny, které
vyda CRO / spolecnost Bl a které se
specificky vztahuji k NIS a
odkazuji na ni a poskytuji dalSi
informace a/nebo pokyny k tomu,
jak méa Zdravotnické zafizeni a
Smluvni lékaf NIS provadét;

v) jakykoli platny mezinarodni nebo
narodni zakon, predpis, pravidlo,
pozadavek, kodex, nafizeni,
vyhlaska, smérnice nebo Uufedni
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1.3

1.4

BI Contract No. / Smlouva spole¢nosti BI ¢.: 1245-0259

publication valid in the territory
of the Czech Republic that
applies, directly or indirectly, to
any party or to the conduct of
non-interventional studies, this
NIS, or this Agreement, as
amended from time to time, any
conditions imposed by a
competent Institutional Review
Board/  Ethics  Committee
(“IRB/EC”), as well as all
applicable drug law, primarily
Act No. 378/2007 Coll., on
pharmaceuticals, as amended,
Act No. 372/2011 Coll., on
health services as amended, and
Decree No. 226/2008 Coll., on
good clinical practice and
conditions of clinical trials of
pharmaceuticals, as amended,
data protection/privacy
especially Act No. 110/2019
Coll., on the processing of
personal data, as amended, anti-
competitive, anti-corruption,
anti-bribery and anti-kickback
law and all industry regulations
on the cooperation of the
pharmaceutical industry with the
medical profession, including
but not limited to, the IFPMA
Code of Marketing Practices, the
EFPIA Code of practice on the
promotion of medicines as well
as the respective national codes
(in the following collectively
“Applicable Law”).
The Institution and Contract Physician
shall endeavour to recruit 20 patients for
the NIS within the timeline specified in
the Observational Plan. The increase of
the number of patients is decided in
writing (email) by CRO.
In accordance with Applicable Law,
before initiating and during the conduct
of the NIS, the Sponsor and CRO will
ensure that (i) all necessary submissions,
notifications and/or application(s) have
been made, (ii)) all necessary
documentation and information is
available, and (iii) all required reviews

1.3

1.4

publikace platné na Gzemi Ceské
republiky, které se pfimo nebo
nepfimo vztahuji na kteroukoli
stranu  nebo na  provadeéni
neintervencnich studii, tuto NIS
nebo tuto Smlouvu, v pribézné
platném znéni, veSkeré podminky
ulozené pfislusnou revizni komisi
zdravotnického zafizeni / etickou
komisi (dale oznaCovana jako
»IRB/EK®), jakoZz i vSechny
vztahujici se zékony o lécich,
predevsim zakon €. 378/2007 Sbh., o
IéCivech, v platném znéni, z&kon €.
372/2011 Sb., o zdravotnich
sluzbach v platném znéni a, o

ochrané tdajl/soukromi,
pfedevsim zékon ¢. 110/2019 Sh., o
zpracovani osobnich udaja,
v platném znéni, o ochrané

hospodéarské soutéze, o boji proti
korupci, 0 boji proti Uplatkarstvia o
boji proti korupci a vesSkeré
oborové predpisy o spolupréci
farmaceutického  prlmyslu s
Iékarskou profesi, mimo jiné Kodex
marketingovych postupl IFPMA,
Kodex praxe EFPIA pro propagaci
léCivych pripravkl a prislusné
narodni kodexy (dale spole€né
oznacovane jako ,Vztahujici se
pravni predpisy*).

Zdravotnické zafizeni a Smluvni lékaf
usiluji o nabor 20 pacientd pro NIS v
ramci Casového harmonogramu
uvedeného v Planu pozorovani. O
Navyseni poCtu pacientl rozhoduje
pisemné (e-mail) CRO.

V souladu se Vztahujicimi se pravnimi
prfedpisy Zadavatel a CRO pred
zahajenim a v pribéhu provadéni NIS
zajisti, aby (i) byla podana vSechna
potfebna podéani, oznameni a/nebo
Zadosti, (ii) byla k dispozici veSkera
potfebna dokumentace a informace a
(iii) byly ziskany vSechny pozadované

BI NIS No./ €. 1245-0259/ Czech Republic/ Ceska republika/ Site No 1034 / Cislo pracovisté 1034 / Fakultni
nemocnice Ostrava / Vaclavik

Page / Strana 4 of/z 61



1.

2.1

2.2

2.2

24

BI Contract No. / Smlouva spole¢nosti BI ¢.: 1245-0259

and approvals (or favourable opinions)
by applicable regulatory authorities and
competent IRB/IEC have been obtained.

Obligations of the Institution and
Contract Physician

The Institution undertakes  to
commission the Contract Physician with
conducting the NIS, the latter undertakes
in turn to conduct the NIS responsibly.
The Contract Physician will conduct the
NIS at above mentioned Institution’s
facilities.

The Institution and Contract Physician
undertake to provide the adequate
facilities, equipment and adequate
number of qualified staff required to
conduct the NIS properly and according
to the Observational Plan, to train the
staff involved in the NIS on procedure in
line with the Observational Plan, and to
be available regularly for talks with
CRO/BI.

The Contract  Physician  further
guarantees that she is allowed to conduct
the NIS in this Institution.

The Contract Physician will include
patients as participants in the NIS in
accordance with the terms and
conditions and in strict compliance with
the exclusion and inclusion criteria set
forth in the Observational Plan and this
Agreement. The Contract Physician
shall inform the patients taking part in
the NIS about how the NIS will be
conducted and obtains their consent to
take part in the NIS and to allow the data
collected to be processed and disclosed
as required. The respective patient and
the Contract Physician document the
briefing and informed consent by
signing the patient information sheet and
the Declaration of Informed Consent
included in the NIS folder. These will
remain with the Contract Physician. The
patient is given a copy of the
Information for Patients and the

pfezkumy a schvaleni (nebo kladna
stanoviska) ze strany pfislusnych

regulacnich organd a pfrislusnych
IRB/IEC (institutional ethics
committee, tj. eticka komise

zdravotnickeho zafizeni).

2. Povinnosti Zdravotnického zarizeni a

2.1

2.2

23

24

Smluvniho lékare

Zdravotnické zafizeni se zavazuje
povéfit Smluvniho lékafe provadénim
NIS a Smluvni lékaf se zavazuje
provadét NIS odpovédné. Smluvni IékaF
bude provadét NIS ve vySe uvedenych
zafizenich Zdravotnického zafizeni.

Zdravotnické zafizeni a Smluvni lékaf
se zavazuji poskytnout odpovidajici
zafizeni, vybaveni a dostateCny pocet
kvalifikovanych pracovnik{ potfebnych
k fadnému provéadéni NIS v souladu s
Planem pozorovani, zaskolit pracovniky
zapojené do NIS pro postup v souladu s
Planem pozorovani a byt pravidelné k
dispozici pro jedndni sCRO /
spolecnosti BI.

Smluvni lékaf dale zaruCuje, Ze je
opravnén provadét NIS ve
Zdravotnickém zafizeni.

Smluvni lékaf zaradi pacienty jako
ucastniky NIS v souladu s podminkami
a pri prisném dodrZzeni kritérii pro
vylouCeni a zafazeni stanovenych v
Planu pozorovéni a v této Smlouve.
Smluvni Iékar informuje pacienty, ktefi
se ucCastni NIS, o tom, jak bude NIS
probihat, a ziska jejich souhlas s Ucasti
v NIS a s povolenim zpracovavat a
poskytovat shroméazdéné Udaje podle
potreby. Prfislusny pacient a Smluvni
l[ékaf  zdokumentuji  pouceni a
informovany souhlas podpisem
informaci pro pacienta a Prohl&Seni o
informovaném souhlasu, které jsou
soucasti slozky NIS. Ty zlistanou u
Smluvniho lékare. Pacient obdrZi kopii
Informaci pro pacienty a Prohl&Seni o
informovaném souhlasu. Smluvni lékar
na formuladfi pro hlaSeni pfipadu
potvrdi, Ze pred zahajenim uCasti
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2.5

2.6

2.7

BI Contract No. / Smlouva spole¢nosti BI ¢.: 1245-0259

Declaration of Informed Consent. The
Contract Physician confirms on the case
report form that the written Information
for Patients and Declaration of Consent
are available before the patient begins to
participate in the NIS. The contracting
authority will draw up an informed
consent form in accordance with the
GDPR

Contract Physician is solely responsible
for the treatment of patients
participating in the NIS.

Contract Physician represents and
warrants that she/he will not alter in any
way the normal practice for prescribing
medicinal products to patients and/or be
influenced in any way to prescribe a Bl
product in place of any other therapy due
to the conduct of this NIS.

Contract  Physician  will  collect,
document and report information on all
adverse events, serious and non-serious,
as defined in the Observational Plan
(*Adverse Events”), that occur for each
patient from the point the patient signs
the informed consent until completion of
the NIS, including any post treatment
period specified in the Observational
Plan, in accordance with the instructions
provided in the Investigator Site File,
Applicable Law and any condition of
approval imposed by the IEC/IRB or the
competent regulatory or governmental
authority. This includes provision of
available follow-up case data and
detailed medical information. The
Contract Physician shall ensure the
receipt ~ of  confidential safety
information from Bl in a timely manner
by adhering to CRO/BI’s instructions
and requirements.

Study Documents

Demographic data about participating
patients and answers to provided
questionnaires are to be documented on
electronic Case Report Forms by

2.5

2.6

2.7

pacienta v NIS ma k dispozici pisemné
Informace pro pacienty a Prohlaseni o
souhlasu. Zadavatel vypracuje formular

informovaného  souhlasu v souladu
s GDPR.

Smluvni  lékaf  nese  vylucnou
odpovédnost za lécbu  pacientl

ucastnicich se NIS.

Smluvni lékaF prohlasuje a zaruCuje, Ze
nebude Zadnym zplsobem ménit
béZnou praxi predepisovani léCivych
pripravkl pacientim a/nebo nebude
Zadnym  zplsobem ovlivnén, aby
pfedepisoval pfipravek Bl namisto jiné
terapie v ddsledku provadéni této NIS.

Smluvni lékaf bude shromazdovat,
dokumentovat a hlasit informace o
vsech nezadoucich pfihodach,

zavaznych i nezavaznych, jak jsou
definovany v Planu pozorovani (dale
oznacovane jako ,,Nezadouci pfihody*),
které se vyskytnou u kazdého pacienta
od okamziku, kdy pacient podepiSe
informovany souhlas, do ukonceni NIS,
vCetné jakehokoli obdobi po ukonceni
IéCby uvedeného v Planu pozorovani, v
souladu s pokyny uvedenymi v
Dokumentaci pracovisté zkousejiciho,
platnymi pravnimi predpisy a jakoukoli
podminkou schvaleni uloZenou
IEC/IRB nebo prislusnym regulacnim i
vladnim  orgdnem. To  zahrnuje
poskytnuti  dostupnych  Udajd  k
pripaddim ohledné naslednych kontrol a
podrobnych  lékarskych  informaci.
Smluvni IékaF zajisti vCasné obdrZeni
ddvérnych bezpecnostnich informaci od
spolecnosti BI tim, Ze bude dodrzovat
pokyny a pozadavky CRO / spolecnosti
BL

3. Studijni dokumentace

3.1

Demografické Udaje o zUCastnénych
pacientech a odpovédi na poskytnuté
dotazniky =~ musi  Smluvni  lékaf
zaznamenavat do  elektronickych
formulafd pro hlaseni pripad (dale
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3.2

3.3
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Contract Physician (hereinafter called
"Documented Status Report").

If computer systems are used for Remote
Data Capture (“RDC”) by Institution
and/or Contract Physician for the NIS
(own computer), Institution and
Contract Physician will ensure that all
requirements for RDC are in place and
comply with the RDC terms and
conditions set forth in Appendix 1
“Remote Data Capture (RDC) — Terms
and Conditions” and the RDC User
Guide provided by CRO/BI.

Institution and Contract Physician will
accurately maintain, organize, keep
current, complete and preserve all
essential documents, including, but not
limited to, written or electronic records,
copies of paper original and
Documented Status Report, accounts,
notes, reports, materials and data
collected or performed as part of the NIS
under this Agreement, including patient
medical care records and progress
reports for each patient (including,
without limitation, treatment entries, X-
rays, biopsy reports, ultrasound
photographs and other diagnostic
images), and any other records, data or
reports related to or generated as part of
the NIS (e.g., Observational Plan,
informed consent form, source data,
documents facilitating identification of
patients) required by Applicable Law, in
full compliance with the Observational
Plan. Institution and Contract Physician
shall (i) maintain and store such
documents in a secure manner
appropriate to the applicable data type
and in accordance with Applicable Law,
and (i) protect the documents from
unauthorized use, access, duplication,
disclosure, loss and damage. Without
limiting the foregoing, Institution and
Contract Physician will archive the
Investigator Site File containing all
essential documents which allow the
verification of the conduct of the NIS
and the quality of the data generated in
their original format according to local

3.2

3.3

oznacovane jako ,,Dokumentované
hlaSeni o stavu®).

Pokud Zdravotnické zafizeni a/nebo
Smluvni lékaf pouZivaji pocitacové
systémy pro vzdaleny sbér dat (Remote
Data Capture, dale oznaCovany jako
»RDC") pro NIS (vlastni pocitac), pak
také Zdravotnicke zafizeni a Smluvni
lékar zajisti, aby byly zavedeny vSechny
pozadavky na RDC a aby byly v souladu
s podminkami RDC uvedenymi v
Priloze 1 ,,Vzdaleny sbér dat (RDC) —
Podminky*“ a v uZivatelské pfirucce k
RDC poskytnuté CRO / spole¢nosti BI.
Zdravotnické zarizeni a Smluvni lékar
budou presné vest, organizovat,
udrZovat aktualni a uplné a uchovavat
vdechny podstatné dokumenty, zejména
vCetné pisemnych nebo elektronickych
zédznam0, kopii papirovych originald a
Dokumentovanych hlaSeni o stavu,
Uctl, poznamek, zprav, materiald a
Udajd shroméazdénych nebo
provedenych v ramci NIS podle této
Smlouvy, véetné zaznaml o lékarské
péci o pacienta a zprav o pribéhu lécby
kazdého pacienta (zejména vCetné
zaznamu o 1écbé, rentgenovych snimki,
zprdv 0 biopsii, ultrazvukovych
fotografii a jinych diagnostickych
snimkd) a jakychkoli dal$ich zaznamd,
Udajl nebo zprav souvisejicich s NIS
nebo vytvorenych v ramci NIS (napf,

Plan pozorovani, formular
informovaného souhlasu, zdrojova data,
dokumenty usnadiujici identifikaci

pacient(), vyZzadované Vztahujicimi se
pravnimi predpisy, a to v plném souladu
s Planem pozorovani. Zdravotnicke
zafizeni a Smluvni Iékaf (i) udrzuji a
uchovavaji tyto dokumenty bezpecnym
zplisobem odpovidajicim prislusSnému
typu dat a v souladu se Vztahujicimi se

pravnimi  predpisy, a (i) chrani
dokumenty pred neopravnénym
pouZitim, pfistupem, kopirovanim,

zvefejnénim, ztratou a poskozenim.
Aniz by tim bylo omezeno vyse
uvedené, budou Zdravotnicke zafizeni a
Smluvni lékaf archivovat Dokumentaci
pracovisté  zkouSejiciho  obsahujici
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regulations but for a minimum of fifteen
(15) years following the later of the date
of (i) termination of this Agreement, or
(ii) completion of the Trial (based on the
close-out visit date at the site) by
Institution and Contract Physician.
Institution and Contract Physician will
obtain prior written approval from
CRO/BI prior to destroying any
essential documents. Bl will cover the
costs of Institution expenses which are
related to handling study documentation
after the elapse of archiving period
under this Agreement in the event that
Bl refuses the destruction of such
documentation.

Institution and Contract Physician shall
not transfer or make in any other way
accessible to CRO/BI any personal data
of patients, unless such data has been
pseudonomized (de-identified) or if such
disclosure is required under Applicable
Law or requested by the competent
authorities. CRO may assign certain of
its employees or external vendors
(clinical research associates, “CRAS”) to
review and control accuracy and
completeness of the Database in order to
comply with Applicable Law; however,
such CRAs are restricted from
disclosing any personal data of patients
to CRO/BI. The Institution agrees to run
ad hoc source data comparisons. The
fees described in section 4.1. cover all
services involved in the source data
comparisons.

Should source data comparisons reveal
any discrepancies between the entries in
the Documented Status Report and the
original data in the patient's notes that
cannot be explained, CRO reserves the
right to cancel payment for observation
and documentation of the data for the

3.4

3.5

vSechny zékladni dokumenty, které
umoziuji ovérit provadéni NIS a kvalitu
ziskanych dat, a to v plivodnim formatu
podle mistnich predpist, nejméné vsak
po dobu patnécti (15) let od pozdéjSiho
z téchto dat: (i) ukonceni této Smlouvy,
nebo (i) ukonCeni  Klinického
hodnoceni (na zakladé data zavérecné
navstévy na pracovisti) ze strany
Zdravotnického zafizeni a Smluvniho
Iékare. Zdravotnické zafizeni a Smluvni
lékaf ziskaji jeSté pred zniCenim
jakychkoli  zasadnich  dokumentd
pfedchozi pisemny souhlas CRO /
spoleCnosti BI. Bl uhradi naklady na
naklady instituce spojené s nakladanim
se studijni dokumentaci po uplynuti
doby archivace dle této smlouvy v
pfipadé, Ze Bl odmitne zniceni takové
dokumentace.

Zdravotnické zarizeni a Smluvni lékar
nepfedaji ani jinak nezpfistupni CRO /
spoleCnosti Bl Zadne osobni (daje
pacientl, pokud tyto Udaje nebyly
pseudonymizovany (anonymizovany)
nebo pokud takové zpfistupnéni
nevyZaduji  Vztahujici se pravni
pfedpisy nebo pokud o to nepoZadaji
prislusné organy. CRO miZe povérit
nékteré své zaméstnance nebo externi
dodavatele  (spolupracovniky  pro
Klinicky vyzkum — clinical research

associates, dale oznaCovani jako
,»CRA"), aby prezkoumali a
kontrolovali  spravnost a  Uplnost
Databdze za  uCelem  dodrZeni

Vztahujicich se pravnich predpis(. Tito
CRA v3ak nesméji CRO / spolecnosti Bl
sdélovat Zadné osobni Udaje pacientd.
Zdravotnické zafizeni souhlasi s
provedenim ad hoc  porovnani
zdrojovych dat. Poplatky popsané v
Clanku 4.1 pokryvaji vSechny sluzby
spojené s porovnavanim zdrojovych dat.
Pokud porovnani zdrojovych dat odhali
jakékoli nesrovnalosti mezi zéznamy v
Dokumentovaném hlaseni o stavu a
plvodnimi  Gdaji v  poznamkéach
pacienta, které nelze  vysvétlit,
vyhrazuje si CRO prévo zrusit platbu za
pozorovani a dokumentovani Udajd u
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patient concerned. Should the Institution
and/or Contract Physician refuse to
allow source data comparisons for the
purposes of quality assurance, the
Institution and Contract Physician shall
not be paid for the services already
rendered.  Neither Institution nor
Contract Physician have an entitlement
to run a source data comparisons.
Institution and Contract Physician will
provide to CRO/BI  completed
Documented  Status  Reports, as
applicable, for each patient and other
such reports when and as required by the
Observational Plan and Applicable Law.
Institution and Contract Physician
warrant that all Documented Status
Reports submitted to CRO/BI are true,
complete, correct and accurately reflect
the results of the NIS. Within sixty (60)
days following the completion of the
NIS by Institution and Contract
Physician or the earlier termination of
this Agreement, Institution and Contract
Physician will provide to CRO/BI any
and all data required pursuant to the
terms of this Agreement and the
Observational Plan.

Financial Compensation

In consideration of the work to be
conducted by Institution and Contract
Physician CRO shall  reimburse
Institution in accordance with the
Payment Schedule attached hereto as
Appendix 2. The payments and rewards
listed in Appendix 2 represent the only
and exclusive method of financial
settlement between the Parties. BI
hereby declares that it has not entered
into a separate contract with the
Contract Physician for remuneration for
performing NIS. The remuneration will
be divided between the Institution and
the Contracted Physician and other
persons after deducting costs according
to the internal regulations of the
Institution. Bl and the Contract
Physician shall not enter into any
separate agreement regarding the

3.6

daného pacienta. Pokud Zdravotnické
zafizeni a/nebo Smluvni IékaF odmitnou
umoznit porovnani zdrojovych dat pro
ucely zajisténi  kvality, nebudou
Zdravotnickému zafizeni a Smluvnimu
Iékafi jiz poskytnuté sluzby uhrazeny.
Zdravotnické zafizeni ani Smluvni lékar
nejsou opravnéni provadét porovnani
zdrojovych dat.

Zdravotnické zafizeni a Smluvni lékaf
poskytnou CRO / spoleCnosti Bl
vypInéna Dokumentovand hlaSeni o
stavu za kazdého pacienta, pokud je to
relevantni, a dalSi podobné zpravy,
pokud to vyZaduje Plan pozorovani a
Vztahujici  se  pravni  predpisy.
Zdravotnické zafizeni a Smluvni lékar
prohladuji, Ze vSechna Dokumentovana
hlaSeni o stavu predlozend CRO /
spole¢nosti Bl jsou pravdiva, Uplna,
spravna a presné odrazeji vysledky NIS.
Do $edesati (60) dnii po dokonceni NIS
Zdravotnickym zafizenim a Smluvnim

vvvvvv

této Smlouvy poskytne Zdravotnické

zafizeni a Smluvni lékaf CRO /
spolecnosti Bl  veSkeré  (daje
poZadované podle podminek této

Smlouvy a Planu pozorovani.

4. Finanéni odména

4.1

Za praci, kterou provede Zdravotnické
zafizeni a Smluvni lékaf, uhradi CRO
Zdravotnickému zafizeni néklady v
souladu s Harmonogramem plateb,
ktery tvori Pfilohu €. 2 této Smilouvy.
Platby a odmény uvedené v priloze €. 2
predstavuji jediny a vyluény zplisob
finan¢niho vyporadani mezi smluvnimi
stranami. Bl timto prohlaSuje, Ze
neuzaviela se Smluvnim lékafem
separatni smlouvu na odménu za
provedeni NIS. Odména bude mezi
Zdravotnickym zafizenim a Smluvnim
Iékafem a dalSimi osobami rozdélena po
odeCteni néaklad(i podle vnitfnich
predpistl Zdravotnického zafizeni. Bl a
Smluvni 1ékaf spolu neuzaviou Zadnou

samostatnou smlouvu tykajici se
poskytovani ~ odmény za  UCast
Smluvniho lékafe na NIS. Smluvni
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nebo zavisla na jakékoli takové Cinnosti,
at’jiz v minulosti, v soucasné dobé, nebo
v budoucnu.

4.5 All payments under or in connection 4.5 VeSkeré platby podle této Smlouvy
with this Agreement shall be inclusive of nebo v souvislosti s ni zahrnuji veskeré
any taxes and each Party shall be dané a kazda ze Smluvnich stran nese
responsible for its own taxes assessed by odpovédnost za své vlastni dané
a tax or other authority except as vyméfené dafiovym nebo  jinym
otherwise set forth in this Agreement. organem, pokud neni v této Smlouvé
“Taxes” mean all present and future stanoveno jinak. ,,Danémi“ se rozumi
taxes, import deposits assessments, and vSechny soucasné a budouci dane,
other governmental charges and any dovozni zalohy a jiné statni poplatky a
related penalties and interest not veSkeré souvisejici pokuty a uroky,
attributable to the fault or delay of a které se nedaji pfFiCist zavinéni nebo
party. prodleni smluvni strany.

4.6 All payments due to the terms of this 4.6  VeSkeré platby podle této Smlouvy jsou
Agreement are expressed to be exclusive vyjadreny bez dané z pridané hodnoty
of value added tax (VAT) or similar (DPH) nebo podobnych nepfimych dani
indirect taxes (e.g. Goods and Service (napriklad dané ze zboZi a sluzeb).
tax). According the Tax Law, Value Podle dafového zakona se v pfipadé
added taxes apply if applicable. potfeby uplatiuje dan =z pridané

hodnoty.

4.7 In some countries drug and device 47 V nékterych zemich (napf. na
manufacturers (eg. Slovakia) are Slovensku) jsou vyrobci léCiv a pristroj
required to report data on any and all povinni hlasit udaje o vSech hodnotnych
items of value including, but not limited poloZzkach, mimo jiné o poplatcich,
to fees, meals, educational items, gifts, stravovani, vzdélavacich predmétech,
expense reimbursement and other darech, nahradach vydaji a dalsich
payments or items of value provided to platbach nebo hodnotnych polozkach
healthcare professionals. These reports poskytnutych zdravotnickym
may be made public consistent with the pracovnikiim. Tato hlaSeni mohou byt
applicable  statutory  requirements. zvefejnéna v souladu s pfislusSnymi
Institution and the Contract Physician zakonnymi pozadavky. Zdravotnické
agree to such disclosure and/or zafizeni a Smluvni lékaf s takovym
publication. Institution and the Contract zverfejnénim a/nebo publikaci souhlasi.
Physician give their express consent that Zdravotnické zafizeni a Smluvni lékaf
CRO/BI may use, collect, process, vyslovné souhlasi s tim, ZzZe CRO /
record, commit and transmit their spoleCnost Bl mlZe  pouZivat,
personal data for the purpose of this shromazdovat, zpracovavat,
Agreement. However, neither the BI nor zaznamenavat, ukladat a pfedavat jejich
the CRO may use the name of the osobni udaje pro Ucely této Smlouvy. BI
Institution or the name of the Contract ani CRO ale nesmi bez predchoziho
Physician for any public or commercial pisemného souhlasu Zdravotnického
purpose, including advertising, zafizeni pouZzit nazev Zdravotnického
promotional or commercial literature or zafizeni ani jméno Smluvniho lékare
labeling of the product, without the prior k Zéddnému vefejnému ani komercénimu
written consent of the Institution. ucelu vcetné inzerce, propagacni Ci

obchodni literatury nebo oznaCeni
pfipravku.

5. Monitoring, Audit and Inspections 5. Monitorovani, audity a inspekce
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Bl or CRO and, when applicable,
IRB/IEC and regulatory authorities,
including foreign regulatory authorities,
may, at any time during normal business
hours, (i) inspect any facilities used for
the conduct of the NIS, (ii)) monitor
and/or audit the conduct of the NIS, (iii)
inspect, audit and/or copy any and all
study documents, source
data/documents, medical records, work
product, and required licenses,
certificates and accreditations, or (iv)
interview any person involved in the
NIS. Institution and Contract Physician
will, and will cause its study staff to,
cooperate with any of the foregoing
activities and will provide timely access
to requested documentation and
facilities. If the inspection is performed
by BI or CRO such inspection must not
limit or endanger the normal operation
of the Institution.

Without limiting the foregoing, if
Institution stores and retains its records
in an electronic records system,
Institution will promptly upon request
allow access to NIS documents and
other  required  documents and
information through such electronic

records system. Upon request of
CRO/BI, Institution will print and
provide to the requestor certified

hardcopies of all relevant documents
and information. Institution  will
maintain, create, modify, archive,
retrieve and transmit, and make
available for inspection by regulatory
authorities, all electronic records in
compliance with any Applicable Law.

Institution and Contract Physician
acknowledge that there may be
inspections of domestic, foreign and
international authorities/organizations,

5.1

5.2

53

Spolecnost Bl nebo CRO a pfipadné
IRB/IEC a regulacni organy, vcetné
zahranicnich  regulaénich  organ,
mohou kdykoli béhem béZzné pracovni
doby (i) kontrolovat veSkera zafizeni
pouZivand pro provadéni NIS, (ii)
monitorovat  a/nebo  kontrolovat
provadéni NIS, (iii) kontrolovat,
auditovat a/nebo kopirovat veSkerou
studijni dokumentaci, zdrojova data/
dokumenty, lekarské  zaznamy,
produkty prace a poZadované licence,
certifikdty a akreditace nebo (iv)
provést rozhovor s jakoukoli osobou
zapojenou do NIS. Zdravotnické
zafizeni a Smluvni lékaFf budou
spolupracovat  pfi  vSech  vyse
uvedenych  Cinnostech a  vcas
poskytnou pfistup Kk poZzadovane
dokumentaci a zafizenim, a také
zajisti, aby i jejich zaméstnanci takto
spolupracovali. Pokud je kontrola
provadéna spolecnosti Bl nebo CRO,
nesmi takovd kontrola omezit nebo
ohrozit bézny provoz Zdravotnického
zafizeni.

Aniz by tim bylo omezeno vyse
uvedené, plati, Ze pokud Zdravotnické
zafizeni uklddd a uchovavd své
zaznamy Vv elektronickém evidencnim
systému, umozni  Zdravotnické
zafizeni na pozadani neprodlené
pristup k dokumentlim NIS a dal$im
pozadovanym dokument(im a
informacim prostfednictvim takoveho
elektronického evidencniho systému.
Na vyzadani CRO / spolecnosti Bl
Zdravotnické zafizeni wvytiskne a
poskytne Zadateli ovérené tisténé
kopie vsech prislusnych dokument( a
informaci. Zdravotnické zafizeni bude
v souladu se Vztahujicimi se pravnimi
predpisy uchovavat, vytvaret,
upravovat, archivovat, vyhledavat a
predavat veskeré elektronické
zaznamy a zpristupfiovat je ke
kontrole regulaénim organtim.
Zdravotnické zafizeni a Smluvni Iékaf
berou na védomi, Ze mohou probihat
kontroly domécich, zahrani¢nich a
mezinarodnich organU/organizaci,
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whose  activities consist in  the
registration of medicinal products and/or
supervision/inspection of NIS.

a.

b.

C.

Institution and/or Contract Physician
will notify CRO/BI within one (1)
working day by telephone or
facsimile if, in connection with the
NIS or in connection with any
matter that may affect Institution’s
and Contract Physician’s
performance of the NIS, a
governmental or regulatory
authority requests permission to or
does inspect Institution’s and/or
Contract Physician’s facilities or
research records.,

In accordance with Applicable Law,
Institution and/or Contract
Physician will provide in writing to
CRO/BI copies of all materials,
reports, correspondence,
statements, forms and records
which Institution and/or Contract
Physician receives, obtains or
generates pursuant to any such
inspection in connection with the
NIS, or in connection with any
matter that may affect Institution’s
and/or Contract Physician’s
performance of the NIS,

Institution and Contract Physician
shall permit CRO/BI to attend any
such inspection unless prohibited by
Applicable Law or the competent
governmental or regulatory
authority. If any  proposed
correspondence from Institution
and/or Contract Physician to a
governmental or regulatory
authority  relates  directly or
indirectly to Institution’s and/or
Contract  Physician’s  activities
under this Agreement, CRO/BI will
have the right to review such
correspondence and request

jejichz Cinnost spociva v registraci
léCivych pripravk(l a/nebo v dohledu
nad NIS / kontrole NIS.

a.

Zdravotnické zafizeni a/nebo
Smluvni 1ékar do jednoho (1)
pracovniho dne telefonicky nebo
faxem  oznami CRO /
spoleCnosti  BlI, pokud v
souvislosti s NIS nebo v
souvislosti S jakoukoli
zéleZitosti, kterd midZe ovlivnit
realizaci NIS ze strany
Zdravotnického  zafizeni a
Smluvniho lékare, poZada statni
nebo regulacni organ o povoleni
nebo provede kontrolu zafizeni
nebo vyzkumnych zaznamd
Zdravotnického zafizeni a/nebo
Smluvniho lekare.

V souladu se Vztahujicimi se
pravnimi  predpisy poskytne
Zdravotnické zafizeni a/nebo
Smluvni lékaf pisemné CRO /
spoleCnosti Bl kopie vSech
materiald, Zprav,
korespondence, vykazl,
formulaf a zaznam(, které
Zdravotnické zafizeni a/nebo
Smluvni l1ékar obdrzi, ziska nebo
vytvofi na zakladé jakékoli
takové kontroly v souvislosti s
NIS nebo v souvislosti s
jakoukoli zalezitosti, ktera mdze
ovlivnit realizaci NIS ze strany
Zdravotnického zafizeni a/nebo
Smluvniho lékare.

Zdravotnické zafizeni a Smluvni
Iékaf umozZni CRO / spoleCnosti
Bl 0Cast na kazdé takoveé
kontrole, pokud to nezakazuji
Vztahujici se pravni predpisy
nebo pfislusny statni i regulacni
organ. Pokud se jakéakoli
navrhovana korespondence od
Zdravotnického zafizeni a/nebo
Smluvniho lékafe statnimu nebo
regulacnimu organu pfimo nebo
nepfimo tyka cinnosti
Zdravotnického zafizeni a/nebo
Smluvniho lékafe na z&kladé
této Smlouvy, CRO / spoleCnost
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reasonable revisions thereto.

Confidentiality

The Institution and the Contract
Physician undertake to keep any and all
data, know-how and all other
information (including, but not limited
to, documents, descriptions, data,
Documented Status Reports,
photographs, videos and instructions),
and material, provided to or made
available to Institution and Contract
Physician by Bl, its Affiliates, or CRO,
or its agents, and/or generated under this
Agreement and/or relating to the NIS
(collectively referred to as "BI
Confidential Information™) confidential
and shall not (i) disclose Bl Confidential
Information to any third party without
the prior written approval of CRO/BI, or
(ii) use the BI Confidential Information
for any purpose other than for the
conduct of the NIS and its obligations
under this Agreement.

The Institution and the Contract
Physician will restrict the dissemination
of Bl Confidential Information to those
persons participating in the NIS on
behalf of Institution and/or the Contract
Physician who have a need to know and
will ensure that each such person is
contractually bound by confidentiality
and non-use obligations at least as
onerous as those set forth in this
Agreement before being engaged or
involved in the NIS.

The Institution and the Contract
Physician undertake to protect BI
Confidential Information  against
unauthorized access by third parties. If
Confidential Information IS
communicated via Internet Mail, use of
Internet Mail Encryption Technology is
compulsory (for direct communication
between the Parties, Bl provides for a
suitable technology at
http://quides.boehringer-ingelheim.com
free of charge).

Bl ma pravo  takovou
korespondenci prezkoumat a
poZadovat  jeji  pfimérené
Upravy.

6. Zachovani duvérnosti

6.1

6.2

6.3

Zdravotnické zarizeni a Smluvni 1ékar se
zavazuji uchovavat v dlvérnosti veskera
data, know-how a veSkeré dalSi
informace (zejména vcetné dokumentd,
popist, Gdajl, Dokumentovanych hlaseni
o stavu, fotografii, videi a pokynl) a
materialy, které byly Zdravotnickemu
zafizeni a Smluvnimu lékafi poskytnuty
nebo zpfistupnény spolecnosti BI, jejimi
spriznénymi osobami nebo CRO ¢i jejimi
zastupci a/nebo které byly vytvoreny na
zakladé této Smlouvy a/nebo v souvislosti
s NIS (souhrnné dale oznaCované jako
»,D0vérné informace spole¢nosti BI), a
nesmi (i) bez predchoziho pisemného
souhlasu CRO / spole¢nosti Bl zpfistupnit
Ddvérné informace spole¢nosti Bl Zadné
treti osobé ani (ii)) pouzit DUlvérné
informace spolec¢nosti Bl k jinému ucelu
nez k provadéni NIS a pInéni povinnosti
podle této Smlouvy.

Zdravotnické zafizeni a Smluvni lékar
omezi Siteni Ddavérnych informaci
spoleCnosti Bl na ty osoby, které se
Ucastni  NIS jménem Zdravotnického
zafizeni a/nebo Smluvniho lékare a které
je potfebuji znéat, a dale zajisti, aby kazda
takova osoba byla pred zapojenim do NIS
nebo pred ucasti v ni smluvné vazana
zavazky micenlivosti a zakazu zneuZziti,
které jsou prinejmenSim stejné pfisné
jako zavazky stanovené v této Smlouve.

Zdravotnické zafizeni a Smluvni lékar se
zavazuji chranit Dlvérné informace
spoleCnosti Bl pfed neopravnénym

pfistupem tfetich osob. Pokud jsou
Ddvérné informace sdélovany
prostfednictvim internetové posty, je
pouZiti technologie Sifrovani internetové
poSty povinné (pro pfimou komunikaci

mezi  Smluvnimi stranami poskytuje
spoleCnost Bl  zdarma  vhodnou
technologii na adrese

http://quides.boehringer-ingelheim.com).
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6.4 The

6.5

BI Contract No. / Smlouva spole¢nosti BI ¢.: 1245-0259

Institution and the Contract
Physician  will  notify CRO/BI
immediately of any loss, compromise, or
unauthorized use or disclosure of any
part or all of Bl Confidential
Information.

The obligations set forth above in clause
6. shall be valid for the duration of this
Agreement and shall additionally
expand for a period of fifteen (15) years
after termination of this Agreement.

Intellectual Property and Results

As used herein, “Intellectual Property”
shall mean all rights, title and interest in
and to the intellectual property and
materials that are the subject of the NIS
or the Observational Plan, including,
without limitation, all intellectual
property rights in all data, technical
information, inventions, discoveries,
developments, improvements,
enhancements, software, know-how,
methods, techniques, formulae, data,
processes and other proprietary ideas
(whether or not patentable or registrable
under any patent, copyright or similar
laws) and materials, the NIS or the
Observational Plan, or otherwise
derived, conceived, discovered,
developed or reduced to practice as a
direct or indirect result of the Institution
or Contract Physician’s performance of
any services under or pursuant to this
Agreement or during the course of or in
connection with the NIS, including but
not limited to any intellectual property
generated upon any review or other use
of NIS data, and any intellectual
property incorporating or derived from
Bl Confidential Information, whether
generated or developed by Institution,
Contract Physician or Bl or CRO or
their respective agents, employees or
contractors either solely or jointly with
others.

6.4 Zdravotnické zafizeni a Smluvni lékar

6.5

7.1

neprodlené nahlasi CRO / spolecnosti Bl
jakoukoli  ztrdtu,  ohroZzeni  nebo
neopravnéné pouziti  €i  zvefejnéni
Davérnych informaci spolecnosti Bl nebo
jejich Casti.

Povinnosti uvedené vyse v ¢lanku 6 plati
po dobu trvani této Smlouvy a dale se
prodluzuji na dobu patnacti (15) let po
ukonceni této Smlouvy.

7. DuSevni vlastnictvi a vysledky

V tomto dokumentu se ,,Duevnim
vlastnictvim“ rozumi veSkera prava,
vlastnickd prava a podily na duSevnim
vlastnictvi a materialech, které jsou
pfedmétem NIS nebo Planu pozorovani,
zejména  vCetné  veSkerych  prav
dusevniho vlastnictvi ke vsem Udajdm,
technickym informacim, vynalezdim,
objevlim, VYVOji, vylep$enim,
zdokonalenim,  softwaru, know-how,
metodam, technikam, vzorclim, Gdajim,
postupdm a jinym vlastnickym napadim
(bez ohledu na to, zda jsou Ci nejsou
patentovatelné nebo registrovatelné podle
jakychkoli patentovych, autorskych nebo
podobnych zakon() a materialdm, NIS
nebo Planu pozorovéni, pfipadné jinak

odvozené, vymyslené, objeveneg,
vyvinuté nebo prevedené do praxe jako
primy  nebo  nepfimy  dUsledek

poskytovani jakychkoli sluzeb ze strany
Zdravotnického zarizeni nebo Smluvniho
Iékafe podle této Smlouvy nebo v jejim
ramci nebo v pribéhu NIS nebo v
souvislosti s NIS, zejména vcetné
jakéhokoli duSevniho vlastnictvi
vzniklého pfi jakémkoli prezkoumani
nebo jiném pouZiti dat z NIS a jakéhokoli
dudevniho  vlastnictvi  obsahujiciho
Ddvérné informace spolecnosti Bl nebo
odvozeného z Ddvérnych informaci
spoleCnosti BI, at' uz je vytvofi nebo
vyvine Zdravotnické zafizeni, Smluvni
lekaf, nebo spolecnost BI, nebo CRO,
nebo  jejich pfislusni  zastupci,
zameéstnanci nebo smluvni partneri, at’ uz
vyhradngé, nebo spole¢né s jinymi
osobami.
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7.2

7.3

7.4

7.5

7.6
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Institution and Contract Physician
acknowledge and agree that all
Intellectual Property is the sole and
exclusive property of BI. Institution and
Contract Physician shall assign and
hereby assign to Bl all Intellectual
Property and any other rights resulting
from the NIS and the work under this
Agreement to give full effect of the
foregoing.

Bl may file any patents in the name and
at the cost of BI. If required, Institution
and Contract Physician will provide Bl
with all necessary assistance, even after
expiration or termination of this
Agreement, in order to enable Bl to
apply for, obtain, maintain in force,

enforce, and defend such patents,
without any further payment from
CRO/BI.

Any and all information, documents,
reports, data, results, know-how,
discoveries, information and other
materials generated or developed as a
result of or in connection with the NIS,
and all copies thereof (“Results”) shall
be the sole and exclusive property of Bl
and may be used by BI for any purpose.

Where any third party (including but not
limited to a research assistant or
contractor) is involved in the NIS,
Institution and Contract Physician shall
ensure that such third party assigns any
Intellectual Property and Results that
he/she/it may have in any Intellectual
Property and/or the Results to Institution
in order to be able to give full effect to
the provisions above. Institution is
solely responsible to compensate its
employees in case of commercial
exploitation of inventions.

The Institution and the Contract
Physician shall disclose promptly and in
writing to CRO/BI any Intellectual
Property and Results arising under this
Agreement.

7.2

7.3

7.4

7.5

7.6

Zdravotnické zafizeni a Smluvni lékar
berou na védomi a souhlasi s tim, Ze
vesSkeré DuSevni vlastnictvi je vyhradnim
vlastnictvim spolecnosti BI.
Zdravotnické zafizeni a Smluvni lékar
pfevedou a timto pfevadéji na spolecnost
Bl veSkeré DuSevni vlastnictvi a veSkera
dalSi prava vyplyvajici z NIS a praci
realizovanych na zakladé této Smlouvy,
aby byl zajistén plny ucCinek vyse
uvedeného.

Spole¢nost Bl mize jménem spolecnosti
Bl a na jeji naklady podavat navrhy
jakychkoli patentll. V pfipadé potieby
Zdravotnické zafizeni a Smluvni lékar
poskytnou spoleCnosti Bl veSkerou
potfebnou pomoc, a to i po vyprseni nebo
ukonceni této Smlouvy, aby spolecnosti
Bl umoznili podat patentovou pfihlasku,
ziskat patent, udrZzovat jej v platnosti,
prosazovat jej a chranit, a to bez jakeékoli
dal$i uhrady ze strany CRO / spole¢nosti
BI.

Veskeré informace, dokumenty, zpravy,
Udaje, vysledky, know-how, objevy,
informace a dalSi materialy vytvorené
nebo vyvinuté v dlsledku NIS nebo v
souvislosti s ni a vSechny jejich kopie
(dale oznaCované jako ,,Vysledky*) jsou
vyhradnim vlastnictvim spolecnosti Bl a
spoleénost Bl je midZe pouzivat k
jakémukoli ucelu.

Pokud je do NIS zapojena jakakoli treti
strana (zejména vcCetné vyzkumného
asistenta  nebo  dodavatele), pak
Zdravotnické zafizeni a Smluvni lékar
zajisti, aby tato tfeti strana postoupila
Zdravotnickému zafizeni  veSkeré
Dusevni vlastnictvi a Vysledky, které
pfipadné méa k jakémukoli DuSevnimu
vlastnictvi a/nebo Vysledklim, aby mohla
pIné uplatnit vySe uvedena ustanoveni.
Zdravotnické zafizeni nese vyhradni
odpovédnost za odSkodnéni  svych
zaméstnancli v pripadé komeréniho
vyuziti vynalez(.

Zdravotnické zafizeni a Smluvni lékar
neprodlené pisemné sdéli CRO /
spoleCnosti Bl veSkeré informace o
DuSevnim vlastnictvi a Vysledcich, které
vznikly na zakladé této Smlouvy.
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8.
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Publication

8.1 BI shall have unrestricted publication

8.2

8.3

8.4

rights for the Results and may give the
data to third parties for publication.

Bl acknowledges that Institution and
Contract Physician have the right to
publish the results that Institution and
Contract Physician contribute and
generate as a result of the NIS for non-
commercial purposes with due regard to
the protection of Bl Confidential
Information and consistent with the
below paragraph regarding joint multi-
center publications.

For all publications relating to the NIS
or including any NIS data, CRO/BI,
Institution and Contract Physician agree
to comply with the Good Publication
Practice (“GPP”) Guidelines (found at:
http://www.ismpp.org) and all ethical
standards concerning publications and
authorship, including Section Il of the
Uniform Requirements for Manuscripts
Submitted to Biomedical Journals titled
“Ethical Considerations in the Conduct
and Reporting of Research” (found at
http://www.icmje.orqg), as established by
the International Committee of Medical
Journal Editors (“ICMJE”).

Prior to submission for any written,
electronic, oral or audio-visual
publication, Institution and/or Contract
Physician shall first submit to CRO/BI a
copy of (i) any proposed abstract, poster
and presentation slides at least fifteen
(15) days, and (ii) any proposed
manuscript or any other material at least
sixty (60) days in advance of such
proposed date of submission for
publication for review by BIl. Unless
CRO/BI informs Institution and/or
Contract Physician in writing during the
sixty (60) and fifteen (15) days period,
respectively, that the  proposed
publication must be (i) delayed in order

8. Publikace

8.1

8.2

8.3

8.4

Spolec¢nost BI ma& neomezena prava na
zvefejnéni Vysledkd a mdlze tietim
stranam tato data poskytnout ke
zverejnéni.

Spole¢nost Bl bere na védomi, Ze
Zdravotnické zafizeni a Smluvni lékar
maji pravo zvefejnit vysledky, které
Zdravotnické zafizeni a Smluvni lékar
poskytnou a vytvofi jako vysledek NIS,
pro nekomeréni GCely s néalezitym
ohledem na ochranu  DUlvérnych
informaci spolecnosti Bl a v souladu s
nize uvedenym odstavcem tykajicim se
spole¢nych multicentrickych publikaci.
V pfipadé vSech publikaci tykajicich se
NIS nebo obsahujicich jakakoli data z
NIS se CRO / spolecnost B,
Zdravotnické zafizeni a Smluvni lékar
zavazuji dodrZovat pokyny pro Spravnou
publikacni praxi (dale oznaCovana jako
-GPP“,  Good Publication Practice)
(naleznete je na adrese:
http://www.ismpp.org) a vSechny etické
standardy tykajici se publikaci a
autorstvi, vcetné Clanku Il Jednotnych
pozadavkll na rukopisy predkladané
biomedicinskym CGasopisdim s nazvem
»Etické aspekty provadéni a vykazovani
vyzkumu* (naleznete je na adrese
http://www.icmje.org), jak je stanovil
Mezinarodni vybor editorli lékarskych
Casopisli  (dale  oznatovany jako
~ICMJE").

Pred predloZenim jakéhokoli pisemného,
elektronického, ustniho nebo
audiovizuélniho materidlu k publikovani
musi  Zdravotnické zafizeni a/nebo
Smluvni lékafF nejprve predlozit CRO /
spoleCnosti Bl k posouzeni ze strany
spoleCnosti Bl kopii (i) jakéhokoli
navrhovaneho abstraktu, posteru a
prezentaénich snimk({ nejméné patnact
(15) dni a (ii) jakéhokoli navrhovaného
rukopisu nebo jiného materialu nejméné
Sedesat (60) dni pred navrhovanym datem
predloZeni k publikovani. Pokud CRO /
spoleCnost Bl béhem Sedesati (60),
respektive patnacti (15) dnl pisemné
neinformuje  Zdravotnické  zafizeni
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8.5

8.6
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to protect potentially patentable
invention or (ii) changed to avoid the
potential disclosure of Bl Confidential
Information, Institution and/or Contract
Physician shall be free to proceed with
the  proposed publication  after
modification in a manner acceptable to
Bl in order to protect the Bl Confidential
Information and any Intellectual
Property which Bl owns. In the event
that a delay of the proposed publication
is required, Institution and Contract
Physician  shall ~ withhold  such
submission for publication for an
additional period agreed upon in good
faith by the Parties, however no longer
than eighteen (18) months after the filing
of the patent application covering the
respective invention.

Institution and Contract Physician
acknowledge that if the NIS is part of a
multi-center trial, Bl anticipates a joint
multi-center primary full publication.
Therefore, Institution and Contract
Physician agree not to publish, present
or otherwise disclose any results of or
information pertaining to Institution’s
and Contract Physician’s activities
conducted under this Agreement before
publication has been published. Without
limiting the foregoing, if there is no joint
multi-center publication within eighteen
(18) months after completion of the NIS
at all sites, Institution and Contract
Physician shall have the right to publish
and present the results of Institution’s
and Contract Physician’s activities
conducted under this Agreement,
including Results generated and
contributed by them, subject to review
and comment as set forth in the
preceding paragraph.

Authorship of any publications relating
to the NIS should be determined by
mutual agreement. Bl has the right to
name co-authors.

8.5

8.6

a/nebo Smluvniho lékare, ze navrhované
zvefejnéni musi byt (i) odloZzeno za
ucelem ochrany potencialné
patentovatelného vynalezu, nebo (i)
zméneéno, aby se zabranilo potencialnimu
poskytnuti Davérnych informaci
spoleénosti  Bl, mdze Zdravotnické
zarizeni a/nebo Smluvni lékar pokracovat
s navrhovanou publikaci po Upravé
zpUsobem pfijatelnym pro spoleénost Bl,
aby ochranili Divérné informace
spoleCnosti Bl a jakékoli DuSevni
vlastnictvi, které spolecnost Bl vlastni. V
pfipadé, Ze je nutné odloZit navrhovanou
publikaci, Zdravotnické zafizeni a
Smluvni lékar odloZi takové predloZeni k
publikaci o dalSi obdobi, na kterém se
Smluvni strany v dobré vife dohodnou,
nejdéle vSak o osmnact (18) mésicli od
podani patentové prihlaSky vztahujici se
na pfislusny vynalez.

Zdravotnické zafizeni a Smluvni lékaf
berou na veédomi, Ze pokud je NIS
SOUCAsti multicentricke studie,
predpoklada spolecnost Bl spolecnou
multicentrickou primérni publikaci v
plném rozsahu. Zdravotnické zafizeni a
Smluvni lékar se proto zavazuji, Ze pred
uverejnénim publikace nebudou
uverejiovat, prezentovat ani jinak
sdélovat zadné vysledky ani informace
tykajici se Cinnosti  Zdravotnickeho
zafizeni a Smluvniho lékare provadénych
na zékladé této Smlouvy. AniZz by tim
bylo omezeno vySe uvedené, pokud
nedojde ke spole¢nému multicentrickému
publikovani do osmnacti (18) mésicli po
dokonceni NIS na vSech pracovistich,
Zdravotnické zafizeni a Smluvni lékar
maji pravo publikovat a prezentovat
vysledky  Cinnosti  Zdravotnického
zarizeni a Smluvniho lékafe provadénych
podle této Smlouvy, vcetné Vysledkd,
které vytvorili a na kterych se podileli, s
vyhradou pfezkumu a pfipominek, jak je
uvedeno v predchozim odstavci.
Autorstvi vSech publikaci tykajicich se
NIS by mélo byt stanoveno vzajemnou
dohodou. Spolecnost Bl méa pravo
jmenovat spoluautory.
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8.8

9.1
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Neither  Institution nor  Contract
Physician will use any information
regarding the NIS, including, but not
limited to, the existence of the NIS or
other publicly available information in
any publicity, advertising or patient
recruitment materials without CRO/BI’s
prior written consent.

No Party hereto shall use the other
Party’s/Parties” or its  Affiliates’
name(s), logo(s), trademark(s), physical
likeness, employee name, owner
symbol, or other image in any press
release, advertising or other form of
publicity without prior written consent
of the other Party/Parties, except as
otherwise required by Applicable Law.
CRO/BI may use the Institution’s and
Contract Physician’s name and other
information in NIS publications and
communications, including websites and
newsletters, applications or forms, or
other materials submitted to any
regulatory authority and/or other
disclosures required by Applicable Law
such as disclosures in registries. The
Parties have agreed that BI will provide
the Institution with a list of publications
related to the outcome of this NIS upon
completion of the NIS.

Data Protection & Privacy

Institution and/or Contract Physician

hereby represent and warrant that they

shall obtain, in accordance with

Applicable Law, all necessary consents

in writing from:

(i) all patients as per the informed
consent form; and

(ii) the Contract Physician and key
members of the study staff
conducting the NIS pursuant to
the Observational Plan, related
monitoring, audits,
pharmacovigilance and related

8.7

8.8

9.

9.1

Zdravotnické zafizeni ani Smluvni lékar
nepouZiji v Zadnych propagacnich,
reklamnich nebo naborovych materialech
pro pacienty bez predchoziho pisemného
souhlasu CRO / spolecnosti Bl Zadné
informace tykajici se NIS, zejména
vCetné existence NIS nebo jinych vefejné
dostupnych informaci.

Pokud Vztahujici se pravni predpisy
nevyzaduji jinak, nesmi Zadna ze
Smluvnich stran bez predchoziho
pisemného souhlasu druhé Smluvni
strany nebo Smluvnich stran pouZit v
jakékoli tiskové zpravé, reklamé nebo
jiné  formé propagace jméno/nazev
(jména/nazvy), logo (loga), ochrannou
znamku (ochranné znamky), fyzickou
podobu, jméno zaméstnance, symbol
vlastnika nebo jiné vyobrazeni druhé
Smluvni strany nebo jejich Spfiznénych
osob. CRO / spole¢nost BI m{ze pouzit
jméno/nadzev Zdravotnického zafizeni a
Smluvniho lékare a dalSi informace v
publikacich a sdélenich NIS, vcetné
webovych stranek a bulletin(, Zadosti
nebo formulafli nebo jinych materialdl
predkladanych jakémukoli regulacnimu
organu  a/nebo  jinych  informaci
vyzadovanych Vztahujicimi se pravnimi
predpisy, jako je uverejnéni informaci v
registrech. Smluvni strany se dohodly, Ze
Bl poskytne zdravotnickému zafizeni po
ukonCeni  NIS  seznam  publikaci
vztahujicich se k vysledku této NIS.

Ochrana osobnich udaji a soukromi

Zdravotnické zafizeni a/nebo Smluvni

IékaF timto prohlaSuje a zaruCuje, Ze v

souladu se Vztahujicimi se pravnimi

predpisy ziska vSechny potfebné pisemné

souhlasy:

(i) vsech pacientl podle formulare
informovaného souhlasu; a

(ii) Smluvniho lékafe a kli¢ovych
¢lend  persondlu  studijniho
pracoviSté provadéjicich NIS
podle Planu pozorovani,
souvisejiciho monitorovani,
auditl, farmakovigilance a
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risk management, inspection,
source data/documents
comparison, and any other
purpose required by law as well
as registration and transparency
requirements resulting from
legislation or publicly accessible
commitments of the industry
applicable to BI’s (Boehringer
Ingelheim) group of companies
whereas such data may in part be
processed by such authorities or
organizations and published on
relevant public websites and
databases (e.g.,
www.clinicaltrials.gov  and/or
databases relating to payments of
the pharmaceutical industry to
healthcare professionals) so that
such patients and study staff’s
personal data, respectively, can
be, whether or not by automatic
means, collected, stored,
organized, modified,
communicated (i.e. disclosed by
transmission or by inspection or
retrieval), blocked, deleted or
otherwise used (in the following
collectively *“Process(ed)”) by
(including transferred to) Bl or
any of its Affiliates, CRO or any
of its Affiliates, other third party
vendors involved in the NIS such
as ePro (electronic patient-
reported outcomes) provider,
competent IRB/ECs and
governmental or regulatory
authorities, such as the U.S.
Food and Drug Administration
(FDA) and the European
Medicines Agency (EMA), in
each case within or outside the
country where such data
originates in accordance with
Applicable Law. The Parties
acknowledge that Bl and CRO
are the controllers of personal
data and the Institution has the
status of processor of personal
data that is obtained within the
framework of the

souvisejiciho  Fizeni  rizik,
inspekc, porovnavani
zdrojovych dat/dokumentti a pro
jakékoli dalsi ucely vyZzadované
zakonem, jakoZ i poZadavky na
registraci a  transparentnost
vyplyvajici z pravnich predpist
nebo  verejné  dostupnych
zévazk({ oboru, které se vztahuji
na skupinu spoleCnosti Bl
(Boehringer Ingelheim), pficemz
tyto Gdaje mohou byt Castecné
zpracovavany témito organy
nebo organizacemi a
zvefejiiovany na pfislusnych
vefejnych internetovych
strankdch a v  databazich
(napriklad

www.clinicaltrials.gov a/nebo v
databazich tykajicich se plateb
farmaceutického pramyslu
zdravotnickym  pracovnik(im),
takze osobni Udaje téchto
pacientll, respektive studijniho
personalu, mohou byt, at uz

automatickymi, nebo
neautomatickymi  prostfedky,
shromazdovény, ukladany,
organizovany, upravovany,

sdélovany  (tj.  poskytovany
prenosem nebo kontrolou Ci
vyhledavanim), blokovany,
vymazavany nebo jinak
pouzivany  (dale  spolecné
oznaCovane jako ,,Zpracovani®)
spolec¢nosti Bl nebo kteroukoli z
jejich Spfiznénych osob, CRO
nebo  kteroukoli z jejich
Spfiznénych  osob,  dalSimi
dodavateli tretich stran
zapojenymi do NIS, jako je
poskytovatel ePro (electronic
patient-reported outcomes),
pfislusnymi IRB/EK a statnimi
nebo regulacnimi organy, jako je
napiiklad Ufad pro potraviny a
leCiva (FDA, Food and Drug
Administration) a  Evropska
agentura pro léCivé pripravky
(EMA, European Medicines
Agency), v kazdém pfipadé v
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9.3

94

BI Contract No. / Smlouva spole¢nosti BI ¢.: 1245-0259

implementation of this NIS and
processed for the purposes of the
NIS.

Institution and Contract Physician shall
notify CRO/BI immediately in writing
(but in no event later than two (2) days
from the date) of any (i) loss or misuse
(by any means) of personal data; (ii)
inadvertent,  unauthorized,  and/or
unlawful Processing, disclosure, access,
alteration, corruption, transfer, or sale or
rental, destruction, or use of personal
data; or (c) any other act or omission that
compromises the security,
confidentiality, or integrity of personal
data. In such case Institution and
Contract Physician shall assist and
cooperate with CRO/BI concerning any
disclosures to affected parties and other
remedial measures as requested by Bl or
required under any Applicable Law.

If requested by CRO/BI in order to
enable CRO/BI to comply with any
Applicable Law and to Process any
personal data, Institution and Contract
Physician will work with CRO/BI in
good faith to address any issue relating
to the Processing of personal data.

Data Protection Laws. During the term
of this Agreement, Bl/its representatives
and Institution/Contract Physician may
collect, share, process or use certain
personal data (as the term is defined in
the Data Protection Laws). “Data
Protection Laws” means (i) any law,
statute, declaration, decree, directive,

9.2

9.3

94

zemi nebo mimo ni, odkud tyto
Udaje pochazeji v souladu se
Vztahujicimi  se  pravnimi
predpisy. Smluvni strany berou
na veédomi, Zze Bl a CRO jsou
spravci  osobnich  Gdajil  a
Zdravotnické  zafizeni ma
postaveni zpracovatele osobnich
udajl, které jsou ziskany v ramci
provadéni  této NIS a
zpracovavany pro ucely NIS.
Zdravotnické zafizeni a Smluvni lékaf
okamzité pisemné uvédomi CRO /
spoleCnost Bl (nejpozdéji dva (2) dny od
data, kdy tato udalost nastane) o (a)
jakékoli ztraté nebo zneuziti (jakymkoli
zplsobem)  osobnich  udajd;  (b)
nedmysiném, neopravnéném a/nebo
nezakonném Zpracovani, poskytnuti,
zpfistupnéni, pozménéni, poskozeni,
pfevodu nebo prodeji nebo pronajmu,
zniceni nebo pouziti osobnich Udaj;
nebo (c) jakémkoli jiném jednani nebo
opomenuti, které ohroZuje bezpecnost,
divérnost nebo integritu osobnich
udaji. Vv  takovém  pripadé je
Zdravotnické zarizeni a Smluvni lékar
napomocno/napomocen CRO /
spoleCnosti Bl a spolupracuje s ni v
souvislosti s jakymkoli poskytovanim
informaci dotCenym osobam a ve vztahu
k dalSim napravnym opatfenim, jak je
poZaduje spolecnost Bl nebo jakykoli
Vztahujici se pravni predpis.
Pokud o to CRO / spolecnost Bl pozada,
aby vyhovéla jakymkoli Vztahujicim se
pravnim predpisim a aby Zpracovala
jakékoli osobni Udaje, bude
Zdravotnické zarizeni a Smluvni lékar
s CRO / spolecnosti Bl v dobré vife
spolupracovat na vyreSeni jakéhokoli
problému souvisejiciho se Zpracovanim
osobnich Udajd.
Zakony o ochrané osobnich Udajd.
Béhem doby trvani této Smlouvy mize
spoleCnost BI / jeji z&stupci a
Zdravotnické zafizeni / Smluvni lékar
shromazdovat, sdilet, zpracovavat nebo
pouZivat urcité osobni udaje (jak je tento
pojem definovan v Zakonech o ochrané
osobnich adajl). ,,Zakony o ochrané
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legislative enactment, order, ordinance,
regulation, rule or other binding
restriction (as amended, consolidated or
re-enacted from time to time) which
relates to the protection of individuals
with regards to the processing of
personal data to which a Party is subject,
in particular, Regulation (EU) 2016/679
on the protection of natural persons with
regard to the processing of personal data
(the  “General Data  Protection
Regulation — GDPR”); and (ii) any code
of practice or guidance published by a
relevant regulatory body from time to
time. Institution and Investigator will
only process personal data as permitted
under applicable Data Protection Laws.
The Parties shall adhere to the terms of
the data  processing  agreement
separately agreed/ attached hereto as

Appendix 3.

Contract Physician, who is a natural
person, acknowledges, that his personal
data in the scope of identification data
provided in the header of this Contract
and contact details (phone number and
e-mail address) may be processed

i. by CRO as data controller for
performance of this Contract and
the purpose of contractual
relationship administration and
furthermore

ii. by Bl for the purposes of legitimate
interests lying in carrying out the
cooperation with CRO and internal
controls, as well as

compliance  with  legal

obligations of BI related to

carrying out non-interventional
studies. Recipients of the data will
be particularly authorized
employees of CRO/BI as data
controllers. Other recipients may
be other companies of Boehringer

Ingelneim group as listed at

https://boehringer-

9.5

HAAT3

osobnich Gdaju® znamenaji (i) jakykoli
zédkon, statut, prohlaseni, vyhlasku,
smernici, pravni predpis, nafizeni,
pfedpis, pravidlo nebo jiné zévazné
omezeni (ve znéni pozdéjSich zmén,
konsolidovanych nebo znovu pfijatych
predpistl), které se tykaji ochrany
fyzickych osob v souvislosti se
zpracovanim osobnich Udajd, jez se na
Smluvi stranu vztahuji, zejména
nafizeni (EU) 2016/679 o ochrané
fyzickych osob v souvislosti se
zpracovanim osobnich Udajd  (dale
oznaCované jako ,,Obecné nafizeni o
ochrané osobnich Udajii — GDPR“); a
(ii) veSkeré kodexy praxe nebo pokyny,
které prObézné uverejni prislusny
regulacni organ. Zdravotnické zafizeni a
Zkousejici budou zpracovavat osobni
Udaje pouze v souladu s platnymi
Zakony o ochrané osobnich Udajd.

Smluvni strany budou dodrZovat
podminky smlouvy o zpracovani
osobnich udajt separatné

uzavrene/pripojené jako Priloha 3.

Smluvni 1ékaf, ktery je fyzickou

osobou, bere na védomi, Ze mohou byt

zpracovavany jeho osobni (daje v

rozsahu identifikaCnich udajli

uvedenych v zahlavi této Smlouvy a

kontaktnich tdajl (telefonni Cislo a e-

mailova adresa)

i. CRO jako spravcem udaji pro
ucely plnéni této Smlouvy a pro
ucely spravy smluvniho vztahu, a
dale

ii. spoleCnosti Bl  pro  ucely
opravnénych zajmu spocivajicich v
provadéni spoluprace s CRO a
internich kontrol, jakoZ i

iii.  dodrZovani zakonnych povinnosti

spoleCnosti Bl souvisejicich s
provadénim neintervencnich studii.
Pfijemci (daji budou zejména
opravnéni zaméstnanci CRO /
spolecnosti Bl jako spravcl Udajd.
DalSimi pfijemci mohou byt jiné
spoleCnosti  skupiny Boehringer
Ingelheim uvedené v seznamu na
adrese https://boehringer-
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ingelheim.com/locations/, IT
services providers, eventually
relevant state authorities. Transfers
of personal data to the third
countries for which there is no
Commission decision on adequate
protection will be carried out on the
basis of appropriate safeguards in
the form of standard contractual
clauses. The personal data of the
Contract  physician  will  be
processed by CRO/BI throughout
the duration of the Contract,
provided that in the case of
processing by Bl for the purposes
of legitimate interests may be the
data processed also 10 years after
the termination of the Agreement.
For compliance  with legal
obligations may be the personal
data processed by BI during the
performance of the study and 15
years after its termination or for a
term established by Applicable
Law after the expiry of the
Agreement. Provision of the data is
a contractual requirement. Failure
to provide the data may result in
impossibility of performance.
Contract Physician has the right to
access his/her data, right to data
portability as well as the right to have
remedied a bad state of affairs and have
the personal data rectified,
supplemented or erased, where the
statutory conditions are met.
Contract Physician has also the right to
object to the processing on the basis of
legitimate interests of BI.
With queries or demands regarding data
protection may Contract physician
contact CRO at dl-qa@alcedis.de, Tel.
+49 (641) 94430 0 and BI at e-mail
address DataPrivacy.PRG@boehringer-
ingelheim.com or via phone number:
+420 234 655 — 111. Data subject has
also the right to lodge a complaint
directly with a relevant supervisory
authority.

9.6

9.7

9.8

ingelheim.com/locations/,

poskytovatelé IT sluzeb, pfipadné
prislusné statni organy. Predavani
osobnich Gdajti do tretich zemi, pro
ktere neexistuje rozhodnuti
Komise o odpovidajici ochrané,
bude provadéno na zékladé
vhodnych  zaruk v  podobé
standardnich smluvnich dolozek.
Osobni Gdaje Smluvniho lékare
bude CRO / spolecnost BI
zpracovavat po celou dobu trvani
Smlouvy s tim, Ze v pfipadé
zpracovani ze strany spolecnosti Bl
pro Ucely opravnénych zajmi
mohou byt (daje zpracovavany
jesté deset let po datu ukonceni
Smlouvy. Pro splnéni zékonnych
povinnosti mdze spolecnost BI
osobni  Udaje zpracovdvat v
pribéhu provadéni studie a patnact
let po jejim ukonceni nebo po
urCitou dobu po skonceni platnosti
Smlouvy stanovenou Vztahujicimi
se pravnimi predpisy. Poskytnuti
Udaji je smluvnim poZzadavkem.
Neposkytnuti Gdajdi mdze mit za
nasledek nemoznost pInéni.

Smluvni Iékaf ma pravo na pfistup ke
svym Udajdm, pravo na prenositelnost
Udajl, a také pravo na odstranéni
zavadného stavu a na opravu, doplnéni
nebo vymaz osobnich tdajtl, pokud jsou
splnény zakonné podminky.

Smluvni 1ékaf méa rovnéz pravo vznést
nadmitku proti zpracovani na zakladé
opravnénych zajmd spolecnosti BI.

S dotazy nebo pozadavky tykajicimi se
ochrany osobnich Udajd mize Smluvni
lékaF kontaktovat CRO na adrese dl-
ga@alcedis.de nebo na telefonnim Cisle
+49 (641) 94430 0 a spolecnost Bl na e-
mailové adrese
DataPrivacy.PRG@boehringer-
ingelheim.com nebo na telefonnim
Cisle: +420 234 655 — 111. Subjekt
Udaji ma rovnéz pravo podat stiznost
pfimo u pfislusného dozorového Uradu.
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Anti-Bribery and Anti-Corruption

10.1 Institution and Contract Physician are

10.2

prohibited to offer, promise, pay or
arrange for payment or giving of any
benefit or advantage to any individual or
entity, including but not limited to
Public Officials, as defined below, in
exchange for an improper advantage in
any form either directly or indirectly. In
particular, Institution and Contract
Physician may not offer, promise or pay
a bribe in order to fulfil, obtain or retain
(i) regulatory requirements, (ii) any kind
of business including any commercial
transaction to which CRO/BI is a party,
or (iii) any other improper advantage in
connection with the Dbusiness of
CRO/BI. Institution and Contract
Physician are prohibited to request,
accept a promise of or receive any
payment, benefit or advantage from any
individual or entity for oneself or for a
third party in return for giving another
person or entity unfair preferences in the
procurement of goods or commercial or
other services. In case of any doubt
regarding the question whether or not a
particular transaction may be regarded
as a bribe, Institution and Contract
Physician must seek prior advice and
approval of the CRO/BI.

For the purpose of this Agreement,
“Public Official” means any officer or
employee of a local or foreign
government or any department, agency,
or instrumentality thereof, or of a public
international organization as well as any
person acting in an official capacity for
or on behalf of any such government,
department, agency, or instrumentality,
or for or on behalf of any such public
international organization as well
healthcare professionals, working in
healthcare institutions, in which the
central, regional or local government
owns an interest or has control or which
are paid partly or as a whole by the

10.

10.1

10.2

Prohlaseni  ohledné
uplatkarstvi a korupci

boje proti
Zdravotnické zarizeni a Smluvni lékar
ma zakadzano nabizet, slibovat, platit
nebo zafizovat platbu Ci poskytovani
jakychkoli benefitd nebo vyhod jakékoli
fyzické nebo pravnické osobé, mimo
jiné Verejnym Ciniteldm, jak jsou
definovani  nize, vyménou za
nepatfi¢nou vyhodu v jakékoli formé, at’
uz primo, nebo nepfimo. Zdravotnické
zafizeni a Smluvni lékar zejména nesmi
nabizet, slibovat nebo zaplatit Uplatek za
ucelem splnéni, ziskani nebo udrZeni (i)
regulacnich poZadavkd, (ii) jakéhokoli
druhu  obchodu vCetné  jakékoli
obchodni transakce, jejiz stranou je
CRO / spole¢nost Bl, nebo (iii) jakékoli
Jjiné nepatficné vyhody v souvislosti s
Cinnosti CRO / spoleCnosti  BI.
Zdravotnické zarizeni a Smluvni lékar
ma zakadzano pro sebe nebo pro treti
osobu pozadovat, prijimat pfislib nebo
pfijimat jakoukoli platbu, benefit nebo
vyhodu od jakékoli fyzické nebo
pravnické osoby vyménou za to, Ze jiné
osobé nebo  subjektu  poskytne
nespravedlivé vyhody pfi ndkupu zboZi
nebo obchodnich Ci jinych sluzeb. V
pfipadé jakychkoli pochybnosti o tom,
zda je mozné urCitou transakci
povazovat za Uplatek, musi
Zdravotnické zarizeni a Smluvni lékar
pfedem poZadat o radu a souhlas CRO /
spolec¢nost BI.

Pro GCely této Smlouvy se ,,Vefejnym
Cinitelem”  rozumi jakykoli dfednik
nebo zaméstnanec narodni  nebo
zahranicni vlady nebo jakéhokoli jejiho
ministerstva, agentury nebo organizace,
pfipadné mezindrodni organizace, jakoz
i jakékoli osoba jednajici v oficilni
funkci za jakoukoli takovou vladu,
ministerstvo, agenturu nebo organizaci,
pfipadné za  jakoukoli  takovou
mezinarodni organizaci, a rovnéz
zdravotnici pracujici ve zdravotnickych
zafizenich, v nichZ nérodni vlada nebo
regionalni nebo mistni samosprava
vlastni podil nebo které jsou Castecné
nebo zcela financovany prislusnym
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government. Regardless of whether or
not such transfer might constitute a
bribe, Institution and Contract Physician
may not transfer anything of value to a
Public Official without the prior
approval of CRO/BI. Institution and
Contract Physician may not transfer
anything of value to agents for the
purpose of offering, promising, paying,
receiving, soliciting, or arranging for the
payment of, or reimbursing anyone for
payment of, a bribe or a transaction of
anything of value to a Public Official.
The BI acknowledges and accepts the
consequences arising from this, that the
Institution is a  state-subsidized
organization directly managed by the
Ministry of Health of the Czech
Republic. All employees of the
Institution, including the Contract
Physician, can therefore be considered
as the Public Official.

Institution and Contract Physician shall
report any suspicion of past, actual or
potential violations of this section to
CRO/BI. If Institution and/or Contract
Physician is in doubt whether a certain
act violates its obligations under this
section, Institution and/or Contract
Physician shall contact CRO/BI and
shall delay the decision before taking the
action.

Any violation of this section constitutes
a material breach of this Agreement. In
addition to any other sanction provided
by Applicable Law and/or this
Agreement, CRO may terminate this
Agreement for cause and with
immediate effect, if Institution and/or
Contract  Physician  violates its
obligations  under  this  section.
Institution and Contract Physician shall
indemnify and hold CRO harmless for
any loss or damage resulting of a breach
by the Institution and/or Contract
Physician, its directors, officers,
employees, sub-contractors and agents
of this section or of any Applicable Law.

10.3

10.4

statem. Bez ohledu na to, zda by takovy
pfevod mohl predstavovat Uplatek,
nesmi Zdravotnické zafizeni a Smluvni
IékaF bez predchoziho souhlasu CRO /
spoleCnosti Bl predat Verejnému
Ciniteli cokoli hodnotného.
Zdravotnické zarizeni a Smluvni lékar
nesméji predavat cokoli hodnotného
zéstupclm za  ucelem  nabizeni,
slibovéni, placeni, prijimanti,
vyzadovani nebo zafizovani dplatku
nebo Ghrady Uplatku nebo transakce s
¢imkoli hodnotnym Verejnému Ciniteli.
Spole¢nost Bl bere na védomi a
akceptuje disledky z toho plynouci, Ze
Zdravotnické  zafizeni je  statni
pfispévkova organizace pfimo fizena
Ministerstvem  zdravotnictvi  Ceské
republiky. Vsichni zameéstnanci
Zdravotnického  zafizeni, vCetné
Smluvniho lékafe mohou byt tedy
povazovani za Verejné Cinitele.
Zdravotnické zarizeni a Smluvni lékar
nahlasi CRO / spolecnosti Bl jakékoli
podezieni na minulé, aktualni nebo
potencialni poruseni tohoto c¢lanku.
Pokud mé& Zdravotnické zarizeni a/nebo
Smluvni Iékaf pochybnosti o tom, zda
urCity ukon porusuje jeho povinnosti
podle tohoto Clanku, kontaktuje
Zdravotnické zafizeni a/nebo Smluvni
Iékaf CRO / spolecnost Bl a rozhodnuti
0 ucinéni opatreni odlozi.

Jakékoli poruSeni tohoto Clanku se
povaZzuje za podstatné poruseni teto
Smlouvy. Kromé jakychkoli jinych
sankci stanovenych Vztahujicimi se
pravnimi  predpisy a/nebo  touto
smlouvou mdze CRO tuto Smlouvu
vypovédét s uvedenim ddvodu a s
okamzitou platnosti, pokud
Zdravotnické zafizeni a/nebo Smluvni
IékaF porusi své povinnosti podle tohoto
Clanku.  Zdravotnické  zafizeni a
Smluvni 1ékaf odSkodni CRO za
jakoukoli ztratu nebo Skodu vzniklou v
disledku poruseni tohoto ¢lanku nebo
jakéhokoli Vztahujiciho se pravniho
pfedpisu ze strany Zdravotnického
zafizeni a/nebo Smluvniho Iékare, jejich
fediteld,  vedoucich  pracovniki,
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11.3
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Term and Termination

The estimated duration of the NIS is
from the signing of this Agreement to
December 31, 2023. Any deviation of
the actual duration from the estimated
duration exceeding this period by more
than 6 months requires a change to this
Agreement in the form of a written
amendment. This Agreement and any
amendment thereof will become
effective on the date on which it is
published in the Register of Contracts as
stipulated by the Act. No. 340/2015
Coll.,, on Special Conditions of
Effectiveness of Certain Contracts,
Publication of These Contracts and on
the Register of Contracts. The
publishing of the Agreement shall be
carried out by the Institution no later
than fifteen (15) days after the
Agreement is last signed by the Parties.
The Contract Physician agrees to the
publication of his name in connection
with this Agreement. CRO undertakes
to deliver a redacted version of this
Agreement for publication prior to its
signature.

The Parties agree that this Agreement
shall be terminated automatically if the
NIS is not formally initiated at the
Institution (i.e. no initiation visit
performed). The termination shall be
effective upon CRO’s communication to
the Institution and Contract Physician in
writing (e-mail suffices) that the NIS
will not be initiated.

CRO may terminate this Agreement for
any reason upon at least thirty (30) days
prior written notice to Institution/
Contract Physician. The date of
termination will be the date specified in
such notice.

CRO may terminate this Agreement or
terminate or suspend inclusion of
patients in the NIS immediately upon
written notice to Institution/ Contract
Physician if (i) the Institution or
Contract Physician fails to meet
inclusion goals of the NIS as specified in
the Observational Plan within the

11.
11.1

11.2

11.3

11.4

zaméstnancU, subdodavatel(l a zastupc.
Doba trvani a ukonceni Smlouvy

Predpokladana doba trvani NIS je od
podpisu této smlouvy do 31. prosince
2023. Pfipadna odchylka skutecné doby
trvéni od predpokladané doby trvani
presahujici tuto dobu o vice nez 6
mésicl vyZaduje zménu této smlouvy ve

formé pisemného dodatku. Tato
Smlouva a jeji pfipadné dodatky
nabyvaji  dacCinnosti  dnem  jejiho

uvefejnéni v registru smluv podle
zakona €. 340/2015 Sb., o zvlastnich
podminkach uc¢innosti nékterych smiuv,
uverejnovani téchto smluv a o registru
smluv. Zvefejnéni Smlouvy provede
Zdravotnické zafizeni nejpozdéji do
patnécti (15) dnli po podpisu Smlouvy
posledni ze Smluvnich stran. Smluvni
Iékaf souhlasi se zvefejnénim svého
jména v souvislosti s touto smlouvou.
CRO se zavazuje k dodani redigované
verze této smlouvy pro zverejnéni jesté
pfed jejim podpisem.

Smluvni strany se dohodly, Ze tato
Smlouva bude automaticky ukoncena,
pokud nebude ve Zdravotnickém
zafizeni formalné zahdjena NIS (tj.
nebude provedena zahajovaci
navstéva). Ukonceni je ucinné poté, co
CRO pisemné (staCi e-mailem) sdéli
Zdravotnickému zafizeni a Smluvnimu
Iékari, Ze NIS nebude zahajena.

CRO je opravnéna tuto Smlouvu
vypoveédét pisemnou vypoveédi
Zdravotnickému zafizeni / Smluvnimu
Iékari s vypovédni Ihdtou tficet (30) dni.
Datem ukonceni je datum uvedené v
takové vypovédi.

CRO milze tuto Smlouvu vypovédét
nebo ukonCit Ci pozastavit zafazovani
pacientd do NIS s okamzZitou Ucinnosti
na zakladé pisemného oznadmeni
Zdravotnickému zafizeni / Smluvnimu
lékafi, pokud (i) Zdravotnické zarizeni
nebo Smluvni l1ékaF nesplni cile zafazeni
do NIS stanovené v Planu pozorovani v
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11.6
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timeframe, if any, specified by CRO or
fails to include any patient within the
first 3 months after initiation, (ii)) CRO
terminates its conduct of the entire NIS
in CRO’s sole discretion; or (iv) there is
a violation or a suspected violation by
Institution and/or Contract Physician of
any Applicable Law, the Observational
Plan or this Agreement, as determined
within CRO’s reasonable discretion.
The date of termination will be the date
specified in such notice.

Institution/Contract  Physician  may
terminate this Agreement effective upon
written notice to CRO if CRO materially
breaches any of the terms or conditions
of this Agreement, and fails to cure such
breach within thirty (30) days after
receiving written notice thereof from
Institution/Contract Physician
specifying the breach alleged by
Institution/Contract Physician.

The effect of any such termination will

be as follows

(if) Upon receipt of notice of
termination by CRO, Institution and
Contract Physician will terminate
enrollment of patients pursuant to
the Observational Plan.

(ii) Contract Physician will (i) provide
to CRO/BI any and all data required
pursuant to the terms of this
Agreement and/or the
Observational Plan, and (ii) provide
CRO/BI representatives access,
both prior to and following final
payment, to data and medical
records for review and completion
of necessary documentation.

(iiif) Upon early termination for any
reason, Institution and Contract
Physician will use their best efforts
to promptly limit or terminate any
outstanding commitments and to
conclude the work. All costs for
services performed by Institution
and/or Contract Physician prior to
receipt of the termination notice and

11.5

11.6

pfipadném Casovém ramci stanovenem
CRO, nebo nezafadi Zadného pacienta
béhem prvnich tfi mésicl po zahajeni,
(ii) CRO ukonCi provadéni celé NIS
podle vlastniho uvazeni, (iv) dojde k
poruSeni nebo podezfeni na poruseni
jakéhokoli Vztahujiciho se pravniho
pfedpisu, Planu pozorovani nebo této
Smlouvy ze strany Zdravotnického
zafizeni a/nebo Smluvniho lékare, jak
ur€i CRO na zakladé svého uvéazeni.
Datem ukonceni je datum uvedené v
takové vypovédi.
Zdravotnické zafizeni / Smluvni lékaf
miZe tuto Smlouvu vypovédét s
ucinnosti od pisemného oznameni CRO
v pripadé, Zze CRO podstatné porusi
nékterou z podminek této Smlouvy a
nenapravi toto poruseni do triceti (30)
dnll od obdrZeni pisemného oznameni
od Zdravotnického zafizeni / Smluvniho
lékafe, v némZ je uvedeno poruseni,
které Zdravotnicke zafizeni / Smluvni
IékaF uplatiiuje.
Uginnost jakékoli takové vypovédi je
nasledujici
(i) Po obdrzeni vypoveédi ze strany
CRO Zdravotnické zafizeni a
Smluvni lékaf ukonCi registraci
pacientll podle Pozorovaciho
planu.
(i) Smluvni lékar (i) poskytne CRO
/ spoleCnosti Bl veSkeré (daje
pozadované podle podminek této

Smlouvy a/nebo Planu
pozorovani a (i)  pred
zavéreCnou platbou i po ni

umozni  zéastupcdm CRO /
spoleénosti Bl pfistup k Gdajim
a zdravotnické dokumentaci za
ucelem kontroly a doplnéni
nezbytné dokumentace.

(iii) P pfedCasném  ukonceni
smlouvy z jakéhokoli ddvodu
vynaloZi Zdravotnické zafizeni a
Smluvni IékaF veSkeré Gsili, aby
neprodlené omezili nebo
ukonCili ~ veSkeré  nesplnéné
zavazky a ukonCili  praci.
Veskeré naklady na sluzby
provedené Zdravotnickym
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authorized under the Observational
Plan and indicated in the Payment
Schedule will be reimbursed by
CRO.

Concluding Provisions

Institution and Contract Physician
represent and warrant that the
execution, delivery, and performance of
this Agreement by such party do not (i)
require the consent, waiver, approval,
license, or authorization of any person
or public authority which has not
heretofore been obtained; (ii) violate
any provision of law applicable to such
party; (iii) conflict with or result in a
default under any agreement or
instrument; or (iv) violate any judicial or
administrative decree, regulation, or any
other restriction of any kind or character
to which such party is a party or by
which such party is bound.

Institution and Contract Physician
represent and warrant that neither
Institution nor Contract Physician and/or
any staff have any conflict of interest
that would affect conduct of the NIS and
that neither Institution nor Contract
Physician have received any extra
benefits from CRO/BI or any of its
Affiliates for participation in the NIS,
including offers to family members.
Institution and Contract Physician will
promptly notify CRO/BI in writing if
any conflict of interest arises during the
term of this Agreement.

Neither  Institution nor  Contract
Physician shall be entitled to assign, to
sub-contract or otherwise transfer its
rights and obligations under this
Agreement in whole or in part to any
third party without the prior written
consent of CRO. Any such consent shall
relieve neither Institution nor Contract

12.
12.1

12.2

12.3

zafizenim a/nebo  Smluvnim
Iékarem pred obdrZzenim
vypovédi a schvalené v ramci
Planu pozorovani a uvedené v
Harmonogramu plateb  hradi
CRO.

Zavéreéna ustanoveni

Zdravotnické zarizeni a Smluvni lékar
prohlaSuje a zaruCuje, Ze uzavieni,
doruceni a plnéni této Smlouvy takovou
smluvni stranou (i) nevyzaduje souhlas,
zfeknuti se prava, schvaleni, licenci ani
povoleni jakékoli osoby nebo orgéanu
vefejné moci, které dosud nebylo
ziskano, (i) nepfedstavuje poruseni
zadného ustanoveni zékona, které se na
takovou smluvni stranu vztahuje, (iii)
neni v rozporu se Zadnou dohodou ani
listinou ani nema za nasledek neplnéni
zévazkUl vyplyvajicich z takové dohody
nebo listiny, ani (iv) nepredstavuje
poruseni jakéhokoli soudniho nebo
sprdvniho nafizeni, pFedpisu nebo
jakéhokoli jiného omezeni jakéhokoli
druhu nebo povahy, jehoZ je takova
smluvni strana GCastnikem nebo kterym
je takova smluvni strana vazana.
Zdravotnické zarizeni a Smluvni lékar
prohladuje a zaruCuje, Ze Zdravotnické
zafizeni ani Smluvni lékar a/nebo Zadny
zaméstnanec neni ve stietu zajm, ktery
by ovlivnil provadéni NIS, a Ze
Zdravotnické zafizeni ani Smluvni lékaf
neobdrZel/o od CRO / spolecnosti Bl
nebo kterékoli z jejich SpFiznénych
osob jakékoli dalSi vyhody z ucasti v
NIS, vCetné nabidek pro rodinné
prislusniky. Zdravotnické zafizeni a
Smluvni lékaf neprodlené pisemné
informuje CRO / spolec¢nost BI, pokud
béhem platnosti této Smlouvy dojde ke
stietu zajma.

Zdravotnické zafizeni ani Smluvni lékaf
nema pravo bez predchoziho pisemného
souhlasu CRO postoupit, zadat formou
subdodavky ani jinak prevest na
jakoukoli tfeti osobu sva préva a
povinnosti vyplyvajici z této Smlouvy,
at’ uz v pIlném rozsahu, nebo Castecné.
Zadny takovy souhlas nezbavuje
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Physician of its obligations hereunder. It
is understood by the Parties that any
right or obligation of CRO under this
Agreement may be assigned to Bl or any
of its Affiliates or a third party, and that
any right or obligation of CRO under
this Agreement may be performed by BI
or any of its Affiliates or a third party.
Any legal successor of BI shall be
deemed an Affiliate of Bl for the
purpose of this Agreement. For the
purpose of this Agreement, "Affiliate”
or "Affiliates” shall mean any person or
entity controlled by, controlling, or
under common control with either Bl or
Institution. For this purpose, "control”
means direct or indirect beneficial
ownership of at least fifty percent (50%)
interest in the voting stock (or the
equivalent) of such person or entity or
having the right to direct, appoint or
remove a majority or more of the
members of its board of directors (or
their equivalent), or having the power to
control the general management of such
person or entity, by contract, law or
otherwise.

This Agreement sets forth the entire
agreement between the Parties and
supersedes all previous agreements,
written or oral, regarding the subject
matter hereof. This Agreement may be
amended only by an instrument in
writing duly executed on behalf of the
Parties.

In case of inconsistencies between this
Agreement and any Appendix hereof,
the terms of this Agreement shall prevail
unless agreed to explicitly that the
Appendix should prevail. In the event
there is a discrepancy between this
Agreement and the Observational Plan,

12.4

12.5

Zdravotnické zafizeni ani Smluvniho
Iékafe jejich povinnosti podle této
Smlouvy.  Smluvni  strany  jsou
srozumeény s tim, Ze maji pravo jakékoli
pravo nebo povinnost CRO podle této
Smlouvy postoupit na spolecnost Bl
nebo kteroukoli z jejich Spriznénych
osob nebo na jakoukoli tfeti osobu a Ze
jakékoli pravo nebo povinnost CRO
podle této Smlouvy mize plnit
spoleCnost Bl nebo kterdkoli z jejich
Spfiznénych osob nebo treti strana.
Jakykoli pravni nastupce spolecnosti Bl
se pro ucely této Smlouvy povaZuje za
Spfiznénou osobu spolecnosti BI. Pro
ucely této Smlouvy se ,,Spfiznénou
osobou“ nebo ,,Spfiznénymi osobami*
rozumi jak&koli osoba nebo subjekt
ovlddané  spoleCnosti Bl  nebo
Zdravotnickym  zafizenim, ovladajici
spoleCnost Bl nebo Zdravotnické
zafizeni, pfipadné Kkteré jsou se
spoleCnosti Bl nebo Zdravotnickym
zafizenim pod spolecnym ovladanim.
Pro tento Ucel se ,,ovladanim* rozumi
pfimé nebo nepfimé skutecné vlastnictvi
nejméné padesatiprocentniho (50 %)
podilu na akciich s hlasovacim pravem
(nebo jejich ekvivalentu) takové osoby
nebo subjektu nebo pravo fidit,
jmenovat nebo odvolavat vétSinu nebo
vice €lenl jejiho predstavenstva (nebo
jejich ekvivalentu), pfipadné pravo
kontrolovat celkové Fizeni takové osoby
nebo subjektu na zakladé smlouvy,
zakona nebo jinak.

Tato Smlouva obsahuje Uplnou dohodu
mezi Smluvnimi stranami a nahrazuje
vSechny predchozi pisemné nebo Ustni
dohody tykajici se predmétu této
Smlouvy. Tuto Smlouvu je mozZné meénit
pouze pisemnou listinou s Fadnym
podpisem za Smluvni strany.

V pripadé rozpord mezi touto Smlouvou
a jakoukoli jeji  prilohou jsou
rozhodujici podminky této Smlouvy,
pokud neni vyslovné dohodnuto, Ze je
rozhodujici pfiloha. V pfipadé rozporu
mezi touto Smlouvou a Planem
pozorovani je v lékarskych a védeckych
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the Observational Plan will govern with
respect to medical and scientific issues
and to NIS conduct, and this Agreement
will govern with respect to all other
issues.

If the performance by either Party of any
of its obligations under this Agreement
is delayed or prevented Dby
circumstances beyond its reasonable
control, that Party will not be in breach
of this Agreement because of that delay
in performance. However, such Party
shall promptly give to the other Party
written notice claiming force majeure
and shall use its best efforts to eliminate
the effect of such force majeure, insofar
as is possible and with all reasonable
dispatch. If the period of delay or failure
should extend for more than three (3)
months then the non-defaulting Party
shall have the right to terminate this
Agreement forthwith upon written
notice at any time after expiration of said
three (3) months period.

Any waiver shall be made in writing for
it to be effective and unless expressly
stated shall not be a continuing waiver
nor shall it prevent the waiving Party
from enforcing any term or condition of
this Agreement not so waived.

The invalidity of any provision of this
Agreement or any loophole in this
Agreement shall not affect the validity
of any other provision hereof. The
Parties undertake to replace the invalid
provision or close the loophole in the
Agreement with another provision
which reflects legally the originally
intended commercial objectives of the
Parties as closely as possible.

In the performance of this Agreement
each party shall be an independent
contractor, and therefore, no Party shall
be entitled to any benefits applicable to
any employees of the other Party. In
particular, this agreement gives the
Investigator no right of employment to
CRO. No Party is authorized to act as an
agent for the other Party for any purpose,

12.6

12.7

12.8

12.9

zélezitostech a v provadéni NIS
rozhodujici Plan pozorovani a ve vSech
ostatnich zalezitostech je rozhodujici
tato Smlouva.

Pokud se plnéni jakéhokoli zavazku
podle této Smlouvy nékterou ze
Smluvnich stran zpozdi nebo mu
zabrani okolnosti mimo jeji pfiméfenou
kontrolu, neporusi tim tato Smluvni
strana tuto Smlouvu z dlivodu takového
zpozdéni s pInénim. Tato Smluvni
strana vSak neprodlené pisemné oznami
druhé Smluvni strang, Ze doslo k z&sahu
vysSi moci, a vynaloZzi vesSkere Gsili, aby
ucinek vyssi moci odstranila, pokud je
to mozné, a to pfiméfenym urychlenim.
Pokud by doba prodleni s pInénim nebo
doba neplnéni zavazk( trvala déle nez
tfi (3) mésice, ma Smluvni strana, ktera
neni v prodleni, pravo tuto Smlouvu
okamZité vypoveédét na zakladé pisemné
vypovédi  kdykoli  po  uplynuti
uvedenych tfi (3) mésicd.

Jakékoli vzdani se prdva musi byt
u€inéno pisemné, aby bylo U¢inné, a
pokud to neni vyslovné uvedeno,
nejednd se o trvalé vzdani se prava ani
nebrani Smluvni strané, ktera se prava
vzdala, aby vymahala jakoukoli
podminku této Smlouvy, na niz se
takové vzdani se prava nevztahuje.
Neplatnost jakéhokoli ustanoveni této
Smlouvy nebo jakakoli mezera v ni
nema vliv na platnost ostatnich
ustanoveni pfedmétu této Smlouvy.
Smluvni strany se zavazuji nahradit
neplatné ustanoveni nebo odstranit
mezeru ve Smlouveé jinym ustanovenim,
které co nejvérngji odrazi plvodné
zamyslené obchodni cile Smluvnich
stran.

Pfi plnéni této Smlouvy je kazda
Smluvni strana nezavislym
dodavatelem, a proto Zadnd Smluvni
strana nema narok na Zadné vyhody,
které se vztahuji na zaméstnance druhé
Smluvni strany. Tato smlouva zejména

nezaklada pravo Zkousejiciho na
zameéstnani u CRO. Zadné ze Smluvnich
stran neni opravnéna jednat za
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and no Party shall enter into any
contract, warranty or representation as to
any matter on behalf of the other Party.

12.10 The terms and conditions of the Sections
titled Study Documents,
Confidentiality; Intellectual Property;
Publication; Monitoring, Audits, and
Inspections; will survive termination or
completion of this Agreement.

12.11 This Agreement has been executed in
Czech and English. The Parties hereto
agree that the Czech version shall
prevail; this includes prevalence over
the codes of conduct of the applicable
professional and industrial associations
for all matters of interpretation.

12.12 In case one or more provisions contained
in this Contract should be or become, or
be declared or held, fully or in part
invalid, illegal or unenforceable in any
respect under any applicable law, court
proceedings or any other governmental
or other regulatory authority, the
validity, legality and enforceability of
the remaining provisions of this
Contract shall not in any way be affected
or impaired. The Parties agree to
substitute for any such invalid, illegal or
unenforceable provision a valid, legal
and enforceable provision which
achieves to the greatest extent possible
the legal, economic and commercial
purposes of the invalid, illegal or
unenforceable provision.

12.13 Any notice under this Agreement will be
mailed (by certified or registered mail,
postage  prepaid, return  receipt
requested) or delivered by a reputable
overnight courier service. Notices will
be directed to the name and address set
forth below:

If to Institution:

Fakultni nemocnice Ostrava
17. listopadu 1790/5, 708 52 Ostrava - Poruba
Office: Centrum klinickych studii

jakymkoli ucelem jako zéstupce druhé
Smluvni strany a nesmi v Zadné
zélezitosti jménem druhé Smluvni
strany uzavirat Z&dné smlouvy ani
poskytovat zaruky nebo prohlaseni.

12.10Podminky ¢lankd nazvanych Studijni

dokumenty, Zachovani  d(vérnosti,
DuSevni  vlastnictvi, Publikace a
Monitorovani, audity a inspekce
zUstavaji v platnosti i po vypovédi nebo
ukonceni této Smlouvy.

12.11 Tato Smlouva se uzavird v ¢eském a

anglickém jazyce. Smluvni strany se
dohodly, Ze rozhodujici je Ceska verze,
coZ znamena, Ze je rozhodujici pro
vdechny zaleZitosti vykladu, tedy oproti
kodextm chovani prislusnych
profesnich a oborovych sdruzeni.

12.12 Pokud nékteré z ustanoveni obsazenych

v této Smlouvé je nebo se stane nebo se
vyhlasi v jakémkoli ohledu neplatnym,
nezdkonnym nebo nevymahatelnym
podle jakéhokoli vztahujiciho se
pravniho pfedpisu, soudniho Fizeni nebo
jakéhokoli jiného statniho nebo jiného
regulacniho orgénu, pak tim neni nijak
dottena ani  naruSena  platnost,
zdkonnost ani vymahatelnost jejich
zbyvajicich ustanoveni. Smluvni strany
se dohodly, Ze nahradi jakékoli takové

neplatne, nezakonne nebo
nevymahatelné ustanoveni platnym,
zakonnym a vymahatelnym

ustanovenim, které v nejvyssi mozné
mife dosahne pravniho, ekonomického
a obchodniho GCelu neplatného,
nezakonného nebo nevymahatelného
ustanoveni.

12.13 Jakékoli oznameni podle této Smlouvy

bude zaslano poStou (doporuceng, s
predplacenym postovnym a s dodejkou
potvrzujici doruceni) nebo doruceno
renomovanou kuryrni sluzbou.
Oznameni se zasilaji na nize uvedené
jméno a adresu:

Pro Zdravotnické zafizeni:

Fakultni nemocnice Ostrava
17. listopadu 1790/5, 708 52 Ostrava - Poruba
Kancelar: Centrum klinickych studii
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Attention: Mgr. Martina Robenkova, MBA

Email: martina.robenkova@fno.cz

If to Contract Physician:

prof. MUDr. Jan Véclavik, Ph.D.
17. listopadu 1790/5, 708 52 Ostrava - Poruba
Office: Interni a kardiologicka klinika

Email: jan.vaclavik@fno.cz

If to CRO:
Alcedis GmbH
Winchesterstr. 3
Giessen, Germany
Office: /
Attention:
Management
Fax: +49 641 944 36 70
Email: info@alcedis.de

(Europaviertel), 35394

Janina  Friedrich, Contract

12.14This Agreement shall be construed in
accordance  with and  governed
exclusively by the laws of the Czech
Republic without reference to its rules of
conflict of law. In the event of any
controversy or claim arising out of or
relating to any provision of this
Agreement, the Parties shall first try to
settle those conflicts amicably between
themselves. All disputes arising in
connection with this Agreement, which
cannot be settled amicably, shall be
exclusively settled by the competent
courts in the Czech Republic.

IN WITNESS WHEREOF, the Parties have
executed this Agreement in [3] originals by
their duly authorized representatives.

K rukam: Mgr. Martina Robenkova, MBA

E-mail; martina.robenkova@fno.cz

Pro Smluvniho Iékare:

prof. MUDrr. Jan Véclavik, Ph.D.
17. listopadu 1790/5, 708 52 Ostrava - Poruba
Kancelar: Interni a kardiologicka klinika

E-mail; jan.vaclavik@fno.cz

Pro CRO:

Alcedis GmbH
Winchesterstr. 3
Giessen, Némecko
Kancelar: /

K rukéam: Janina Friedrich, sprava smluv

(Europaviertel), 35394

Fax: +49 641 944 36 70
E-mail: info@alcedis.de

12.14 Tato Smlouva se fidi vyhradné
pravnim Fadem Ceské republiky, v
souladu s nimz se také vyklada, bez
pfihlédnuti k jeho ustanovenim
koliznich norem. V pfipadé jakéhokoli
rozporu nebo naroku vyplyvajiciho z
jakéhokoli ustanoveni této Smlouvy
nebo v souvislosti s nim se Smluvni
strany nejprve pokusi vyreSit tyto
spory mezi sebou smirnou cestou.
Veskeré spory vzniklé v souvislosti s
touto Smlouvou, které se nepodafi
vyresit smirnou cestou, budou feSeny
vyhradng pfislusnymi soudy v Ceské
republice .

NA DUKAZ CEHOZ nechaly Smluvni
strany tuto Smlouvu Ffadné podepsat ve [3]
originalnich ~ vyhotovenich  svymi  fadné
zmocnénymi zastupci.
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CRO

GIeSSeN, ....vvveienns

Dr. Bernhard Remes
CEO

Signed on behalf of the institution

doc. MUDr. Ing. Jakub Cvek, Ph.D. MBA

(Name [in capital letters])

Deputy director for science, research and
education

(Function [in capital letters])

Ostrava

.................................. Lo,
(Place) (dd / month / yyyy)
(slgnature) .................................

The undersigned Principal Investigator hereby
declares that he/she has read the above Agreement
between the Parties and that he/she agrees with the
provisions of the Agreement relative to his/her
role, responsibilities and duties concerning the
NIS:

Signed by the Contract Physician

prof. MUDr. Jan Vaclavik, Ph.D.

Ostrava

.................................. Lo
(Place) (dd / month / yyyy)
(slgnature) .................................

CRO

V Giessenudne ..........veennn.

Dr. Bernhard Remes
CEO

Podepsano za Zdravotnické zarizeni

doc. MUDr. Ing. Jakub Cvek, Ph.D., MBA

(JIméno [hilkovym pismem])

Néameéstek Feditele pro védu, vyzkum a vyuku

(Funkce [hilkovym pismem])

Ostrava

................................. Lol
(misto) (dd / mésic / rrrr)
(pOdeS) ....................................

Nize podepsany Hlavni zkouSejici timto
prohladuje, Ze si pfecetl/a vySe uvedenou Smlouvu
mezi Smluvnimi stranami a Ze souhlasi s
ustanovenimi Smlouvy tykajicimi se jeho/jejich
role, odpovédnosti a povinnosti souvisejicich s
NIS:

Podepsano Smluvnim lékaiem

prof. MUDr. Jan Vaclavik, Ph.D.

Ostrava

................................. Looiid oo
(misto) (dd / mésic / rrrr)
(pOdeS) ....................................
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13.  List of Appendices

The following appendices are incorporated
into and made part of this Agreement:

Appendix 1: Remote Data Capture (RDC) -
Terms and Conditions

Appendix 2: Payment Schedule

Appendix 3: Data Processing Agreement

Appendix 1

Remote Data Capture (RDC) - Terms
and Conditions

1. COMPUTER USE FOR DATA ENTRY

1.1. As Remote Data Capture (“RDC”) will
be used for the NIS, Contract Physician
will use his/her own or the Institution’s
computer for data entry.

2. SYSTEM ACCESS

2.1.  Access to the computer system used for
RDC for the NIS is password-controlled
and only authorized personnel may
access and use the computer system.
CRO/BI will issue dedicated user name
and password to each personnel who
require access to the computer system in
the course of the NIS (“Authorized
User”). User names and passwords must
not be used by or together with any other
person. A list of all Authorized Users
shall be kept at the site. Each Authorized
Person is liable for actions performed
under his or her username.

3. COMPUTER STORAGE AND
SYSTEM SECURITY

3.1. Contract Physician shall ensure that the
computer systems used for RDC
(whether owned by Institution or

14. Seznam Priloh

Déale uvedené prilohy se zaClefuji do této
Smlouvy a jsou jeji soucasti:

Priloha ¢. 1: Vzdaleny sbér dat (RDC) —
Podminky

Pfiloha €. 2: Harmonogram plateb

Priloha €. 3: Smlouva o zpracovani osobnich
Udajl

Priloha ¢. 1

Vzdaleny sbér dat (RDC) — Podminky

1. POUZIVANI POCITACE PRO
ZADAVANI DAT

1.1.Vzhledem k tomu, Ze se pro NIS bude
pouzivat dalkovy sbér dat (Remote Data
Capture, dale oznaCovany jako ,,RDC*"),
bude Smluvni lékaF pro zadavani dat
pouzivat svdj vlastni pocita¢ nebo pocita¢
Zdravotnického zafizeni.

2. PRISTUP DO SYSTEMU

2.1.Pfistup do pocitaCového  systému
pouZivaného pro RDC v ramci NIS je
spravovan skrze heslo a pfistup do néj a k
jeho pouzivani maji pouze opravnéni
pracovnici. CRO / spolecnost Bl vyda
vyhrazené uZivatelské jméno a heslo
kazdému pracovnikovi, ktery potfebuje
pfistup do pocitaového systému v ramci
NIS (déale oznaCovany jako ,,Opravnény
uzivatel“). UZivatelska jména a hesla
nesmi pouzivat Zadna jind osoba ani se
nesmi pouZivat spolecné s Zadnou jinou
osobou. Seznam vSech Opravnénych
uzivateld se uchovava na pracovisti.
Kazda Opravnéna osoba nese odpovédnost
za Ukony provedené pod jejim
uzivatelskym jménem.

3. POCITACOVE ULOZISTE A
ZABEZPECENI SYSTEMU

3.1.Smluvni lékar zajisti, aby pocitaCové
systémy pouzivané pro RDC (at’ uz ve
vlastnictvi Zdravotnického zafizeni, nebo
dodané CRO / spolecnosti BIl) byly
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supplied by CRO/BI) are protected
against unauthorized use, in particular
by ensuring the practice of:

(i) logging off when not using the
computer system or during
Authorized User’s absence when
the computer system is left
unattended; and

@ii) locking up the room when data
entry is interrupted and the
Authorized User has to leave the
computer system unattended in
that room.

4. SYSTEM TRAINING

4.1.

All  Authorized User must have
completed the web-based training (the
“Training”) provided by CRO/BI prior
to performing their trial related tasks in
the computer system. Upon completion
of the Training, each trainee is provided
with the possibility to print-out or save a
training certificate (i.e., as PDF-File)
which needs to be stored locally at the
site. A copy of the locally stored training
certificate should be made and filed in
the NIS folder.

5. DATA ENTRY

5.1.

Contract Physician must enter data into
the computer system within forty-eight
(48) hours after the patient’s visit.
Moreover, Contract Physician must
ensure that entered data are ascribable to
source documentation to be maintained
at the Institution’s/Contract Physician’s
site. Data entry into the computer system
must only be performed by Authorized
Users. It is essential for the Contract
Physician to ensure that data entered into
the computer system must always be
ascribable to source documentation to be
maintained at the Contract Physician’s
site. Data entry into the computer system
must only be performed by Authorized
Users.

chranény proti neopravnénému pouZiti,
zejména skrze:

(i) odhlaSovani na dobu, kdy se
pocitaCovy systém nepouziva, nebo
na dobu nepfitomnosti
Opravnéného uZivatele, pokud je
pocitatovy systém ponechan bez
dozoru; a

(ii) zamykani mistnosti v dobg, kdy je
zadadvani  dat  preruseno a
Opravnény uZzivatel musi v této
mistnosti  ponechat  pocitaCovy
systém bez dozoru.

4. ZASKOLENI DO SYSTEMU
4.1.VSichni Opravnéni uzivatele musi pred

provadénim ukoll v pocitacovém systému
souvisejicich s realizaci  klinického
hodnoceni absolvovat webové Skoleni
(dale oznatované jako ,,Skoleni“), které
jim poskytne CRO / spolec¢nost Bl. Po
dokongeni Skoleni ma kazdy jeho ugastnik
moznost vytisknout si nebo si ulozit
certifikdt o Skoleni (napf. ve formatu
PDF), ktery je tfeba uloZit lokalné na
pracovisti. Je tfeba vytvofit kopii mistné
uloZeného osvédceni o Skoleni a uloZit ji
do slozky NIS.

5. ZADAVANI DAT
5.1.Smluvni lékaf musi zadat Udaje do

pocitacového systému do Ctyficeti osmi
(48) hodin po navstévé pacienta. Smluvni
Iékaf musi navic zajistit, aby zadané Udaje
byly pfifaditelné ke zdrojove
dokumentaci, kterd bude uchovavana na
pracovisti  Zdravotnického zafizeni /
Smluvniho lékafe. Zadavani dat do
pocitacového systému mohou provadét
pouze Opravnéni uZivatelé. Je nezbytné,
aby Smluvni lekaf zajistil, Ze udaje
vloZené do pocitaCového systemu musi byt
vzdy priraditelné ke zdrojové
dokumentaci, kterd& se uchovava u
Smluvniho |ékafe. Zadavéani dat do
pocitacového systému mohou provadét
pouze Opravnéni uzivatelé.
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6. PODEPSANI ZADANYCH DAT
6.1.Smluvni IékaF potvrdi Uplnost a spravnost

6. SIGNATURE OF THE DATA

6.1.

Contract Physician will confirm the
completeness and correctness of all data
transcribed into the computer system by
the Authorized User(s) by applying an
electronic signature. The electronic
signature has the same legal status as a
manual signature (provided Applicable
Law provides for the same). The
electronic signature is assigned to the
Contract Physician user name and
password; no other person is authorized
to use these.

véech dat prepsanych do pocitacového
systému Opravnénym uzivatelem
(Opravnénymi uZivateli) skrze pouziti
elektronického podpisu.  Elektronicky
podpis méa stejné pravni postaveni jako
vlastnorucni podpis (za predpokladu, Ze
tak stanovi Vztahujici se pravni predpisy).
Elektronicky podpis je pfifazen Kk
uzivatelskému jménu a heslu Smluvniho
Iékafe a Z&dna jin& osoba neni opravnéna
je pouZivat.
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Appendix 2

Pavment Schedule

Boehringer Ingelheim, NIS: 1199-0467

A. PAYMENT TERMS
The Parties agree that the payee designated
below is the proper payee for this
Agreement, and that payments under this
Agreement will be made only to the
following payee (the “Payee”):

PAYEE NAME:
Fakultni nemocnice Ostrava

PAYEE ADDRESS:
17. listopadu 1790/5, Ostrava-Poruba 708
00

VAT

YES

VAT NUMBER: CZ00843989

BANK DETAILS:

Exact Name of bank: Ceska narodni banka
IBAN: CZ59 0710 0000 0000 6633 2761
SWIFT: CNBACZPP

Reason for Payment: Emp-Activity

Except as specifically agreed to by CRO in
writing, neither Institution will be entitled
to any payments in connection with the
NIS or activities conducted pursuant to
this Agreement in addition to the amounts
set forth in the Payment Schedule.

B. PAYMENT TRANSFER

Payments will be made via foreign
payment transfer solely to an account in
the country where the Institution provided
its work/services for the NIS and is a tax
resident of. Institution is obliged to take
care of the existence/correctness as well as
completeness and validity of the bank
details specified below in this Agreement.
In case any incorrect or incomplete data is
provided by the Institution, the payment
cannot be executed by CRO and CRO shall
not be liable for any payment delay. In

Priloha €. 2

Harmonogram plateb

Boehringer Ingelheim, NIS: 1199-0467

A.  PLATEBNIi PODMINKY

Smluvni strany se dohodly, Ze dale uvedeny
pfijemce je u této Smlouvy fadnym prijemcem
a Ze platby hrazené na jejim zékladé se
provadéji pouze nasledujicimu prijemci (dale
oznacovany jako ,,PFijemce*):

JMENO PRIJEMCE:
Fakultni nemocnice Ostrava

ADRESA PRIJEMCE:
17. listopadu 1790/5, Ostrava-Poruba 708 00

DPH
ANO

DIC: CZ00843989

BANKOVNI SPOJENI:

Presny nazev banky: Ceské narodni banka
IBAN: CZ59 0710 0000 0000 6633 2761
SWIFT: CNBACZPP

Ddvod platby: Emp-Activity

S vyjimkou pfipadl vyslovné pisemné
odsouhlasenych CRO nebude mit
Zdravotnické zafizeni, narok na jakékoli
platby v souvislosti s NIS nebo cinnostmi
provadénymi podle této Smlouvy nad rdmec
Castek uvedenych v Harmonogramu plateb.

B. PREVADENI PLATEB

Platby budou provadény prostfednictvim
zahranicniho platebniho prfevodu vyhradné na
ucet v zemi, kde Zdravotnické zafizeni /
poskytlo svou préaci/sluzby v ramci NIS a kde
je danovym rezidentem. Zdravotnickeé zafizeni
méa povinnost dbat na poskytnuti/spravnost,
jakoZ i Uplnost a platnost bankovnich Gdaj
uvedenych nize v této Smlouvé. V pripadg, Ze
Zdravotnické zafizeni poskytne nespravné
nebo neuplné Gdaje, nemize CRO platbu
provést a nenese odpovédnost za jeji zpoZdéni.
V pripadé jakékoli zmény bankovnich Udajd
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case of any changes of bank details (e.g.
new bank account number, deactivation of
bank account etc.), Institution shall
immediately notify CRO of such change.

C. PAYMENT FOR TRIAL VISITS
AND MILESTONES

CRO will initiate each
remuneration round. CRO  will
compensate Institution/Contract Physician
for completed visits and/or milestones
according to the Payment Schedule. No
payments will be made for patients who do
not precisely meet the inclusion criteria set
forth in the Observational Plan or who
have otherwise been admitted to the NIS in
violation of or outside the scope of the
Observational Plan, unless otherwise
agreed to in writing by CRO.

Payment for patients s
contingent upon compliance with this
Agreement, and the Observational Plan;
completion and submission of
Documented Status Reports; timely data
query resolution, as determined by CRO in
its reasonable discretion.

D. INCOMPLETE PATIENTS
PAYMENTS
If a patient withdraws or is withdrawn
from the NIS prior to completion, CRO
will pay Institution/Contract Physician the
pro rata costs per patient as set forth in the
Payment Schedule.

Notwithstanding the foregoing, CRO will
not pay for incomplete patients that have
only signed the informed consent form and
not commenced participation in the NIS.

CRO reserves the right to not pay for
incomplete patients if (i) CRO determines
that the patient did not precisely meet the
inclusion criteria set forth in the
Observational Plan and that the exclusion
of such patient should have been evident to
Institution/Contract Physician through the
exercise of reasonable screening practices,
or (ii) Institution’s/Contract Physician’s

(napf. nove Cislo bankovniho Gctu, deaktivace
bankovniho G¢tu atd.) ma Zdravotnicke
zafizeni povinnost tuto zménu neprodlené
oznamit CRO.

C.  PLATBA ZA NAVSTEVY A
MILNIKY
CRO zahdji jednotlivd kola
odménovani. CRO zaplati Zdravotnickému
zafizeni / Smluvnimu Iékafi nahradu za
dokoncené navstévy a/nebo milniky v souladu
s Harmonogramem plateb. Za pacienty, ktefi
pfesné nespliuji  kritéria pro zafazeni
stanovend v Planu pozorovani nebo ktefi byli
do NIS pfijati v rozporu s Planem pozorovani
nebo mimo jeho rdmec, nebudou provedeny
zadné platby, pokud CRO pisemné
neodsouhlasi jinak.

Platha za  pacienty je
podminéna dodrZzenim této Smlouvy a Planu
pozorovani, vyplnénim a predloZenim
Dokumentovanych hl&Seni o stavu a véasnym
vyfeSenim Zadosti o Udaje, jak ur¢i CRO podle
svého oddvodnéného uvazeni.

D. PLATBY ZA NEDOKONCENE
PACIENTY

Pokud pacient z NIS vystoupi nebo je z ni

vyfazen pfed dokonCenim, uhradi CRO

Zdravotnickému zafizeni / Smluvnimu lekafi

pomérné naklady na pacienta, jak je uvedeno

v Harmonogramu plateb.

Bez ohledu na vySe uvedene nebude CRO
platit za nedplné pacienty, Kktefi pouze
podepsali formular informovaného souhlasu a
nezahdjili ucast v NIS.

CRO si vyhrazuje pravo nezaplatit za netplné
pacienty, pokud (i) CRO zjisti, Ze pacient
pfesné nesplfioval kritéria pro zafazeni
stanovena v Planu pozorovani a Ze vyrazeni
takového pacienta mélo byt Zdravotnickému
zafizeni / Smluvnimu lékari zfejmé na zakladé
priméfenych postupd pfi screeningu, nebo (ii)
selhani screeningu nebo stazeni pacienta bylo
zplsobeno porusenim Planu pozorovani ze
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violation of the Observational Plan caused
the patient’s screen failure or withdrawal.

E. PAYMENT CYCLE
The remuneration will be initiated by CRO
and will presumably be done semi-anually.

Documents for invoicing containing an
overview of the services performed within
the  relevant  remuneration  round
(hereinafter referred to as “Documents for
invoicing”) and all notifications to the
Institution regarding invoicing will be sent
from CRO to the address:
romana.kovacova@fno.cz. After receiving
the Documents for invoicing from CRO,
the Institution is authorized to issue an
invoice to the CRO.

The invoice must be issued in the English
language and must meet the requirements
of legal regulations for international
payments. The invoice must be issued in
reverse charge mode and in EUR currency.
The due date of invoices is 60 days from
the date of issue by the Institution. Invoice
shall be provided to CRO in electronic
form to the address: invoice@alcedis.de;
empactivity@alcedis.de in CC.

F. OTHER EXPENSES

Any travel or hotel expenses required due
to the participation at investigator
meetings shall be agreed upon in advance
in writing (e-mail shall be deemed
equivalent to writing) with CRO/BI. In
case of approval CRO shall assume the
agreed travel expenses and subsistence
costs incurred in accordance with (i)
applicable law, (i) applicable industry
regulations on the cooperation of the
pharmaceutical industry with the medical
profession, and (iii)) CRO/BI instructions.
Physician(s) will present original receipts,
or other documentation approved in
writing by CRO/BI, for all incurred
expenses  for  which it  seeks
reimbursement. All personal extras such as
room service, minibar, laundry, videos or
others will not be reimbursed by CRO.

strany Zdravotnického zafizeni / Smluvniho
Iékare.

E. PLATEBNIi CYKLUS
Vyplaceni odmény iniciuje CRO a
predpoklada se, Ze bude probihat pololetné.

Podklady pro fakturaci obsahujici prehled
provedenych vykond v ramci pfislusného
odménovaciho kola (déle jen ,,Podklady pro
fakturaci®) a veskera oznameni
Zdravotnickému zafizeni tykajici se fakturace
budou zaslana CRO na  adresu:
romana.kovacova@fno.cz. Po  obdrZeni
Podkladd pro fakturaci od CRO je
Zdravotnické zafizeni opravnéno vystavit na
CRO fakturu.

Faktura musi byt vystavena v anglickém
jazyce a musi spliovat poZadavky pravnich
predpistl pro mezinarodni platby. Faktura musi
byt vystavena vreZimu prfenosné daroveé
povinnosti (Reverse Charge) a v méné EURO.
Doba splatnosti faktur je 60 dnli ode dne
vystaveni Zdravotnickym zafizenim. Faktura
bude CRO zaslana v elektronické podobé na
adresu: invoice@alcedis.de;
empactivity@alcedis.de na kopii.

F.  JINE VYDAJE

Veskeré cestovni vydaje nebo vydaje na
ubytovani v hotelu, které jsou nutné v
souvislosti s G¢asti na schlizkach zkousejiciho,
musi byt pfedem pisemné dohodnuty s CRO /
spolecnosti BI, pfiCemZ e-mail se povaZuje za
ekvivalent pisemné formy. V pfipadé
schvéleni pfevezme CRO dohodnuté cestovni
néklady a naklady na pobyt vzniklé v souladu
s(e) (i) vztahujicimi se pravnimi predpisy, (ii)
platnymi oborovymi predpisy o spolupraci
farmaceutického primyslu s lékarskymi
profesemi a (iii) pokyny CRO / spolecnosti BI.
Lékar predlozi ke vsem vzniklym vydajim,
jejichZ proplaceni poZaduje, originaly uctenek
nebo jiné doklady pisemné schvalené CRO /
spole¢nosti Bl. CRO neproplaci Zadne osobni
vydaje, napfiklad pokojovou sluzbu, minibar,
prani pradla, filmy a dalsi.
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NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

The Pavment Schedule is as follows:

Administrative Fees

Archiving Fee EUR 1000

Fee is payable in the next regular
remuneration round after the first patient is
enrolled based on the invoice issued under
the procedure described in the part C of
this Appendix).

Start-up Fee EUR 1000

The fee will be paid based on the invoice
issued by the Institution after conclusion
the Agreement. The invoice must be issued
in the English language and must meet the
requirements of legal regulations for
international payments. The invoice must
be issued in reverse charge mode and in
EUR currency. The due date of invoice is
60 days from the date of issue by the
Institution. Invoice shall be provided to
CRO in electronic form to the address:
invoice@alcedis.de;
empactivity@alcedis.de in CC.

Compensation Schedule

V UVAHU NEPRIPADAJIi ZADNE
DALSI ZADOSTI O FINANCOVANI

Harmonogram plateb je nasledujici:

Administrativni poplatky

Archiva¢ni poplatek 1000 €

Poplatek je splatny v dalSim Fadném
odménovacim kole po naboru prvniho
pacienta, na z&kladé faktury vystavene
postupem popsanym v ¢asti C této prilohy).

Start-up poplatek 1000 €

Poplatek bude hrazen na zé&kladé faktury
vystavené Zdravotnickym zafizenim po
uzavieni Smlouvy. Faktura musi byt
vystavena v anglickém jazyce a musi spliiovat
pozadavky pravnich predpist pro mezinarodni
platby. Faktura musi byt vystavena v rezimu
pfeneseni danové povinnosti a v méné EURO.
Splatnost faktury je 60 dnli od data vystaveni
Instituci. Faktura bude CRO zaslana v
elektronické podobé na adresu:
invoice@alcedis.de; empactivity@alcedis.de
na kopii

Harmonogram odmén

Description Euro

Popis EUR

Fee for one completed (fully|XX
documented and electronically
signed) patient (Visit 1)

Fee for one completed (fully|XX
documented and electronically
signed) patient (Visit 2)

Total XX

Poplatek za jednoho vyplnéného | XX
(pIné zdokumentovaného a
elektronicky podepsaného)
pacienta (1. navstéva)

Poplatek za jednoho vyplnéného | XX
(pIné zdokumentovaného a
elektronicky podepsaného)
pacienta (2. navstéva)

Celkem XX
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Appendix 3

Data Processing Agreement

between
»CRO Alcedis*
(hereinafter ,,CRO*)

Representing the interest of Boehringer
Ingelheim RCV GmbH & Co KG, Dr.
Boehringer-Gasse 5-11, 1121 Vienna,
Austria VAT-ID-No.: ATU 64226215

(hereinafter ,,BI*)

and

Institution
(hereinafter the ,,Data Processor”)

Preamble

The parties have agreed that CRO will
engage Data Processor to provide services to
CRO which are governed by Non-
interventional study agreement No. 1245-
0259 (“Master Agreement”). This Data
Processing Agreement (“Agreement”) is
entered into to supplement such engagement
of Data Processor by CRO on behalf of BI.

Therefore, CRO and Data Processor agree as
follows:

1. Subject/Purpose of Agreement

1.1 Data Processor processes personal data
on behalf of BI, as further described in

Appendix 1.

1.2 BI is the controller in the meaning of
Article 4(7) of the EU General Data

Priloha ¢. 3

Smlouva o zpracovani osobnich udaja

uzavrena mezi témito smluvnimi stranami:
»CRO Alcedis*
(dale jen ,,CRO")

V zastoupeni zajm0 spolecnosti Boehringer
Ingelheim RCV GmbH & Co KG, Dr.
Boehringer-Gasse 5-11, 1121 Viden,

Rakousko DIC: ATU 64226215

(dale jen ,,BI*)

a

Zdravotnické zarizeni
(déle jen ,,Zpracovatel udaji*)

Preambule

Strany se dohodly, Ze CRO zapoji
Zpracovatele Udajd do poskytovani sluzeb
CRO, které se fidi Smlouvou o
neintervencni studii €. 1245-0259 (dale jen
»2Ramcova smlouva®“). Tato Smlouva o
zpracovani osobnich Udaji (dale jen
~Smlouva“) se uzavira jako doplnék k
takovému zapojeni Zpracovatele Gdajli ze
strany CRO jménem spolecnosti BI.

Proto se nyni CRO a Zpracovatel udajll

dohodli takto:

1. Piedmét/iicel Smlouvy

1.1 Zpracovatel Udaji zpracovava osobni
Udaje jménem spolecnosti B, jak je dale

popsano v Priloze 1.

1.2 Bl je spravcem ve smyslu ¢l. 4 odst. 7
obecného nafizeni EU o ochrané
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Protection Regulation 679/2016
(“GDPR”). Data Processor acts on
behalf of Bl as a processor in the
meaning of Article 4(8) GDPR. For
purposes of this Agreement, terms
which are defined in the GDPR shall
have the meaning assigned to them in
the GDPR.

1.3 Data Processor shall process personal
data solely for purposes of fulfilling the
obligations  under  the  Master
Agreement, this Agreement and in
compliance with the instructions of
BI/CRO.

2. BI/CRO Instructions

2.1 BI/CRO may give instructions to Data
Processor at any time. These
instructions must be documented, e.g. in
writing or by e-mail. Data Processor
shall inform BI/CRO if any BI/CRO
instruction has not been properly
documented.

2.2 BI/CRO may amend, supplement or
replace its instructions at any time.

2.3 Data Processor shall immediately
inform BI/CRO if, in its opinion, an
instruction infringes the GDPR or other
provisions of applicable data protection
law.

3. Obligations of Data Processor

3.1 Data Processor is only allowed to
process personal data in accordance
with the instructions of BI/CRO and for
the agreed purposes. Upon request of
BI/CRO, it shall correct, erase or block
personal data. No copies of any personal
data will be generated without the
knowledge of BI/CRO.

3.2 Within its responsibility, Data Processor
warrants the implementation of and
compliance with the appropriate
technical and organizational measures
pursuant to Article 32 GDPR. It will

1.3

2.1

2.2

2.3

osobnich Udajd ¢. 679/2016 (dale jen
~GDPR"). Zpracovatel Udajd jedna
jménem spolecnosti Bl jako zpracovatel
ve smyslu €l. 4 odst. 8 GDPR. Pro ucely
této Smlouvy maji pojmy definované
v GDPR vyznam, ktery jim je v GDPR
pfifazen.

Zpracovatel Gdajd zpracovava osobni
Udaje vyhradné pro cely plnéni
povinnosti vyplyvajicich z Ramcové
smlouvy, této Smlouvy a v souladu
s pokyny BI/CRO.

Pokyny BI/CRO

BI/CRO mize  kdykoli  vydat
Zpracovateli  Gdajd  pokyny. Tyto
pokyny musi byt zdokumentovany,
napf. pisemné nebo e-mailem.
Zpracovatel Gdaj informuje BI/CRO,
pokud néktery pokyn BI/CRO nebyl
fadné zdokumentovan.

BI/CRO mize své pokyny kdykoli
zmenit, doplnit nebo nahradit.

Zpracovatel Udajl neprodlené
informuje BI/CRO, pokud podle jejiho
nézoru pokyn poruSuje GDPR nebo jin
ustanoveni platnych pravnich predpis(
0 ochrané osobnich udaju.

3. Povinnosti Zpracovatele udaju

31

3.2

Zpracovatel  Udajl  je  opravnén
zpracovavat osobni (daje pouze v
souladu s pokyny BI/CRO a pouze pro
dohodnuté Gcely. Na Zadost BI/CRO
osobni (daje opravi, vymaze nebo
zablokuje. Bez védomi BI/CRO
nebudou vytvafeny Zadné kopie
osobnich Udaju.

Zpracovatel Gdajii v rdmci  své
odpovédnosti zarucuje zavedeni
a dodrzovani prislusnych technickych
a organizaCnich opatteni podle ¢lanku
32 GDPR. Zejména nastavi svou vnitfni
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particularly set up its internal
organization in compliance with the
specific requirements regarding data
protection, and document such
requirements. This includes technical
and organizational measures to ensure a
level of security appropriate to the risk,
including, at least, the following:

1. Pseudonymization and encryption of
personal data;

2. The ability to ensure ongoing
confidentiality, integrity,
availability, and resilience of
processing systems and services;

3. The ability to restore the availability

and access to personal data in a
timely manner in the event of a
physical or technical incident;

4. A process for regularly testing,

assessing, and evaluating the
effectiveness and suitability of
technical and organizational

measures for ensuring the security of
the processing.

Data Processor is obliged to maintain
and regularly update such
documentation and concept, and inform
BI/CRO about such updates. Any
reduction in the level of IT security
requires prior written BI/CRO approval.
The description of Data Processor’s
technical and organizational measures
in Appendix 2 is a binding part of this
Agreement.

Data Processor shall ensure that all of its
employees dealing with the processing
of personal data have been carefully
selected, committed themselves to
confidentiality (or are wunder an
appropriate statutory obligation of
confidentiality), and have been
familiarized with the provisions of
applicable data protection law.

3.3

3.4

organizaci v souladu s konkrétnimi
pozadavky na ochranu osobnich Udajd
atyto pozadavky zdokumentuje. To
zahrnuje technickd a organizacni
opatfeni k zajisténi drovné zabezpecCeni
odpovidajici riziku, vcetné alespon
nasledujicich opatfeni:

1. Pseudonymizace a Sifrovani

osobnich Udajd;

2. Schopnost zajistit trvalou ddvérnost,
integritu, dostupnost a odolnost
systémU a sluZeb zpracovani;

3. Schopnost vCas obnovit dostupnost

udajlim
nebo

apfistup k  osobnim
Vv pripadé fyzického
technického incidentu;

4. Proces pro pravidelné testovani,

hodnoceni a vyhodnocovani
ucinnosti technickych a
organizacnich opatfeni k zajisténi
zabezpecCeni zpracovani.

Zpracovatel Udajd je povinen udrZzovat
a pravidelné aktualizovat tuto
dokumentaci a koncepci a o téchto
aktualizacich  informovat BI/CRO.
Jakékoli snizeni Urovné zabezpeceni IT
vyZzaduje predchozi pisemny souhlas
BI/CRO. Popis technickych a
organizacnich opatfeni Zpracovatele
Udajl v Piiloze 2 je zavaznou soucasti
této Smlouvy.

Zpracovatel Udajd zajisti, aby vSichni
jeho zaméstnanci, ktefi se zabyvaji
zpracovanim osobnich Gdajl, byli
peclivé  vybrani, zavézali se Kk
mlicenlivosti (nebo méli  prislusnou
zakonnou povinnost mi¢enlivosti) a byli
seznameni s ustanovenimi vztahujicich
se pravnich predpisti o ochrané daju.
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3.5 Data Processor provides BI/CRO with 3.5 Zpracovatel Udaji poskytne BI/CRO

3.6

3.7

3.8

the contact data of its data protection
officer (“DPO”) if Data Processor is
obliged to appoint a DPO, or the contact
data of a data protection contact person.
Data Processor shall immediately and
unsolicitedly notify BI/CRO of any
changes in this person.

Data Processor shall notify BI/CRO
without undue delay of any serious
operation failures, of suspicion of data
protection breaches, of personal data
breaches, and any other irregularities in
connection with the processing of the
personal data. Upon request by
BI/CRO, Data Processor shall assist
BI/CRO in any communications with
supervisory authorities and data
subjects. Data Processor shall create
and maintain internal policies and
procedures regarding its response to
suspected and actual breaches, and it
shall make a copy of these policies and
procedures available to BI/CRO upon
request by BI/CRO.

Data Processor shall keep any data sets
and data carriers provided by BI/CRO
as well as all copies thereof safe and
secure and make sure that they are not
accessible to any third parties.
Documents and data sets containing
personal data that are no longer needed
must be returned to BI/CRO
respectively may be disposed in a
manner compliant with data protection
law requirements after prior BI/CRO
consent. Data Processor shall confirm
the deletion respectively destruction to
CRO in writing.

Data Processor shall support BI/CRO in
case of any requests and claims of data
subjects regarding their rights under the
GDPR and applicable law in the context
of the processing of personal data. Data
Processor will set up appropriate

3.6

3.7

3.8

kontaktni Gdaje svého povéfence pro
ochranu osobnich udaji (dale jen
,DPO*), pokud je povinen jej
jmenovat, nebo kontaktni udaje
kontaktni osoby pro ochranu osobnich
Udaj. Zpracovatel Gdajii je povinen
neprodlené a bez vyzadani informovat
BI/CRO o jakychkoli zménach u této
osoby.

Zpracovatel Udaji je povinen bez
zbytecného odkladu oznamit BI/CRO
jakékoli z&vazné provozni selhéni,
podezieni na poruSeni zabezpeceni
ochrany udajll, poruseni zabezpeceni
osobnich Gdajii a jakékoli jiné
nesrovnalosti v souvislosti  se
zpracovanim osobnich tdajl. Na Zadost
BI/CRO je Zpracovatel Udaji povinen
byt BI/CRO napomocen pfi komunikaci
s dozorovymi Ufady a subjekty Udajd.
Zpracovatel Gdajl vytvofi a udrZuje
interni zasady a postupy tykajici se jeho
reakce na podezfeni na poruseni a
skuteCna poruSeni, a na vyzadani
poskytne BI/CRO kopii téchto zasad a
postupdl.

Zpracovatel (daji uchovava vsechny
soubory Gdaji a nosiGe Udajl
poskytnuté BI/CRO, jakoZ i vSechny
jejich kopie, v bezpeci a zabezpeCené a
zajisti, aby nebyly pfistupné tfetim
stranam. Dokumenty a datové sady
obsahujici osobni Udaje, které jiz nejsou
potfeba, se musi wvratit BI/CRO,
pfipadné je mozné je zlikvidovat
zplisobem, ktery je v souladu s
pozadavky zakona o ochrané osobnich
Udajl, po predchozim souhlasu
BI/CRO. Zpracovatel Gdajl pisemné
potvrdi CRO vymazani, pfipadné
zniceni.

Zpracovatel Gdajl poskytne BI/CRO
podporu v pripadé jakychkoli Zadosti
anarokll subjektd Gdaji tykajicich se
jejich prav podle GDPR a platnych
pravnich predpisi v souvislosti se
zpracovanim osobnich Udaja.

BI NIS No./ €. 1245-0259/ Czech Republic/ Ceska republika/ Site No 1034 / Cislo pracovisté 1034 / Fakultni
nemocnice Ostrava / Vaclavik

Page / Strana 44 of/z 61



3.9

3.10 Data Processor

5.1

5.2
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internal processes for this purpose, and
document these processes
appropriately.

Data Processor will comply with all of
its obligations under the GDPR,
including the maintenance of a record of
processing activities according to
Article 30(2), and Article 31 GDPR.

will not transfer
personal data to recipients outside the
EEA, unless such transfer complies
with the requirements in Section 6.6 of
this Agreement.

CRO Obligations

BI/CRO shall inform Data Processor in
case it acquires knowledge about failures
or irregularities of Data Processors data
processing activities.

Audit Right, Cooperation and
Toleration Obligations of Data
Processor

Data Processor shall make available to
BI/CRO and any auditor mandated by
BI/CRO, within a reasonable
timeframe, all information necessary to
demonstrate compliance with the
obligations in this Agreement and the
GDPR.

Data Processor shall allow for and
contribute  to  audits, including
inspections, conducted by BI/CRO or
any auditor mandated by BI/CRO. After
timely notification, BI/CRO is entitled
to assure itself of the adequacy and
implementation of the measures taken
by Data Processor in order to comply
with the technical and organizational
requirements, this Agreement and the
GDPR, during normal working hours.

3.9

Zpracovatel Gdajli za timto UGcelem
nastavi vhodné interni procesy a tyto
procesy nalezité zdokumentuje.

Zpracovatel Gdaji bude plnit viechny
své povinnosti podle GDPR, vcetné
vedeni  zaznamO o  Cinnostech
zpracovani v souladu s ustanovenimi ¢l.
30 odst. 2 a ¢l. 31 GDPR.

3.10 Zpracovatel Udajli nepfedava osobni

4.

5.1

5.2

Udaje pfFijemcdm mimo EHP, pokud
takové predani nespliiuje pozadavky
uvedené v Clanku 6.6 této Smlouvy.

Povinnosti CRO

BI/CRO informuje Zpracovatele Udajd
v pfipadé, Ze se dozvi o zavadach nebo
nesrovnalostech pfi zpracovani uUdajl
Zpracovatelem Udajd.

Pravo na audit, spoluprace a
povinnost strpéni Zpracovatele udaji

Zpracovatel Gdaji poskytne BI/CRO
a jakémukoli auditorovi povérenému
BI/CRO v pfimérené Ihité veskeré
informace nezbytné Kk prokazani
souladu s povinnostmi uvedenymi v
této Smlouvé a v GDPR.

Zpracovatel Gdaji  umozni audity,
vCetné inspekci, provadéné BI/CRO
nebo jakymkoli auditorem povérenym
BI/CRO, a pfispéje k nim. Po v€asném
oznameni je BI/CRO opravnéna se

v bézne pracovni dobé ujistit o
pfiméfenosti a provadéni opatreni
prijatych  Zpracovatelem (dajli za

ucelem  splnéni  technickych a
organizacnich pozadavki, této Smlouvy
a GDPR.
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6. Sub-processors

6. Dil¢i zpracovatelé udaju

6.1 BI/CRO acknowledges and agrees that 6.1 BI/CRO bere na védomi a souhlasi

Data Processor may engage sub-
processors to process personal data in
connection with the services pursuant to
the Master Agreement, subject to the
requirements in this Section 6.

6.2 A list of sub-processors as of the date of

6.3

6.4

6.5

this Agreement is part of Appendix 1.
BI/CRO hereby approves the use of
these sub-processors. Data Processor
shall provide updated copies of this list
to BI/CRO when it adds or removes
sub-processors in accordance with this
Agreement.

Data Processor shall enter into a binding
agreement with each sub-processor
before any transfer of personal data to
such sub-processor. Such agreement
shall impose data protection terms that
protect the personal data at the same
standard provided for by this
Agreement,  especially  regarding
confidentiality, data protection and
information security. The agreement
with the sub-processor shall exclude
any further sub-processing. Data
Processor shall ensure that its sub-
processors grant control and audit rights
to BI/CRO which are equivalent to the
rights set forth in Section 5.

Data Processor remains fully liable for
any breach of this Agreement that is
caused by an act, error or omission of
its sub-processors. Data Processor shall
regularly review and audit its sub-
processors for compliance with the
requirements  described in  this
Section 6.

Data Processor shall provide at least
thirty (30) days’ prior notice of the
addition or removal of any sub-

6.4 Zpracovatel

stim, Ze Zpracovatel Gdajd mize pro
zpracovani osobnich idajd v souvislosti
se sluzbami podle Rdmcové smlouvy
zapojit dilCi zpracovatele, a to pfi
spInéni pozadavk( uvedenych v tomto
Clanku 6.

6.2 Seznam dil¢ich zpracovateldl ke dni

uzavieni této Smlouvy je souCasti
Piilohy 1. BI/CRO timto schvaluje
pouziti téchto dil¢ich zpracovatel.
Zpracovatel Gdajl poskytne spole¢nosti
BI/CRO aktualizované kopie tohoto
seznamu, kdyz pFida nebo odstrani dilCi
zpracovatele v souladu s touto
Smlouvou.

6.3 Zpracovatel Udaji uzavie s kazdym

diléim zpracovatelem pFed jakymkoli

predanim osobnich Udajd tomuto
dil¢imu zpracovateli zavaznou
smlouvu. Takova smlouva stanovi

podminky ochrany Gdajd, které chrani
osobni Udaje na stejne Urovni, jakou
stanovi tato Smlouva, zejména pokud
jde o ddvérnost, ochranu osobnich
dajl a zabezpeceni informaci. Dohoda
sdiléim  zpracovatelem  vyluCuje
jakékoli  dalsi  dil¢i  zpracovani.
Zpracovatel Gdajl zajisti, aby jeho dil¢i
zpracovatelé udelili spoleCnosti
BI/CRO prava na kontrolu a audit, ktera
jsou rovnocennd praviim uvedenym
v Clanku 5.

Udaji  zdstava  plné
odpovédny za jakékoli poruSeni této
Smlouvy, které je zplsobeno jednanim,
chybou nebo opomenutim jeho dil€ich
zpracovateld.  Zpracovatel  Gdajll
pravidelné kontroluje a audituje své
dilci  zpracovatele z  hlediska
dodrzovani pozadavkl popsanych v
tomto Clanku 6.

6.5 Zpracovatel Gdajll je povinen oznamit

pfidani nebo odstranéni jakéhokoli
dil¢iho zpracovatele (vCetné
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7.

7.1

7.2
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processor (including details of the
processing it performs or will perform).
If BI/CRO refuses to consent to Data
Processor’s appointment of a third party
sub-processor on reasonable grounds
relating to the protection of the personal
data, then either Data Processor will not
appoint the sub-processor or BI/CRO
may elect to suspend or terminate the
Master Agreement (without being
obliged to pay any termination fees).

The use of any sub-processor outside
the EEA shall only be admissible if
(i) such sub-processor is located in a
third country or territory which is
subject to an adequacy decision by the
European Commission in accordance
with Article 45 GDPR, (ii) the transfer
IS subject to appropriate safeguards in
accordance with Article 46 GDPR
(other than by EU Standard Contractual
Clauses), such as e.g. binding corporate
rules, or (iii) Data Processor has agreed
upon the Standard Contractual Clauses
for the transfer of personal data to third
countries pursuant to Regulation (EU)
2016/679 adopted by the European
Commission as annexed to
Commission Implementing Decision
(EVU) 2021/914 of 4 June 2021 (“EU
Standard Contractual Clauses™) with
such sub-processors.

Obligations after Termination of the
Agreement

Particularly any documentation which
may serve as confirmation of a proper
processing of personal data has to be
stored by Data Processor in compliance
with the respective retention periods
after the end of the term of this
Agreement. BI/CRO may request a
copy of such documentation at any time.

Data Processor shall hold
confidence all data and information to

7.1 Zpracovatel

in strict 7.2

podrobnosti o zpracovani, které provadi
nebo bude provadét) nejméné tficet (30)
dnl predem. Pokud BI/CRO odmitne
souhlasit s tim, aby Zpracovatel Udajl
jmenoval externiho dil¢iho
zpracovatele z prfimérenych dlvodl
tykajicich se ochrany osobnich udaju,
pak bud Zpracovatel Udaji dil¢iho
zpracovatele nejmenuje, nebo se
BI/CRO mdize rozhodnout pozastavit
nebo ukoncit Ramcovou smlouvu (aniz
by byla povinna platit jakékoli poplatky
za ukonceni).

6.6 VyuZiti jakehokoli dil€iho zpracovatele

mimo EHP je pfipustné pouze tehdy,
pokud (i) se takovy dilCi zpracovatel
nachazi ve tfeti zemi nebo na Uzemi, na
které se vztahuje rozhodnuti Evropské
komise o0 odpovidajici ochrané v
souladu s clankem 45 GDPR, (ii)
pfedani podléhd vhodnym zéarukém v
souladu s ¢lankem 46 GDPR (jinym
nez  prostfednictvim  standardnich
smluvnich dolozek EU), jako napfr.
zavazna podnikova pravidla, nebo (iii)
Zpracovatel Udajd se s takovymi dil¢imi
zpracovateli dohodl na standardnich
smluvnich doloZzkach pro predavani
osobnich Udajd do tretich zemi podle
nafizeni (EU) 2016/679 pfijatého
Evropskou komisi ve znéni pfilohy
provadéciho rozhodnuti Komise (EU)
2021/914 ze dne 4. Cervna 2021 (dale
jen ,,standardni smluvni dolozky EU*).

7. Povinnosti po ukonéeni Smlouvy

Udajd musi uchovavat
zejména veSkerou dokumentaci, ktera
miZe slouZit jako potvrzeni o rfadném
zpracovani osobnich Udajd, v souladu
s prislusnymi Ihdtami uchovavani po
skonCeni  platnosti  této  Smlouvy.
BI/CRO si mUze kdykoli vyZadat kopii
této dokumentace.

Zpracovatel Gdaji uchovava v prisné
ddvérnosti vSechny Udaje a informace,
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which it gains access in the course of the
rendering of the services, including
after termination of this Agreement.

8. Miscellaneous

8.1

8.2

8.3

8.4

8.5

The term of this Agreement corresponds
to the term of the Master Agreement.
BI/CRO may exercise its rights under
this Agreement as long as Data
Processor processes any personal data.

The parties agree that each may execute
this Agreement and any amendment
thereof by: (i) a hand-written signature
on a hard-copy document or (ii) an
electronic signature (e.g., DocuSign®).
Delivery by hardcopy, facsimile copy or
electronically transmitted copy (e.g.,
Adobe PDF file format) of this
Agreement or any amendment thereof
shall be deemed valid and acceptable to
the parties.

This Agreement shall be governed
exclusively by the laws of the Czech
Republic, excluding the provisions of
the private international law.

If any provision of this Agreement is or
becomes invalid, either as a whole or in
part, this shall not affect the validity of
the remainder of the Agreement. The
parties agree to replace the invalid
provision by a provision, which serves
the purposes of the Agreement as
closely as possible. The same shall
apply to any gap in this Agreement.

CRO may terminate the Master
Agreement and this Agreement with
immediate effect if (i) Data Processor
more than immaterially violates the
provisions of the data protection law
applicable to BI/CRO or Data
Processor, or this Agreement, (ii) Data
Processor is not able or not willing to
implement an instruction of BI/CRO or
(iii) Data Processor does not comply

ke kterym ziska pfistup v pribéhu
poskytovani sluzeb, a to i po ukonceni
této Smlouvy.

8. Ruzna ustanoveni

8.1

8.2

8.3

8.4

8.5

Doba platnosti této Smlouvy odpovida
dobé platnosti Ramcové smiouvy.
BI/CRO mlze vykonavat sva prava
podle této Smlouvy po celou dobu, kdy
Zpracovatel Gdajd zpracovava jakékoli
osobni udaje.

Strany se dohodly, Ze kazda z nich mlize
tuto Smlouvu a jakykoli dodatek k ni
uzavrit: (i) vlastnorucnim podpisem na
tisténém  dokumentu  nebo  (ii)
elektronickym podpisem ve smyslu
eIDAS (napf. DocuSign®). Doruceni
této Smlouvy nebo dodatkl k ni v
tisténé podobé, faxem nebo
elektronicky (napf. ve formatu Adobe
PDF) se povaZzuje za platné a za
pfijatelné pro strany.

Tato Smlouva se fidi vyhradné pravnim
fadem Ceské republiky, s vyjimkou
ustanoveni  mezinarodniho  prava
soukromého.

Pokud nékteré ustanoveni této Smlouvy
je nebo se stane neplatnym, at’ uz jako
celek nebo jeho Cast, nema to vliv na
platnost zbyvajici Casti  Smlouvy.
Strany se dohodly, Ze neplatné
ustanoveni nahradi ustanovenim, které
co nejvice odpovida ucelu Smiouvy.
TotéZz plati pro pfipadné mezery ve
Smlouvé.

CRO milze s okamzitou platnosti
vypoveédét Ra&mcovou smlouvu a tuto
Smlouvu, pokud (i) Zpracovatel tdajl
vice nez nepodstatné  poruduje
ustanoveni zakona o ochrané osobnich
udajll, ktery se vztahuje na BI/CRO
nebo Zpracovatele Udaji, nebo tuto
Smlouvu, (ii) Zpracovatel Udajd neni
schopen nebo ochoten provést pokyn
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with a BI/CRO request in the context of BI/CRO nebo (iii) Zpracovatel Udajl
BI/CRO’s audit rights under this nespini  poZadavek BI/CRO v
Agreement or applicable law. souvislosti s pravy BI/CRO na audit

podle této Smlouvy nebo platnych
pravnich predpisd.

Date / Datum
»CRO*

1.V. Dr. Bernhard Remes
CEO

Date / Datum

Data Processor / Zpracovatel udaju

doc. MUDr. Ing. Jakub Cvek, Ph.D. (Deputy
director for science, research and education /
Nameéstek reditele pro vedu, vyzkum a vyuku)

BI NIS No./ €. 1245-0259/ Czech Republic/ Ceska republika/ Site No 1034 / Cislo pracovisté 1034 / Fakultni
nemocnice Ostrava / Véaclavik Page / Strana 49 of/z 61



BI Contract No. / Smlouva spole¢nosti BI ¢.: 1245-0259

APPENDIX 1
TO THE DATA PROCESSING
AGREEMENT

Description of processing activities

Title/mame of wunderlying Master
Agreement etc. (including date of Master
Agreement, and CRO Contract #):
Non-interventional study agreement No.
1245-0259

Data subjects:

The personal data concern the following
categories of data subjects (please specify):
Participants of the non-interventional study
EMP-Activity further specified in the
Protocol of non-interventional study and
conducted under Master Agreement.

Categories of data:

The personal data concern the following
categories of data (please specify):

The subject matter of the processing of
personal data comprises the patient data as
further specified in the Protocol of non-
interventional study EMP-Activity.

Special  categories of data
appropriate):

The personal data concern the following
special categories of data (please specify):
Health related data of the study participants
are  key-coded (pseudonymized) and
processed on behalf of the controller in
strictly pseudonymized manner.

@if

If a special category of data has been
chosen above:

Please specify which data are concerned:
Health related data as further specified in the
Protocol of non-interventional study EMP-
Activity.

Purpose(s) for which the personal data is
processed on behalf of the controller

Data will be processed for the purposes
specified as primary and secondary
objectives of the study in Protocol of non-
interventional study.

PRILOHA 1
KE SMLOUVE O ZPRACOVANI
OSOBNICH UDAJU

Popis Cinnosti zpracovani

Nazev zakladni Ramcové smlouvy atd.
(v€etné data uzavieni Rimcové smlouvy
a Cisla smlouvy CRO):

Smlouva o neintervencni studii €. 1245-
0259

Subjekty udaju:

Osobni udaje se tykaji téchto kategorii
subjekt(l Gdajt (prosim specifikujte):
UCastnici  neintervencni  studie EMP-
Activity dale specifikované v Protokolu
neintervencni studie a provadéné na zakladé
Ramcové smlouvy.

Kategorie udaji:

Osobni Udaje se tykaji téchto kategorii Gidaj
(prosim specifikujte):

Pfedmétem zpracovani osobnich Gdajd jsou
Udaje o pacientech, jak je dale uvedeno
v Protokolu neintervencni studie EMP-
Activity.

Zvlastni kategorie udaju (vztahuje-li se):
Osobni Gdaje se tykaji téchto zvlasStnich
kategorii ~ osobnich  (daji  (prosim
specifikujte):

Udaje o zdravotnim stavu ucastnikd studie
jsou kodovany klicem (pseudonymizovany)
a zpracovavany jménem spravce striktné
pseudonymizovane.

Pokud byla vySe zvlastni
kategorie udaji:

Uvedte, o které udaje se jedna:

Udaje tykajici se zdravi, jak je dale uvedeno
v Protokolu neintervencni studie EMP-

Activity.

vybrana

Ugel, pro ktery jsou osobni idaje jménem
spravce zpracovavany

Udaje se zpracovavaji pro ucely uvedené v
Protokolu Kk neintervencni studii jako
primarni a sekundarni cile studie.
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Duration of the processing
Maximally 30 years

Processing operations:

The personal data will be subject to the
following basic processing activities (please
specify):

Collection and analysis of patient personal
data within study in accordance with the
Protocol of non-interventional study EMP-
Activity.

All Locations of all data processing
activities:

CRO and Data Processor addresses specified
in Master Agreement

Sub-processors (including full address,
scope of processing activities, legal basis
for data transfer if the sub-processor is
located outside the EEA):

The controller has authorised the use of the
following sub-processors:

not applicable

Contact Information of Data Processor’s
Data Protection Officer, or Data
Protection Contact Person:
poverenec@fno.cz

Doba zpracovani
Maximalné 30 let

Operace zpracovani:

U osobnich adaji budou probihat tyto
zakladni  Cinnosti  zpracovani  (prosim
specifikujte):

Shromazdovani a analyza osobnich Gdajtl
pacientll v ramci studie v souladu s
Protokolem neintervencni studie EMP-
Activity.

VSechna mista vS§ech ¢innosti zpracovani
udaju:

Adresy CRO a Zpracovatele Udaj uvedené
v Ramcové smlouveé

Dil¢i zpracovatelé (véetné Gplné adresy,
rozsahu cdinnosti zpracovani, pravniho
zakladu pro predavani udaju, pokud se
diléi zpracovatel nachazi mimo EHP):
Spravce schvalil vyuziti téchto dilCich
zpracovateld:

nevztahuje se

Kontaktni udaje Zpracovatelova
povérence pro ochranu osobnich udaji
nebo jeho kontaktni osoby pro ochranu
osobnich udaji:

poverenec@fno.cz
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APPENDIX 2 TO THE DATA PROCESSING AGREEMENT

Description of the technical and organizational security measures implemented by the Data

Processor
RELEVANT
MEASURE CATEGORY MEASURE MEASURE DESCRIPTION ISO/IEC 27001: 2013
CONTROL
Security policy and procedures The organization should document its policy with
for the protection of personal Al regards to personal data processing as part of its A.S Security policy
data information security policy

Security policy and procedures
for the protection of personal A2
data

The security policy should be reviewed and

. - . A.5 Securi olic
revised, if necessary, on an annual basis. 7 ey

Roles and responsibilities related to the processing
Roles and responsibilities B.1 of personal data allocated in accordance with the
security policy.

A.6.1.1 Information security
roles and responsibilities

During internal re-organizations or terminations
and change of employment, revocation of rights | A.6.1.1 Information security
and responsibilities with respective hand over roles and responsibilities
procedures should be clearly defined

Roles and responsibilities B.2

Specific access control rights should be allocated
Access control policy C.1 to each role (involved in the processing of personal = A.9.1.1 Access control policy
data) following the need to know the principle

The organization should have a register of the IT
resources used for the processing of personal data
(hardware, software, and network). The register
could include at least the following information: IT

Resource/asset management D.1 resource, type (e.g. server, workstation), location A.8 Asset management
(physical or electronic). A specific person should
be assigned the task of maintaining and updating
the register (e.g. IT officer).
Resource/asset management D.2 IT resources shourlgglfjelarre:)/;es\il:ed and updated on A.8 Asset management
The organization should make sure that all changes
to the IT system are registered and monitored by A. 12.1 Operational
Change management E.1 a specific person (e.g. IT or security officer). procedures and
Regular monitoring of this process should take responsibilities
place.
Software development should be performed in a
special environment that is not connected to the IT
system used for the processing of personal data. A. 12.1 Operational
Change management E.2 When testing is needed, dummy data should be procedures and
used (not real data). In cases that this is not responsibilities

possible, specific procedures should be in place for
the protection of personal data used in testing.

RELEVANT
MEASURE CATEGORY MEASURE MEASURE DESCRIPTION ISO/IEC 27001: 2013

CONTROL
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Formal guidelines and procedures covering the
processing of personal data by data processors
(contractors/outsourcing) should be defined,
documented and agreed between the data
controller and the data processor prior to the
commencement of the processing activities. These
guidelines and procedures should mandatorily
establish the same level of personal data security
as mandated in the organization’s security policy.

A.15 Supplier relationships

Data processors

F.2

Upon finding out of a personal data breach, the
data processor shall notify the controller without
undue delay.

A.15 Supplier relationships

Data processors

F.3

Formal requirements and obligations should be
formally agreed between the data controller and
the data processor. The data processor should
provide sufficient documented evidence of
compliance.

A.15 Supplier relationships

Incidents handling / Personal
data breaches

G.1

An incident response plan with detailed procedures
should be defined to ensure effective and orderly
response to incidents pertaining personal data.

A.16 Information security
incident management

Incidents handling / Personal
data breaches

G.2.

Personal data breaches should be reported
immediately to the management. Notification
procedures for the reporting of the breaches to

competent authorities and data subjects should be
in place, following art. 33 and 34 GDPR.

A.16 Information security
incident management

Business continuity

H.1

The organization should establish the main
procedures and controls to be followed in order to
ensure the required level of continuity and
availability of the IT system processing personal
data (in the event of an incident/personal data
breach).

A. 17 Information security
aspects of business
continuity management

Confidentiality of personnel

L1

The organization should ensure that all employees
understand their responsibilities and obligations
related to the processing of personal data. Roles

and responsibilities should be clearly
communicated during the pre-employment and/or
induction process.

A.7 Human resource
security

MEASURE CATEGORY

MEASURE

MEASURE DESCRIPTION

RELEVANT
ISO/IEC 27001: 2013
CONTROL
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The organization should ensure that all employees

are adequately informed about the security
controls of the IT system that relate to their
everyday work. Employees involved in the

A.7.2.2 Information security

Training J.1 processing of personal data should also be properly awarenests, ‘fld.u cation and
informed about relevant data protection raining
requirements and legal obligations through regular
awareness campaigns.
An access control system applicable to all users
Access control and accessing the IT system should be implemented.
authentication K1 The system should allow creating, approving, A.9 Access control
reviewing and deleting user accounts.
The use of common user accounts should be
Access control and K2 avoided. In cases where this is necessary, it should A9 Access control
authentication : be ensured that all users of the common account :
have the same roles and responsibilities.
Access control and K3

authentication
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Users should not be able to deactivate or bypass

A. 14.1 Security

Workstation security N.1 security settings. requirements of information
systems
. .. . . A. 14.1 Security
. . Anti-virus applications and detection signatures . . .
Workstation security N.2 should be configured on a weekly basis. requirements of information
systems
L . A. 14.1 Security
. . Users should not have privileges to install or . . .
Workstation security N.3 deactivate unauthorized software applications. requirements of information
systems
The system should have session time-outs when A. 14.1 Security
Workstation security N.4 the user has not been active for a certain time requirements of information
period. systems
. . . A. 14.1 Security
. . Critical security updates released by the operating . . .
Workstation security N.S system developer should be installed regularly. requirements of information
systems
L Whenever access is performed through the L.
Network/s(;gl:?irp unication 0.1 Internet, communication should be encrypted A3 Cosmmr'f?lcatmns
y through cryptographic protocols (TLS/SSL). ecurity
Backup and data restore procedures should be
Back-ups P.1 defined, documented and clearly linked to roles A.12.3 Back-Up
and responsibilities.
Backups should be given an appropriate level of
Back-ups P.2 physical and environmental protection consistent A.12.3 Back-Up
with the standards applied on the originating data.
Execution of backups should be monitored to
Back-ups P.3 ensure completeness. A.12.3 Back-Up
Back-ups P4 Full backups should be carried out regularly. A.12.3 Back-Up
Mobile and portable device management . .
Mobile/Portable devices Q.1 procedures should be defined and documented A.6.2 1:/[;) b'ler‘li(:?l‘;'ces and
establishing clear rules for their proper use. cleworking
Mobile devices that are allowed to access the . .
Mobile/Portable devices Q.2 information system should be pre-registered and A.6.2 1:/[;) b'ler‘li(:?l‘;'ces and
pre-authorized. eleworking
Mobile devices should be subject to the same . .
Mobile/Portable devices Q.3 levels of access control procedures (to the data A. 6.2 Mobile devices and

MEASURE CATEGORY

MEASURE

processing system) as other terminal equipment.

MEASURE DESCRIPTION

teleworking

RELEVANT
ISO/IEC 27001: 2013
CONTROL

Application lifecycle security

R.1

During the development lifecycle best practises,
state of the art and well acknowledged secure
development practices, frameworks or standards
should be followed.

A.12.6 Technical
vulnerability management
& A.14.2 Security in
development and support
processes
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Specific security requirements should be defined

A.12.6 Technical
vulnerability management

Application lifecycle security R.2 during the early stages of the development & A.14.2 Security in
lifecycle. development and support
processes
Specific technologies and techniques designed for A.12.6 Technical
supporting privacy and data protection (also vulnerability management
Application lifecycle security R3 referred to as Privacy Enhancing Technologies & A.14.2 Security in
(PETSs)) should be adopted in analogy to the development and support
security requirements. processes
A.12.6 Technical
. - vulnerability management
Application lifecycle security R4 Secure coding standards and practises should be & A.14.2 Security in
followed.
development and support
processes
A.12.6 Technical
During the development, testing and validation vulnerability management
Application lifecycle security R.5 against the implementation of the initial security & A.14.2 Security in
requirements should be performed. development and support
processes
Software-based overwriting should be performed . .
Data deletion/disposal S.1 on all media prior to their disposal. In cases where ‘: slig ;)lssmsal gf medlla &
P : this is not possible (CD’s, DVD’s, etc.) physical : r(;-llse E?Qrii I;I::S? or
destruction should be performed. quip
. : A. 8.3.2 Disposal of media &
. . Shredding of paper and portable media used to .
Data deletion/disposal S.2 store personal data shall be carried out. A. 11.2.7 Secure fhsposal or
re-use of equipment
The physical perimeter of the IT system .
Physical security T.1 infrastructure should not be accessible by non- A.11 - Physical and

authorized personnel.

environmental security
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PRILOHA 2
KE SMLOUVE O ZPRACOVANI OSOBNICH UDAJU

Popis technickych a organizacnich bezpecnostnich opatieni zavedenych Zpracovatelem dajl

PRISLUSNY STANDARD

OPATRENI POPIS OPATRENI ISO/IEC 27001:

KATEGORIE OPATRENI

KONTROLA 2013

Bezpecnostni politika a postupy

Organizace by méla zdokumentovat svou politiku

PR Al tykajici se zpracovani osobnich Gdajd jako sou¢ast = A.5 Bezpecnostni politika
pro ochranu osobnich ddaju své politiky zabezpeceni informaci
Bezpecnostni politika a postupy Bezpecnostni politika by se méla kazdorocné « g
pro ochranu osobnich Gdajd A2 zkontrolovat a v pfipadé potreby revidovat. Al i ey
Role a povinnosti souvisejici se zpracovanim A.6.1.1 Role a povinnosti
Role a povinnosti B.1 osobnich Gdajd, pfidélené v souladu v oblasti zabezpeceni
s bezpec€nostni politikou. informaci
P¥i interni reorganizaci nebo ukon€eni pracovniho A.6.1.1 Role a povinnosti
. . poméru a zméné zaméstnani by mélo byt jasné H-2.1 1807¢ 4 povinnosti
Role a povinnosti B.2 definovano zrugeni prav a povinnosti s v oblasti zabezpeceni
S . informaci
pFisluSnymi postupy pro predani
Kazdé roli (podilejici se na zpracovani osobnich
- - Gdajti) by méla byt pridélena zvlastni prava pro A.9.1.1 Politika kontroly
Politika kontroly pristupu cl1 fizeni pfistupu podle zasady ,,need to know" (jen pFistupu
kdo nutné potfebuje védét)
Organizace by méla mit evidenci IT zdrojd
pouzivanych ke zpracovani osobnich Gdajd
(hardware, software a sit)). Evidence by mohla
. cop ) obsahovat alespon tyto informace: IT zdroj, typ . .
Sprava zdroju/aktiv D1 (napf. server, pracovni stanice), umisténi (fyzické AIRIgRIVE T
nebo elektronické). Vedenim a aktualizaci
evidence by méla byt povérena konkrétni osoba
(napf. pracovnik IT).
Spréva zdrojaktiv D2 | ProstfedkyITbyse mely pravidelné revidovet | g iy majeti
Organizace by méla zajistit, aby vSechny zmény
Sprava zmén EA v systému IT registrovala a sledovala konkrétni A. 12.1 Provozni postupy
P : osoba (napf. IT nebo bezpecnostni pracovnik). a povinnosti
Tento proces by se mél pravidelné monitorovat.
Vyvoj softwaru by mél probihat ve zvlaStnim
prostfedi, které neni propojeno s IT systémem
pouzivanym pro zpracovani osobnich Gdajd. V
Spréva zmén E2 pfipadé potfeby testovani by se méla pouzit A. 12.1 Provozni postupy

fiktivni data (nikoli skute¢na data). V pfipadech,
kdy to neni mozné, by se mély zavést zvIastni
postupy pro ochranu osobnich Gdajll pouzivanych
pFi testovani.

a povinnosti
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L . . PRISLUSNY STANDARD
KATEGORIE OPATRENI | OPATRENI{ POPIS OPATRENI ISO/IEC 27001:

KONTROLA 2013

Formalni smérnice a postupy tykajici se
zpracovani osobnich Gdaji Zpracovateli Gdajd
(dodavatelé/outsourcing) by mél spravce Gdajd a
zpracovatel tdajtl definovat, zdokumentovat a
odsouhlasit pfed zahajenim €innosti zpracovani.
Tyto pokyny a postupy by mély povinné stanovit
stejnou Groveri zabezpedeni osobnich Udajl, jaka
je stanovena v bezpec¢nostni politice organizace.

Zpracovatelé Udajd F.1 A.15 Vztahy s dodavateli

Po zjisténi poruseni zabezpeceni osobnich Udajl
Zpracovatelé Udajd F.2 zpracovatel Uidajl bez zbyte¢ného odkladu A.15 Vztahy s dodavateli
informuje spravce.

Spréavce (dajd a zpracovatel udaji by méli mit
formalni dohodu o formalnich pozadavcich a
Zpracovatelé Gdajt F.3 povinnostech. Zpracovatel (dajt by mél A.15 Vztahy s dodavateli
poskytnout dostate¢né zdokumentované diikazy o
splnéni pozadavka.

Je tfeba definovat plan reagovani na incidenty

Reseni incidentti / Porueni s podrobnymi postupy, kterymi se zajisti U¢inné A.16 Rizeni incidentit v

zabezpeceni osobnich Gdajl G1 a fadné reagovani na incidenty souvisejici Oblas.tlfzabeZp,e cent
s osobnimi Udaji. tniormact
Poruseni bezpecnosti osobnich Gdajd by se mélo
Regen incidentti / Porugent okamzité hlasnlvgdenl. vMe'vaby se Eavgst Qos}upy A.16 Rlz.enl lnCld(:ntl’l v
. PR G.2. pro oznamovani poruseni predpisu pFisluSnym oblasti zabezpeceni
zabezpec€eni osobnich udaju o e o < . P
organtm a subjektum Gdaju v souladu s €l. 33 a 34 informaci
GDPR.
Organizace by méla stanovit hlavni postupy a
kontrolni mechanismy, které je tfeba dodrzovat, .
Kontinuita podnikani Hi aby se zajistila poZzadovana Uroven kontinuity A 1171fA :l;f:t?’ Z;l;fzi’::,cem
P : a dostupnosti IT systému zpracovavajiciho osobni klon(:in iﬂ poill:izlférii
Udaje (v pfipadé incidentu/poruseni zabezpeceni uity p
osobnich Gdajd).
Organizace by méla zajistit, aby vSichni
zamestnanci chapali svoji odpovédnost a
Zachovani ddvérnosti ze strany L1 povinnosti souvisejici se zpracovanim osobnich A.7 Zabezpedeni lidskych

Gdajt. Ukoly a povinnosti by se mély jasné zdroji
sdélovat jiz béhem procesu pfed nastupem do
zaméstnani a/nebo béhem Gvodniho zaSkolovani.

personalu
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L . . PRISLUSNY STANDARD
KATEGORIE OPATRENI | OPATRENI{ POPIS OPATRENI ISO/IEC 27001:

KONTROLA 2013

Organizace by méla zajistit, aby vSichni
zaméstnanci byli dostate¢né informovani o
bezpe€nostnich kontrolach systému IT, které se

3 tykaji jejich kazdodenni prace. Zaméstnanci, ktefi A.7.2.2 Informovanost,
Skoleni J1 se podileji na zpracovani osobnich Gdajd, by méli vzdé&lavani a Skoleni o
byt prostfednictvim pravidelnych osvétovych zabezpeceni informaci

kampani rovnéz fadné informovani o pfislusnych
pozadavcich na ochranu Gdajli a pravnich
povinnostech.

Mel by byt zaveden systém Fizeni pFistupu
vztahujici se na vSechny uzivatele pfistupujici k
Rizeni pfistupu a ov&fovani K.1 systému IT. Systém by mél umoziovat vytvéareni, A.9 Kontrola p¥istupu
schvalovani, kontrolu a mazani uzivatelskych
actd.

Je tfeba se vyhnout pouzivani béznych
uzivatelskych G¢td. V pripadech, kdy je to

Rizeni pristupu a overovani K.2 nezbytné, je tieba zajistit, aby véichni uZivatelé A.9 Kontrola pristupu
bézného Gctu méli stejné role a povinnosti.
Mél by byt zaveden mechanismus ovéfovani,
ktery umozni pfistup do IT systému (na zakladé
Rizeni pFistupu a ovéFovani K.3 politiky a systému izenf pristupu). Méla by se A.9 Kontrola pfistupu

pouzivat minimalné kombinace uZivatelského
jména a hesla. Hesla by méla dodrZovat urcitou
(konfigurovatelnou) droven sloZitosti.

3 Systém Fizeni pFistupu by mél mit moznost zjistit a
Rizeni pFistupu a ovéfovani K4 nepovolit pouzivani hesel, kterd nedodrZuji urcitou A.9 Kontrola p¥istupu
(konfigurovatelnou) droven sloZitosti.

Pro kazdy systém/aplikaci pouzivany/ou ke
zpracovani osobnich Udajd by se mély aktivovat
Protokolovani a monitorovani L.1 protokolové soubory. Mély by zahrnovat vSechny
typy pfistupu k datm (zobrazeni, modifikace,
mazani).

A.12.4 Protokolovani a
monitorovani

Protokolové soubory by mély byt opatfeny
¢asovou znackou a dostatecné chranény proti
Protokolovani a monitorovani L.2 manipulaci a neopravnénému pfistupu. Hodiny by
se mély synchronizovat s jedinym referencnim
zdrojem Casu

A.12.4 Protokolovani a
monitorovani

Servery s databazemi a aplikacemi by se mély
nakonfigurovat tak, aby pro spravnou funkci
pouzivaly samostatny Uc€et s minimalnimi pravy
operacniho systému.

Zabezpedeni serverll/databazi M.1 A. 12 Zabezpeceni provozu
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Servery s databazemi a aplikacemi by mély
zpracovavat pouze ty osobni Udaje, které jsou

Zabezpeceni serverl/databazi M.2 skutetné nutné ke zpracovani za acelem dosazeni A. 12 Zabezpeceni operaci
Gcelu zpracovani.
Zahezpeceni pracovnich stanic N.1 Uzivatelé by neméli mit moznost deaktivovat nebo o?a;dl:\:}(Bﬁzpiicfgg;tl:léni
P P ’ obejit nastaveni zabezpeceni. P Y na
systémy
S ‘o A. 14.1 Bezpecnostni
S . . Antivirové aplikace a detek¢ni signatury by se Y . . .
Zabezpeceni pracovnich stanic N.2 mély konfigurovat kazdy tyden. pozadavky na informaéni
systémy
Zabezbeteni pracovnich stanic N3 UZivatelé by neméli mit opravnéni instalovat nebo f& dl 4'}(Be2p.ecfn°smlv .
P P : deaktivovat neautorizované softwarové aplikace. pozadaviy na tniormacni
systemy
. e s P A. 14.1 Bezpecnostni
L . . Systém by mél mit ¢asovy limit relace, pokud \ . -
ZabezpecCeni pracovnich stanic N.4 uzivatel nebyl po urcitou dobu aktivni. poZzadavky na informacni
systemy
Kritické aktualizace zabezpeceni vydané A. 14.1 Bezpec&nostni
Zahezpeceni pracovnich stanic N.5 vyvojafem operacniho systému by se mély poZadavky na informadni
pravidelné instalovat. systémy
P¥i kazdém pfistupu pfes internet by méla byt .
Zabezpeceni siti/komunikace 0.1 komunikace Sifrovana pomoci kryptografickych A‘goﬁal:sigecceem
protokol( (TLS/SSL). u
Postupy zalohovani a obnovy dat by se mély jasné
Zalohy P.1 definovat, zdokumentovat a jasné propojit s rolemi A.12.3 Zalohovani
a povinnostmi.
Zaloham by se méla poskytnout odpovidajici
. aroven fyzické ochrany a ochrany Zivotniho . .
Zalohy P2 prostfedi v souladu se standardy uplatfiovanymi na A.12.3 Zilohovini
vychozi data.
. Provadéni zaloh by se mélo monitorovat, aby byla , .,
Zélohy P.3 zajisténa jejich dplnost, A.12.3 Zalohovani
Zalohy P4 Uplné zalohovani by se mélo provadét pravidelng. A.12.3 Zalohovani
Mély by se definovat a zdokumentovat postupy
Mobilni/pfenosné zafizeni 0.1 Spravy mgpllnlfzh a p_renosny(_:h__zarlzenll, k'Eere A. 6.2 Mobllm zafizeni
stanovi jasné pravidla pro jejich spravné a prace na dalku
pouZivani.
Mobilni zafizeni, kterym je povolen pFistup do o
Mobilni/pFenosna zafizeni Q.2 informacniho systému, by se méla pfedem A 2‘2 II};IOb:Il;" dzgif(lzem
zaregistrovat a autorizovat. prace u
Mobilni zafizeni by méla podléhat stejnym S,
Mobilni/pFenosna zafizeni Q3 postuptim kontroly pfistupu (k systému zpracovani A. 6.2 Mobilni zafizeni

KATEGORIE OPATRENI

OPATRENI

dat) jako ostatni koncova zafizeni.
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Zahezpeceni Zivotniho cyklu
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Béhem Zivotniho cyklu vyvoje by se méla
dodrZovat nejlepsi praxe, nejmodernéjsi a

A.12.6 Technicka sprava
zranitelnosti a A.14.2

aplikaci R.1 uznévané postupy, rAmce nebo standardy Zabezpeceni u procesi
bezpetného vyvoje. vyvoje a podpory
A.12.6 Technicka sprava
Zabezpeceni zivotniho cyklu R2 Konkrétni bezpe¢nostni pozadavky by se mély zranitelnosti a A.14.2
aplikaci : definovat v ranych fazich Zivotniho cyklu vyvoje. Zabezpeceni u procesi
vyvoje a podpory
Analogicky k bezpecnostnim poZzadavk(im by se
mély pFijmout specifické technologie a postupy A.12.6 Technicka sprava
Zahezpeceni Zivotniho cyklu R3 urcené k podpore ochrany soukromi a osobnich zranitelnosti a A.14.2
aplikaci i (dajti (oznadované také jako technologie pro Zabezpeceni u procesi
zvySeni ochrany soukromi (Privacy Enhancing vyvoje a podpory
Technologies - PET)).
A.12.6 Technicka sprava
Zabezpeceni zivotniho cyklu RA Mély by se dodrzovat standardy a postupy zranitelnosti a A.14.2
aplikaci ’ bezpetného kddovani. Zabezpeceni u procesi
vyvoje a podpory
- P . L ix - A.12.6 Technicka sprava
s . V prub&hu vyvoje by se mélo provadét testovani a . .
Zabezpegeni %'VOt,mho cyklu R.5 validace zavedeni plivodnich bezpecnostnich Zramteh}os?‘ a A'14'2°
aplikaci 5 o Zabezpeceni u procesi
poZadavku. .,
vyvoje a podpory
Pred likvidaci vSech médii by se mélo provést A. 8.3.2 Likvidace médii a
f o jejich softwarové prepsani. V pfipadech, kdy to | A. 11.2.7 Bezpeéna likvidace
Vymazani/likvidace dat S.1 neni mozné (CD, DVD atd.), je tfeba provést nebo opétovné pouZiti
fyzickou likvidaci. zafizeni
A. 8.3.2 Likvidace médii a
f o Provede se skartace papirovych a pfenosnych A. 11.2.7 Bezpe¢na likvidace
Vymazani/likvidace dat 52 nosi¢d pouzivanych k ukladani osobnich udaju. nebo opétovné pouZiti
zarizeni
S . . <1 A.11 - Fyzické zabezpeceni
Fyzické zabezpeceni T.1 Fyzicky okruh infrastruktury systému IT by nemél a bezpeénost Zivotniho

byt pfistupny neautorizovanym osobam.

prostiedi
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