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MEDICAL DEVICE USABILITY STUDY AGREEMENT

Evaluation of the BD OneFlowTM Acute Leukemia
Panel (BD OneFlowTM ALOT, BCP-ALL T1, and AML T1-
T4) on the BD FACSLyricTM Flow Cytometer using
Leftover, De-identified Specimens

Between

PROVIDER: University Hospital Motol, located at V
Uvalu 84, 150 06 Praha 5, Czech Republic, VAT no:
00064203,
attorney.
(hereinafter referred to as (“CLINICAL CENTER”)

represented by xxxxxx, on power of

And

INVESTIGATOR: / CLIP — Cytometry,
Department of Paediatric Hematology/Oncology,
University Hospital Motol (hereinafter referred to as
“INVESTIGATOR”)

And

XXXXXX

SPONSOR: Becton, Dickinson and Company, with its
registered seat at 1 Becton Drive, Franklin Lakes, New
Jersey 07417-1880, USA, ID 201.847.6800

Who authorizes:

Becton Dickinson Czechia, s.r.o., Prague 6, Kfenova
438/1, district Prague 5, Post Code 162 00, Company’s
ID 251 42 135, registered in the Commercial Register
maintained by the Municipal Court in Prague, file No.:
C 53145 (hereinafter referred to as “SPONSOR”)

(jointly also referred to as the “Parties”, or

individually as the “Party”)

To conduct the evaluation of the performance of in
vitro diagnostic (IVD) products described below (the
“Clinical Trial”), the Parties agree to the following
terms and conditions:

1. PROTOCOL AND FINAL REPORT
11

The Protocol of in vitro diagnostic product

Prague -

SMLOUVA O HODNOCEN{ FUNKENi zPUSOBILOSTI
ZDRAVOTNICKEHO PROSTREDKU

Hodnoceni BD OneFlowTM Acute Leukemia Panel
(BD OneFlowTM ALOT, BCP-ALL T1, and AML T1-T4)
na pristroji BD FACSLyricTM Flow Cytometer
s pouzitim zbytkovych, deidentifikovanych klinickych
vzorkd

kterou mezi sebou uzaviraji

POSKYTOVATEL: Fakultni nemocnice Motol, se sidlem
V Uvalu 84, 150 06 Praha 5, Ceska Republika, VAT no:
00064203, zastoupend xxxxxx, na zdkladé plné moci.

(dale jen ,POSKYTOVATEL")

ZKOUSEJICI: xxxxxx, Klinika détské hematologie a
onkologie, Fakultni nemocnice Motol (ddle jen
,ZKOUSEJICi“)

A

ZADAVATEL: Becton, Dickinson and Company, se
sidlem na adrese 1 Becton Drive, Franklin Lakes, New
Jersey  07417-1880, USA, identifikacni dislo
201.847.6800

Zastoupen na zakladé pIlné moci:
Becton Dickinson Czechia, s.r.o., Praha 6, Kfenova

438/1, okres Praha 5, PSC 162 00, IC: 25142 135,
zapsanou v obchodnim rejstfiku vedeném Méstskym

soudem vPraze, sp. zn.: C53145 (ddle jen
,ZADAVATEL")

(spole¢né dale také ,Strany” nebo jednotlivé
,Strana”)

PFi provadéni  nize  popsaného  hodnoceni
zdravotnického prostiedku (dale jen ,Klinicka
zkouska“) se Strany zavazuji k nasledujicim

podminkam:
1. PROTOKOL A ZAVERECNA ZPRAVA

11  Protokol zhodnoceni funkéni zpUsobilosti (dale
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evaluation (the “Protocol”) to be followed,
which is in compliance with Act No. 268/2014
Coll., on medical means, as amended (the
“Act”), is identified as the Evaluation of the BD
OneFlowTM Acute Leukemia Panel (BD
OneFlowTM ALOT, BCP-ALL T1, and AML T1-T4)
on the BD FACSLyricTM Flow Cytometer using
Leftover, De-identified Specimens (the “Study
Product”), and is attached hereto as Exhibit B
and incorporated herein. Changes or revisions
to the Protocol will be made only after mutual
agreement between the SPONSOR and the
INVESTIGATOR, and approved by the respective
Ethics Committee. All changes and revisions and
reasons therefore shall be documented by the
INVESTIGATOR, dated, and maintained in the
Protocol.

The Parties represent that the intent to perform
the evaluation of in vitro diagnostic product
(hereinafter  “clinical trial”) has been
announced to the respective Ethics Committee
and the Clinical Trial will not start before the
Ethics Committee approves this Clinical Trial.

After the Clinical Trial is completed, a final
report thereon has to be prepared pursuant to
the Act.

COMPENSATION

The SPONSOR agrees to provide compensation
to the CLINICAL CENTER for the Clinical Trial as
outlined in the Financial Agreement, attached
here to as Exhibit A and incorporated herein.

SCOPE

This Agreement shall come into effect as of its
publication in the register of contracts pursuant
to Act No. 340/2015 Coll., on register of
contracts, as amended, and shall expire upon
the completion of the Clinical Trial by the
CLINICAL CENTER and by the INVESTIGATOR.
This Agreement, along with the attachments
hereto, contains the entire understanding of
the Parties with respect to the subject matter
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jen ,Protokol”), podle kterého se bude
postupovat a ktery je v souladu se zakonem ¢.
268/2014 Sb., o zdravotnickych prostfedcich,
v platném znéni (dale jen ,,Zakon"“), is identified
as the Evaluation of the BD OneFlowTM Acute
Leukemia Panel (BD OneFlowTM ALOT, BCP-ALL
T1, and AML T1-T4) on the BD FACSLyricTM
Flow Cytometer using Leftover, De-identified
Specimens (ddle jen ,Hodnoceny produkt”) a
tvofi soucdast této Smlouvy jako jeji Pfiloha B.
Zmény nebo Upravy Protokolu budou ucinény
pouze na zdkladé vzijemné dohody mezi
ZADAVATELEM a ZKOUSEJICIM a po schvaleni
pFislusnou Etickou komisi. ZKOUSEJICI uvede do
Protokolu vSechny zmény a dpravy spolu s
dlvody pro jejich provedeni, a to s daty jejich
provedeni.

Strany prohlasuji, ze zamér provést zhodnoceni
funkéni  zpUsobilosti  (dale jen ,klinicka
zkouska“) byl oznamen pfislusné Etické komisi a
Klinickd zkouSka nebude zahdjena dtive, neZ
Eticka komise tuto Klinickou zkousku povoli.

Po dokonceni Klinické
vypracovana zavérecna zprava dle Zakona.

zkousky musi byt

ODMENA

ZADAVATEL se zavazuje poskytnout
POSKYTOVATELI za Klinickou zkousku odménu v
souladu s Finan¢ni dohodou, ktera tvori soucast
této Smlouvy jako jeji Priloha A.

ROZSAH

Tato Smlouva nabyvd ucinnosti dnem jejiho
uverejnéni v registru smluv podle
¢.340/2015 Sbh., o registru smluv, v platném
znéni, a pozbude ucinnosti dokoncenim Klinické
zkousky POSKYTOVATELEM a ZKOUSEJICiMm.
Tato Smlouva spole¢né se svymi prilohami
obsahuje Uplné ujednani
pfedmétu  Smlouvy a nahrazuje
predchozi umluvy a dohody, at jiz pisemné i

zakona

Stran ohledné

veskeré
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herein and supersedes all previous agreements
and understandings whether written or oral
between any of the Parties with respect
thereto. In the event of a conflict between the
terms and conditions of this Agreement and
those of the Protocol, Financial Agreement and
the terms and conditions of this Agreement
shall prevail.

TERMINATION

The SPONSOR shall have the right to terminate
this Agreement by written notice of termination
with immediate effect (i.e. effective upon the
delivery of the termination notice to the
CLINICAL CENTER or on a later day specified by
the SPONSOR in the termination notice) at any
time for failure of the CLINICAL CENTER or the
INVESTIGATOR to comply with the terms and
conditions of this Agreement and/or the
Protocol. The SPONSOR undertakes to promptly
inform the State Institute for Drug Control
(“SUKL"), the applicable Ethics Committee, as
well as the CLINICAL CENTER and the
INVESTIGATOR of any premature termination of
the Clinical Trial.

The SPONSOR shall have the right to terminate
this Agreement by written notice of termination
with immediate effect (i.e. effective upon the
delivery of the termination notice to the
CLINICAL CENTER or on a later day specified by
the SPONSOR in the termination notice) if, at
any time during this Agreement, the
INVESTIGATOR is no longer employed by or
affiliated with the CLINICAL CENTER or if the
INVESTIGATOR is disqualified or in any way
restricted by the SUKL or other governmental
agency with respect to his/her conduct of
clinical investigations.

Both the SPONSOR and the CLINICAL CENTER
may terminate this Agreement with thirty (30)
days advanced written notice delivered to the
other Party if for any reason continuation of the
Clinical Trial is not possible.

The SPONSOR shall have the right to terminate
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ustni, jez byly mezi Stranami vtomto ohledu
uzavreny. V pfipadé rozporu mezi podminkami
Smlouvy  a podminkami
¢i Finanéni dohody jsou rozhodujici ustanoveni
této Smlouvy.

této Protokolu

UKONCENI

ZADAVATEL ma pravo tuto Smlouvu kdykoliv
ukoncit pisemnou vypovédi s okamzitym
ucinkem (tj. s ucinnosti k okamziku doruceni
vypovédi POSKYTOVATELI, nebo k pozdéjsimu
dni stanovenému ZADAVATELEM ve vypovédi)
v pfipadé, e POSKYTOVATEL nebo ZKOUSEJICI

nedodrzi podminky této Smlouvy a/nebo
Protokolu. ZADAVATEL se zavazuje
o pred¢asném  ukonceni  Klinické  zkousky
neprodlené informovat Statni JUstav pro

kontrolu léciv (dale jen ,SUKL“), pfislu$nou
Etickou komisi, POSKYTOVATELE
a ZKOUSEJICiHO.

ZADAVATEL ma pravo ukoncit tuto Smlouvu
pisemnou vypovédi s okamzitym ucinkem (tj.
s uéinnosti  k okamziku vypovédi
POSKYTOVATELI, nebo kpozdéjSimu  dni
stanovenému ZADAVATELEM ve vypovédi),
pokud kdykoliv béhem doby trvani této
Smlouvy skonéi pracovni pomér ZKOUSEJICIHO
s POSKYTOVATELEM nebo pokud s nim ukonci
spolupraci nebo pokud bude ZKOUSEJICI
prohlasen nezplsobilym nebo pokud bude
jakkoliv omezen ze strany SUKL nebo jiného
statniho orgdnu ohledné provadéni klinického
zkouseni.

doruceni

ZADAVATEL i POSKYTOVATEL maji pravo tuto
Smlouvu pisemnou vypovédi
s tficetidenni (30) vypovédni dobou, dorucenou
druhé Strané, pokud v Klinické zkousce nebude
mozno z jakéhokoliv divodu pokracovat.

ukondit

ZADAVATEL ma pravo tuto Smlouvu ukoncit
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this Agreement by written notice with
immediate effect (i.e. effective upon the
delivery of the termination notice to the
CLINICAL CENTER or on a later day specified by
the SPONSOR in the termination notice), if in
the SPONSOR’s sole discretion, there is an
adverse safety concern with respect to the
Clinical Trial which makes continuation of the
Clinical Trial inadvisable (pursuant to the

SPONSOR’s sole discretion).

The CLINICAL CENTER shall have the right to
terminate this Agreement upon notice
delivered to the SPONSOR with immediate
effect (i.e. effective upon the delivery of the
termination notice to the SPONSOR or on a
later day specified by the CLINICAL CENTER in
the termination notice), if the CLINICAL CENTER
receives safety information that pursuant to the
INVESTIGATOR's judgment it is
reasonable to terminate the Clinical Trial. The
Clinical Trial shall be terminated only if it is
medically permissible to do so.

medical

If the Clinical Trial is terminated by the
SPONSOR and/or the CLINICAL CENTER prior to
its completion as outlined in the Protocol, the
SPONSOR agrees to provide the CLINICAL
CENTER with payment for all
completed and reasonable costs incurred prior
to receipt of such termination notice by the
respective Party according to the Financial
Agreement. If the sum of such costs incurred by
the CLINICAL CENTER is less than the sum of
advanced payments already provided by the
SPONSOR to the CLINICAL CENTER prior to the
receipt of the termination notice, the CLINCAL
CENTER shall pay back the balance to the
SPONSOR without undue delay, and in any case
within 30 business days from the receipt of the
shall
relieve any Party of any obligation which has
prior to the of the
Agreement.

services

termination notice. Termination not

arisen termination

The following sections of this Agreement shall
remain in full force after the completion or
termination (for whatever reason) of this
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pisemnou vypovédi s okamzitym ucinkem (tj.
s u¢innosti k okamziku doruceni vypovédi
POSKYTOVATELI, nebo k pozdéjsSimu dni
stanovenému ZADAVATELEM ve vypovédi),
pokud dle vyhradniho uvaZzeni ZADAVATELE
nebude vhodné v Klinické zkousSce pokraCovat
z dlivod(i obav tykajicich se bezpecnosti Klinické
zkousky (dle vyhradniho uvazeni ZADAVATELE).

POSKYTOVATEL ma pravo ukoncit tuto Smlouvu
vypovédi dorucenou ZADAVATELI s okamzitym
ucinkem (tj. s ucinnosti k okamziku doruceni
vypovédi ZADAVATELI, nebo k pozdéjSimu dni
stanovenému POSKYTOVATELEM ve vypovédi),
pokud POSKYTOVATEL obdrzi s bezpecnosti
souvisejici informaci, Zze na zdkladé |ékarského
ZKOUSEJICIHO by bylo
Klinickou zkousku ukoncit.
bude ukonlena pouze v pfipadé,
z lékarského hlediska pripustné.

usudku rozumné
Klinickd zkouska

e je to

Pokud bude Klinickd zkouska ze strany
ZADAVATELE a/nebo POSKYTOVATELE
ukoncena pred jejim dokoncenim, jak je

uvedeno v Protokolu, zavazuje se ZADAVATEL
zaplatit POSKYTOVATELI v souladu s Financni
dohodou za veSkeré poskytnuté sluzby
a pfimérené ndklady vzniklé pfed obdrZenim
vypovédi pfislusnou Stranou. Pokud bude
celkova Castka téchto ndkladd nizsi nez celkova
kterd jiz byla poskytnuta
ZADAVATELEM POSKYTOVATELI pred
doruéenim vypovédi, bude rozdil vracen
POSKYTOVATELEM ZADAVATELI bez zbytecného
prodleni, a v kazdém pfipadé do 30 pracovnich
dnl od doruceni vypovédi. Ukoncenim této
Smlouvy nezanikaji zdvazky Stran, jez vznikly
pred ukonéenim Smlouvy.

Castka zalohy,

Po skonceni nebo ukonceni této Smlouvy (z
jakéhokoliv dlvodu) zlstanou nadale plné

platné nasledujici clanky této Smlouvy:
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Agreement: 6 Publication, 7 Confidentiality, 9
Indemnification and 20 Patents and Inventions.

It is expected that there will be at least xxxxxx
trial subjects enrolled to the Clinical Trial across
all sites. One specimen will be enrolled per
subject, and the specimen will be either bone
marrow or peripheral whole blood. Provider will
enroll a minimum of xxxxxx specimens and a
maximum of Xxxxxx specimens.

Except for its premature termination, the
Clinical Trial is deemed to have been finished
after the completion of the final report on the
Clinical Trial and submission of all documents
relating to the Clinical Trial.

Copy of the final report will be submitted by the
INVESTIGATOR to law department of the
CLINICAL CENTER.

It is expected that the Clinical Trial will last 6
months from the moment of the enrolment of
the first subject until the completion of the final
report.

STUDY DATA AND STUDY RECORDS

Study Data. During the course of the Clinical
Trial, the CLINICAL CENTER shall collect and
submit certain data to the SPONSOR, as
specified in the relevant Protocol (collectively
“Study Data”). The INVESTIGATOR, on behalf of
the CLINICAL CENTER, shall prepare and
maintain complete, current, organized and
accurate Study Data in a manner acceptable for
the collection of data for review by and/or
submission to relevant governmental
authorities and the SPONSOR and

with the any
laws, regulations, guidelines and

in full

compliance Protocol and
applicable

standards.

Ownership of Study Data. Subject to the
CLINICAL CENTER’s right to use Study Data to
publish the results of the Clinical Trial (see
Section 6 Publication) and the non-exclusive
license that permits certain uses (see below),
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6. Zvefejnéni, 7.Duavérnost, 9. Odskodnéni a
20. Patenty a vynalezy.

Pfredpokldda se, Zze do Klinické zkousky bude
zarazeno alespon xxxxxx subjektl hodnoceni ve
vsech klinickych pracovistich ve studii. U
kazdého subjektu bude pouzit jeden vzorek, a
to vzorek kostni dfené anebo periferni krve.
Poskytovatel zaradi minimdalné xxxxxx vzorkd,
maximalné vsak xxxxxx vzorkd.

S vyjimkou ukonéeni  Klinické
zkousky zkouska povaZuje za
ukonenou po dokonceni zavérecné zpravy o
predlozeni veskerych
dokumentl souvisejicich s Klinickou zkouskou.

predc¢asného
se Klinicka

Klinické  zkousce a

Kopii zavére¢né zpravy preda ZKOUSEJICI

pravnimu oddéleni POSKYTOVATELE.

Pfedpoklddand doba trvani Klinické zkousky
bude 6 mésicl od okamziku zafazeni prvniho
subjektu az do dokonceni zavérecné zpravy.

UDAIJE O STUDII A ZAZNAMY O STUDII

Udaje o studii. Béhem Klinické zkougky bude
POSKYTOVATEL shromaZdovat urcité udaje
a predkladat je ZADAVATELI, jak je
stanoveno v prislusném Protokolu (spole¢né
dile jen ,Udaje o studii“). ZKOUSEJICI
jménem POSKYTOVATELE vyhotovi a povede
Udaje o Studii a zajisti jejich aktudlnost,
Uplnost, spravnost a pfesnost,
zpUsobem pfijatelnym pro shromazdovani
udajid  pro kontrolu pfedloZeni
prislusnym organim statni spravy
a ZADAVATELI a tak, aby byly plné v souladu
s Protokolem a veskerymi platnymi pravnimi
predpisy, nafizenimi, pokyny a normami.

ato

anebo

Vlastnictvi _Udaji o studii. S pfihlédnutim
k pravu POSKYTOVATELE pouzivat Udaje o studii
ke zverejnéni vysledku Klinické zkousky (viz
¢lanek 6. Zvefejnéni) a nevyhradni licenci, ktera
umoznuje urcité pouziti (viz nize), a v souladu
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and subject to applicable laws and regulations,
the SPONSOR is the exclusive owner of all Study
Data and may use Study Data for any lawful
purpose in its sole discretion.

Non-exclusive License. The SPONSOR grants
the CLINICAL CENTER a royalty free, non-
exclusive license, with no right to sublicense, for
the term of the Clinical Trial, to use Study Data
for internal, non-commercial, research,
educational, or patient care purposes.

Notice of New Information. The SPONSOR shall
comply with applicable regulations requiring
notification of the INVESTIGATOR of new safety
information about the Study Product. The
SPONSOR further commits to notify the
INVESTIGATOR of any other new information of
which the SPONSOR becomes aware that could
reasonably be expected to affect the safety of
trial subjects or influence the conduct of the
Clinical Trial.

Reports to the SPONSOR. The INVESTIGATOR,
on behalf of the CLINICAL CENTER, shall submit
written reports to the SPONSOR as provided in
Analysis of the Study Data (the
“Results”) shall be provided in the final written
report, upon completion of the Clinical Trial, in
a manner and format mutually acceptable to
the Parties.

the Protocol.

Study Records. The CLINICAL CENTER shall
ensure that Clinical Trial records, which include
CLINICAL CENTER’s copies of all Study Data as
well as relevant source documents, if applicable
to this kind of study (collectively, “Study
Records”), are kept up to date and maintained
in accordance with applicable laws, regulations
guidelines. The CLINICAL
retain Study Records

and institutional
CENTER shall
storage conditions conducive to their stability

under

and protection, for a period of time which is in
with  applicable
regulations and International Conference on
Harmonization Guideline for Good Clinical
Practice (“ICH GCP”), if applicable to this kind of

accordance laws and
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s platnymi pravnimi predpisy a nafizenimi je
ZADAVATEL vyhradnim vlastnikem viech Udajli
ostudii ambze vyuzit Udaje ostudii pro
jakykoliv zdkonny ucel dle svého vyhradniho
uvazeni.

Nevyhradni  licence. ZADAVATEL udéluje
POSKYTOVATELI bezplatnou nevyhradni licenci
bez prdva udélit po dobu trvani Klinické zkousky
dil&i licenci k vyuziti Udajd o studii pro interni,
nekomercni, vyzkumné a vzdéldvaci ucely nebo
pro Ucely péce o pacienty.

Oznameni o novych informacich. ZADAVATEL

bude dodrzovat platnd nafizeni vyZadujici
informovani ZKOUSEJiCiHO o novych
skutecnostech  souvisejicich s bezpecénosti

Hodnoceného produktu. ZADAVATEL se ddle
zavazuje sdélit ZKOUSEJICIMU jakékoliv dalsi
nové informace, o nichz se ZADAVATEL dozvi, u
nichz lze rozumné ocekdvat, ze by mohly
ovlivnit bezpecnost subjektll hodnoceni nebo
provadeéni Klinické zkousky.

Zpravy uréené ZADAVATELI. ZKOUSEJICI pFedlozi
ZADAVATELI jménem POSKYTOVATELE pisemné
zprdvy podle ustanoveni Protokolu. Analyza
Udajd ostudii (ddle jen ,Vysledky“) bude
poskytnuta v pisemné zdvérecné zpravé po
dokonceni Klinické zkousky zplsobem a ve
formatu, které budou pro Strany prijatelné.

Zaznamy o studii. POSKYTOVATEL zajisti, Ze
zaznamy o Klinické zkousce, které zahrnuji kopie
véech Udaji o studii POSKYTOVATELE a
relevantni zdrojové dokumenty, pokud je to
aplikovatelné u tohoto druhu studie (spolecné
jako ,Zaznamy o studii“),
aktualizovdny a vedeny v souladu s platnymi
pravnimi predpisy, nafizenimi a smérnicemi.
POSKYTOVATEL bude uchovavat Zaznamy o
studii za podminek skladovani zajistujicich jejich
stabilitu a ochranu po dobu odpovidajici
platnym pravnim predpisim a nafizenim a
smérnici Mezinadrodni konference o harmonizaci
pro spravnou klinickou praxi (dale jen
,Smérnice ICH GCP“), pokud je u tohoto druhu

dale budou



CAS-OFLYRICALL-IVDR
University Hospital Motol, Czech Republic / Fakultni Nemocnice Motol, Ceskd republika

57

study unless the SPONSOR authorizes in writing
earlier destruction. The CLINICAL CENTER
further agrees to retain Study Records for a
longer period at SPONSOR’s
expense, under an arrangement that protects
the confidentiality of the records (e.g., secure
off-site storage). Nothing in this Agreement
shall relieve or be construed to relieve the
CLINICAL CENTER from complying with any
other rule, regulation, ordinance, order or law
relating to record keeping.

if necessary,

SPONSOR Systems. Under this Agreement, the
SPONSOR may grant to the CLINICAL CENTER
and/or the INVESTIGATOR access to the
SPONSOR’s  websites (including, without
limitation, secured access areas), computer
system(s), software or hardware (“SPONSOR
Systems”). If the CLINICAL CENTER and the
INVESTIGATOR are granted access to the
SPONSOR Systems, they agree to not tamper
with, compromise or circumvent any security or
audit measures used in conjunction with the
SPONSOR Systems. The CLINICAL CENTER and
the INVESTIGATOR agree that the SPONSOR
may audit CLINICAL CENTER's and
INVESTIGATOR’S use of any of the SPONSOR
Systems. The CLINICAL CENTER and the
INVESTIGATOR agree that the SPONSOR has the
right, but not the obligation, to review, in line
with the relevant Data Protection Legislation,
any information, emails, or other data stored on
in the SPONSOR Systems to
determine whether there have been any
violations of this Agreement or applicable laws.
In the case of application of this right, the
SPONSOR will respect the protection of the
privacy of the persons concerned. All
equipment, software, materials, documents,
data and other items furnished to the CLINICAL
CENTER or the INVESTIGATOR by the SPONSOR
in connection with the SPONSOR Systems,
together with any patent, copyright, trademark,
trade secrets and other proprietary rights
associated with ownership of such items,
remain the sole and exclusive property of the

or contained
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studie aplikovatelnd, ledaze ZADAVATEL
pisemné schvali jejich dfivéjsi zniceni.
POSKYTOVATEL se dale zavazuje uchovat

Zaznamy o studii po delsi dobu, je-li to nutné,
na naklady ZADAVATELE, na zakladé ujednani,
Ze zachova dlvérnost zaznama (tj. zabezpecené
detasované misto ulozeni). Zadné ustanoveni
této Smlouvy nezprosti POSKYTOVATELE
povinnosti dodrzet jakékoliv dal$i pravidlo,
predpis, vyhlasku, nafizeni nebo zakon tykajici
se uchovavani
ustanoveni nebude vykladano.

zaznamUl, ani tak Zadné

Systémy ZADAVATELE. Na zakladé této Smlouvy
muze ZADAVATEL udélit POSKYTOVATELI anebo
ZKOUSEJICIMU pfistup k webovym strankam
ZADAVATELE (zejména pristup k zabezpecenym
oblastem), pocitatovym systémUim, softwaru
nebo hardwaru (ddle  jen ,Systémy
ZADAVATELE”). Jestlize je POSKYTOVATELI
a ZKOUSEJICIMU udélen pFistup k Systémiim
ZADAVATELE, zavazuji se POSKYTOVATEL a
ZKOUSEJICI, Ze bezpe¢nostni ¢
kontrolni opatfeni pouzivand v souvislosti se
Systémy ZADAVATELE, nebudou do nich
zasahovat ani je nebude  obchazet.
POSKYTOVATEL a ZKOUSEJICI souhlasi s tim, ze

nenarusi

ZADAVATEL muUZe kontrolovat pouzivani
Systému ZADAVATELE ze strany
POSKYTOVATELE a ZKOUSEJICIHO.

POSKYTOVATEL a ZKOUSEJICI souhlasi s tim, Ze
ZADAVATEL ma pravo, nikoliv vSsak povinnost,
kontrolovat v souladu s pfisluSnymi Pravnimi
predpisy o ochrané udaji jakékoliv informace,
e-maily ¢i jiné udaje uloZené nebo obsaZené
v Systémech ZADAVATELE, aby stanovil, zda
doslo k jakémukoliv poruseni této Smlouvy
nebo platnych pravnich predpist. V pripadé
uplatnéni tohoto prava ZADAVATEL bude
respektovat ochranu soukromi dotcenych osob.
Veskeré  vybaveni, software,  materidly,
dokumenty, data a dalsi polozky poskytnuté
POSKYTOVATELI nebo ZKOUSEJICIMU ze strany

ZADAVATELE v souvislosti se Systémy
ZADAVATELE, spolu s jakymkoliv patentem,
autorskym  pravem, ochrannou znamkou,

obchodnimi tajemstvimi a dalSimi vlastnickymi
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SPONSOR.

PUBLICATION

The INVESTIGATOR and the CLINICAL CENTER
will not publish the results pursuant to the
Clinical Trial without the SPONSOR’s prior
review and opportunity to comment on, an
English translation of, the publication or oral
presentation. Abstracts and synopsis of oral
presentations must be received by the
SPONSOR 30 days, and journal submissions 60
days, prior to their publication / presentation or
provision to third parties for the purpose of
their publication / presentation.

The data generated pursuant to the Protocol
will be the property of SPONSOR and may be
used in any manner by SPONSOR as it may
determine in its sole discretion. INVESTIGATOR
and CLINICAL CENTER may use the data for their
own internal research, clinical and educational
purposes.

CONFIDENTIALITY

Notwithstanding the CLINICAL CENTER’s and
INVESTIGATOR’s  publication rights under
Section 6.1 above, the Parties confirm that the
procedure under the Protocol, as well as any
and all data generated pursuant to the Protocaol,
including individually
identifiable (“Confidential
Information”) are confidential, and agree to
keep confidential and not disclose or otherwise
use such Confidential Information without the

without limitation

information

express prior written permission of the
SPONSOR. The INVESTIGATOR and the CLINICAL
CENTER may disclose the Confidential

Information without the SPONSOR’s
written permission only if:

prior

711 the Confidential Information was known
or generally available to the public prior
to such disclosure;
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pravy  souvisejicimi  svlastnictvim  téchto
poloZek, zlstavaji vyhradnim vlastnictvim
ZADAVATELE.
ZVEREJNENI
ZKOUSEJICI a  POSKYTOVATEL nezvefejni
vysledky Klinické zkousky bez predchozi

kontroly ZADAVATELEM a aniZz by ZADAVATEL
mél nebo
k jejich Ustni prezentaci, v anglickém prekladu,
vyjadrit. Shrnuti a synopse Ustnich prezentaci
musi byt dorucena ZADAVATELI do 30dni
a pfispévek do odborného casopisu do 60 dni
pred zvefejnénim/prezentaci
poskytnutim tretim osobam pro ucely jejich
zvefejnéni/prezentace.

pfileZitost se kjejich zverejnéni

jejich nebo

Udaje, jez byly vytvofeny v souladu
s Protokolem, predstavuji vlastnictvi
ZADAVATELE a ZADAVATEL je mlZe pouZit
jakymkoliv  zplsobem dle svého uvazeni
a vyhradniho rozhodnuti. ZKOUSEJici
a POSKYTOVATEL mohou pouzit Udaje pro svUj
vlastni interni vyzkum, klinické a vzdélavaci

Ucely.
DUVERNOST

Bez ohledu na prdava POSKYTOVATELE
a ZKOUSEJICIHO na zvefejnéni podle ¢ldnku 6.1
vySe Strany potvrzuji, Ze postup v souladu
s Protokolem a veskeré udaje ziskané podle
Protokolu, véetné mj. jednotlivé
identifikovatelnych (,Davérné
informace”), jsou dlvérné, azavazuji se tyto
Davérné informace uchovat vtajnosti abez
predchoziho vyslovného pisemného souhlasu
ZADAVATELE  tyto
nezpfistupnit ani jinak nepouzit. ZKOUSEJICI a
POSKYTOVATEL sdélit
informace bez predchoziho pisemného souhlasu
ZADAVATELE, jestlize:

informaci

Dlvérné informace

mohou Davérné

711 Davérné informace byly zndmé nebo
obecné dostupné verejnosti pred jejich
zpfistupnénim;



CAS-OFLYRICALL-IVDR
University Hospital Motol, Czech Republic / Fakultni Nemocnice Motol, Ceskd republika

7.2

73

74

75

712 the Confidential Information corresponds
in substance to any information received
in good faith from any third party which
has not been under an obligation of

confidence to the SPONSOR;

713 the Confidential Information has been
disclosed by the SPONSOR without

restriction as to confidentiality;

714 the Confidential Information must be
disclosed to meet legal requirements or a
court or other relevant administrative
authority has with final effect decided to

disclose such information;

715 the Confidential Information must be

disclosed to the Ethics Committee; or

716 the Confidential Information must be
included in the trial subject’s informed

consent form.

The INVESTIGATOR agrees to inform each of its
or the CLINICAL CENTER’s employees having
access to the Confidential Information of their
confidential nature and obligations under this
Agreement and ensure that the employees will
obey those obligations.

The confidentiality provisions of this Agreement
shall survive for a period of five (5) years
following termination or completion of the
Agreement.

The SPONSOR represents and warrants that it
owns or has the absolute right to disclose to the
CLINICAL CENTER Confidential Information as
defined herein.

The Parties shall comply with all statutes and
regulations relating to the use, dissemination
and disclosure of individually identifiable trial
subject The Parties have the
responsibility to protect all individually
identifiable trial subject information consistent

information.
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712 Davérné informace vzasadé odpovidaji
informacim ziskanym v dobré vife od treti
osoby, na
nevztahuje

ZADAVATELI;

kterou se nevztahoval a

zavazek mlcenlivosti vUci

713 Dilvérné informace byly zpfistupnény

ZADAVATELEM bez omezeni diivérnosti;

714 Davérné informace musi byt zpfistupnény
za Ucelem splnéni zakonnych pozadavkd
nebo pozadavkll soudu nebo jiného
pfislusného spravniho organu, ktery
pravomocné zptistupnéni
téchto informaci;

rozhodl o

715 Dlvérné informace musi byt zpfistupnény

Etické komisi; nebo

716 Dlvérné informace musi byt zahrnuty ve
formulafi informovaného

subjektu hodnoceni.

souhlasu

ZKOUSEJICi se zavazuje informovat kaZdého
svého  zaméstnance nebo  zaméstnance
POSKYTOVATELE, ktefi maji pfistup k DGvérnym
informacim, o jejich dlvérné povaze a o
zavazcich vyplyvajicich z této Smlouvy a zajistit,
tyto  povinnosti

ze zameéstnanci budou

dodrZovat.
Ustanoveni této Smlouvy tykajici se ml¢enlivosti

zUstavaji platna po dobu péti (5) let od ukoncéeni
nebo skonceni této Smlouvy.

ZADAVATEL prohlasuje a zarucuje, Ze touto

Smlouvou definované Duavérné informace
vlastni nebo Ze ma wvyluécné pravo je
POSKYTOVATELI zpfistupnit.

Strany budou dodrZovat veskeré pravni

pfedpisy a nafizeni, které souvisi s vyuzitim,
rozSirovanim a  zpristupnénim jednotlivé
identifikovatelnych informaci. Strany odpovidaji
za ochranu veskerych jednotlivé
identifikovatelnych informaci, a to v rozsahu
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with the protections afforded to Confidential
Information under the terms of Section 7 of this
Agreement.
such information as necessary to discuss and
analyse the results of the Clinical Trial, to
ensure research integrity, to communicate with
the SUKL and other regulatory authorities and
as otherwise required by law. The Parties will

The Parties shall use or disclose

restrict the wuse and disclosure of any
individually identifiable trial subject information
gained through activities relating to this
Agreement to those persons among their
respective workforce members, contractors,
subcontractors and  agents (collectively
“Recipients of Identifiable Information”) who
must have access to that information in order
to fulfil their assigned duties; and to notify their
respective Recipients of Identifiable Information
as applicable of the requirements regarding
protecting, using and disclosing such

information in the fulfilment of their assigned

duties, and that they must comply with
applicable restrictions and requirements
relating to such information. Neither the
Parties, nor any Recipients of Identifiable

Information, if applicable to this kind of
research may use individually identifiable trial
subject information for any publication of
research results or findings.

PROMOTION

The Parties agree that neither Party shall use
the name of the other Party either expressly or
by implication in any news, publicity release,
policy recommendation or in a commercial
fashion, without the express prior written
approval of the other Party. Notwithstanding
anything in this Agreement to the contrary and
without further notice,
acknowledge and agree that each of the Parties
may disclose the existence of this Agreement,
the title of the Protocol, identity of the Parties,
and disclose the amount of funding actually
received from the SPONSOR pursuant to this
Agreement, including, but not limited to,
acknowledgment in the CLINICAL CENTER's

the Parties hereto
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ochrany Davérnych informaci podle ustanoveni
¢lanku 7 této Smlouvy. Strany poufZiji nebo
zpfistupni informace nezbytné k projednani a
analyze vysledk( Klinické zkousky, k zajisténi
integrity vyzkumu, ke komunikaci se SUKL a
dalSimi regulaénimi organy a ke splnéni dalSich
zakonnych poZadavkll. Strany omezi pouZiti a
zpfistupnéni  jednotlivé  identifikovatelnych
informaci, jez byly ziskany na zakladé cinnosti
souvisejicich s touto Smlouvou, na takové osoby
svymi dodavateli,
subdodavateli a zastupci (spole¢né ,PFijemci
identifikovatelnych informaci”), jez k témto
informacim musi mit pfistup, aby mohli plnit
povinnosti, jez jim byly uloZeny. PfisluSnym
prijemcim identifikovatelnych informaci
oznami pfislusné pozadavky na ochranu, pouZiti
a zpfistupnéni téchto informaci pfi plnéni
stanovenych povinnosti, jakoZ i skutecnost, ze
musi dodrZovat vSechna pfislusSnd omezeni a
pozadavky, které se na tyto informace vztahuiji.
Strany  ani Prijemci identifikovatelnych
informaci nesmi pouzit informace, pokud je to
aplikovatelné u tohoto druhu vyzkumu na
jejichz identifikovat jednotlivé
subjekty hodnoceni, pro zverejnéni vysledki
nebo zavérl vyzkumu.

mezi zameéstnanci,

zakladé lze

PROPAGACE

Strany se zavazuji, Ze bez vyslovného
pfedchoziho pisemného souhlasu druhé Strany
nepouziji nazev druhé Strany, at jiz vyslovné
nebo ndaznakem, ve zpravodajstvi,
zpravé, v doporuceni postupu nebo pro
komercni uUcely. Bez ohledu na jakékoliv
ustanoveni této Smlouvy opacného vyznamu a
bez dalsiho ozndmeni berou Strany na védomi a
s tim,
zpfistupnit informace o existenci této Smlouvy,
nazev Protokolu a totoZnost stran a mizZe také

tiskové

souhlasi ze kaidad ze Stran mulze

zpristupnit vysi finanénich prostredkd, které
byly obdrzeny od ZADAVATELE na zakladé této
Smlouvy, véetné mj. prohlaseni ve vyrocni
POSKYTOVATELE jakékoliv

zpravé nebo v
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9.2

9.3

annual report or in any publication or
presentation relating to the results of the

Clinical Trial as provided herein.
INDEMNIFICATION

The SPONSOR shall defend, indemnify and hold
harmless the CLINICAL CENTER, its trustees,
officers, employees, agents, Ethics Committee
and the INVESTIGATOR (collectively, the
“Indemnitees” and, individually, an
“Indemnitee”) from and against all claims,
liabilities, losses, damages, costs or expenses of
any kind (including reasonable attorney's fees)
which may arise as a result of injuries caused by
the negligence or intentional acts or omissions
of the SPONSOR (individually, a “Claim”).

The SPONSOR has sole control over the defence
of any such Claim, including selection of
defence counsel, and the right to settle any
such Claim at SPONSOR'’s sole expense provided
that any settlement will not include an
admission of liability of the Indemnitees
without their prior written consent. Subject to
the foregoing, the SPONSOR shall provide a
diligent defence against or settlement of any
Claim brought or filed with respect to the
Indemnitee whether such Claim is rightfully or
wrongfully brought or filed. In the event that
the SPONSOR does not choose counsel to
represent the Indemnitee(s), the Indemnitee(s)
may select its own counsel. In such case, the
Indemnitee(s) shall ask the SPONSOR for the
prior approval of such counsel and, if approved
by the SPONSOR, the fees and costs of the
counsel will be borne by the SPONSOR.

This indemnity shall apply separately to each
Indemnitee in such manner and to the same
extent as though a separate indemnity had
been given to each. In addition to the above, it
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9.2

9.3

publikaci ¢i prezentaci, jez souvisi s vysledky
Klinické zkousky, jak je uvedeno v této Smlouvé.

ODSKODNENI

ZADAVATEL bude hajit, odskodni a ochrani
POSKYTOVATELE, jeho fidici orgdny, vedouci
pracovniky, zaméstnance, zdstupce, Etickou
komisi a ZKOUSEJICIHO (spole¢né dale jen
,0dskodnéné osoby” a
,0dskodnéna osoba“) ve vztahu k veskerym
naroklm, zavazklm, ztratdm, ndhradam skody,
nakladdm nebo vydajim jakéhokoli druhu
(v€etné  pfimérenych vyloh na  pravni
zastoupeni), jez mohou vzniknout v dlsledku
Ujmy na zdravi zpUsobené z nedbalosti nebo v
disledku umysiného jednani nebo opomenuti
ze strany ZADAVATELE (samostatné dale jen
»Narok"“).

samostatné

ZADAVATEL ma wvyhradni kontrolu nad
obhajobou proti Naroku, véetné
pravniho zastupce pro obhajobu, a ma pravo
narovnat takovy Narok na naklady ZADAVATELE
s tim, Ze Zzadné narovnani nebude obsahovat
doznani odpovédnosti Odskodnénych osob bez
jejich  predchoziho pisemného
S pfihlédnutim  k vySe uvedenému zajisti
ZADAVATEL tfadnou obhajobu nebo narovnani
Naroku, ktery je vznesen nebo podan ohledné
Odskodnéné osobé, bez ohledu na to, zda je
tento Narok vznesen nebo poddan opravnéné, €i
neopravnéné. Pokud ZADAVATEL
pravniho zastupce pro zastupovani Odskodnéné
osoby (Odskodnénych osob), Odskodnéna
osoba (Odskodnéné osoby) si mlze (mohou)
zvolit vlastniho pravniho zastupce. V takovém
pfipadé pozadd Odskodnénd osoba (poZadaji
Odskodnéné osoby) ZADAVATELE o predchozi
schvaleni tohoto pravniho zdstupce a v pfipadé
schvaleni ZADAVATELEM ponese odménu a
naklady tohoto pravniho zdstupce ZADAVATEL.

vybéru

souhlasu.

nezvoli

Toto odskodnéni se bude vztahovat na kazdou
Odskodnénou osobu samostatné, a to takovym
zplUsobem a ve stejném rozsahu, jako by kazdé
Odskodnéné osobé bylo poskytnuto samostatné
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shall be a condition to the obligation of the
SPONSOR under this indemnity that, in the
event any of the Indemnitees proposes to
assert its right of indemnification, the
Indemnitee shall:

93.1 after receipt of notice of any Claim, notify
the SPONSOR in writing within thirty (30)
days, including all particulars known to
the Indemnitee and enclosing a copy of
all papers served; however, failure to give
such notice shall not abrogate or diminish
the SPONSOR’s indemnity obligation if
the SPONSOR has or receives knowledge
of the existence of a Claim by any other
means or if such failure does not

prejudice the SPONSOR’s ability to

defend the Claim; and,

932 take no action which might reasonably be
expected to affect adversely such
litigation or threatened litigation

including, without limitation, refraining
from making any settlement or in any
way compromising any litigation or
threatened litigation, except with the
prior written consent of the SPONSOR.

If applicable, deviations from the terms of the
Protocol that are necessary from the medical
point of view do not constitute negligence,
error, omission or malfeasance provided that
the INVESTIGATOR shall promptly notify the
SPONSOR of any such deviations in advance and
confirm in writing the fact of and provide
reasonable details of any such deviation within
a reasonable time thereafter. The Indemnitees
reserve the right to prove reasonable and
customary care to any trial subject participating
The INVESTIGATOR will

in advance of such

in this Clinical Trial.

advise the SPONSOR
treatment wherever possible if, in the opinion
of the INVESTIGATOR, the reaction may be
related to the Study Product received from the
SPONSOR. The SPONSOR shall reimburse the
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odskodnéni. Pokud nékterd z Odskodnénych
osob navrhne uplatnéni
odskodnéni, bude zaroven se shora uvedenymi
ustanovenimi splnéni zavazku ZADAVATELE
odskodnit Odskodnéné osoby podminéno také
splnénim nasledujicich podminek ze strany
Odskodnéné osoby:

svého prava na

931 po obdrieni oznameni o Naroku vyrozumi
Odskodnéna osoba ZADAVATELE pisemné
do tficeti (30) dnd, vcéetné vsech
podrobnosti, které ji jsou znamy, a pfilozi
kopie vsech dorucenych dokumentd;
nedojde-li vSak k takovému oznameni,
nebude tim zruSen nebo sniZen zdvazek
ZADAVATELE poskytnout odSkodnéni,
pokud ZADAVATEL ma nebo obdrzi
informace o existenci Naroku jakymkoliv

zpusobem nebo pokud takové

neoznameni neovlivni moznost

ZADAVATELE se proti Naroku hdjit; a

jinym

932 neudini Zadny ukon, u néhoz Ize divodné
predpokladat, Ze bude mit nepfiznivy vliv
na probihajici nebo hrozici soudni fizeni,
jako napf. neodmitne narovndni ani
zadnym zpUsobem nenarusi probihajici
nebo hrozici soudni fizeni, s vyjimkou
pfipadt, kdy k ZADAVATEL

poskytne svij predchozi pisemny souhlas.

tomu

Odchylky od podminek stanovenych
Protokolem, které jsou nutné z lékarského
hlediska, nezakladaji chybu,
opomenuti nebo trestny ¢&in, pokud ZKOUSEJICI
oznami tuto odchylku bezodkladné ZADAVATELI
pfedem, poté tuto skutecnost pisemné potvrdi
a v priméfené |hGté poskytne pfFimérené
podrobnosti o této odchylce. Odskodnéné
osoby si vyhrazuji pravo k doloZeni pfimérené a
obvyklé péce poskytnuté jakémukoliv subjektu
hodnoceni, jenzZ se Ucastni této Klinické zkousky.
ZKOUSEJICi pfedem ozndmi tento postup
ZADAVATELI, kdykoliv to je mozZné, pokud podle
nazoru ZKOUSEJICIHO mdZe reakce souviset s
Hodnocenym  produktem/produkty,  které
obdrZel od ZADAVATELE. ZADAVATEL uhradi
POSKYTOVATELI a  subjektlm

zanedbani,

hodnoceni
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9.6

9.7

CLINICAL CENTER and the trial subject for all
reasonable and customary expenses incurred by
either one of them as a result of an adverse
reaction that is caused by the Study Product(s)
to the extent that the trial subject’s insurance
provider does not cover such expenses.

The Indemnitees shall cooperate reasonably
with the SPONSOR and its legal representatives
in the investigation and defence of any Claim
covered under this indemnity.
Claim is made or asserted and a conflict arises
between the Indemnitees or any of them, the
Indemnitees shall each have the right to select
and obtain representation by a separate legal
counsel. If the Indemnitees exercise such right,
all costs and expenses incurred by the
Indemnitees for such separate counsel shall be
borne by the Indemnitees as the case may be.

In the event a

The SPONSOR shall have no obligation to
defend, indemnify and hold harmless an
Indemnitee in respect of a Claim if:

96.1 subject to Article 9.4 herein, the Clinical
Trial is not conducted in accordance with
the Protocol, and the Claim is found to be
attributable to such non-compliance;

96.2 the Claim is found to have been caused
by the negligence or intentional acts or

omissions of the Indemnitee; or

963 the Claim is found to have been caused
by breach of the Agreement by the

Indemnitee.

The INVESTIGATOR and/or the CLINICAL
CENTER shall be liable for claims that result
from their negligence or intentional acts or
omissions in the performance of their duties
hereunder in accordance with applicable law.
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veskeré primérené a obvyklé vydaje, jez
kterémukoli z nich v duGsledku
reakce, kterd je zplsobena
Hodnocenym produktem/produkty, a to v
rozsahu, v némzZ tyto vydaje nejsou pokryty
poskytovatelem pojisténi takového subjektu
hodnoceni.

vzniknou
nepfriznivé

Odskodnéné osoby poskytnou ZADAVATELI a
pravnim zastupcim ZADAVATELE pfimérenou
soucinnost pfi vySetfovani jakéhokoliv Naroku,
na néjz se vztahuje toto odskodnéni, a pfi
obhajobé proti nému. V pfipadé, ze je oznamen
nebo uplatnén Narok a mezi Odskodnénymi
osobami nebo kterymikoliv z nich dojde ke
sporu, bude mit kazda z Odskodnénych osob
zvolit si svého vlastniho pravniho
zastupce a byt jim zastupovana. Uplatni-li
Odskodnéné osoby toto pravo, ponese kazdd z
nich veskeré naklady a vydaje na svého
pfislusného pravniho zastupce.

pravo

ZADAVATEL nebude povinen hdjit, odskodnit a
chranit Odskodnénou osobu ve vztahu k
Naroku, pokud:

961 Klinickd zkousSka nebude provedena v

souladu s Protokolem a bude zjisténo, Ze
v dusledku nedodrzeni
prihlédnutim k pripadim
Cldnku 9.5 této Smlouvy,

Narok wvznikl
Protokolu s
uvedenym v
nebo

962 bude zjisténo, Ze Narok vznikl na zakladé
nedbalosti nebo Umysiného jednani Ci
opomenuti ze strany OdSkodnéné osoby,

nebo

963 bude zjisténo, Ze Narok vznikl porusenim

Smlouvy ze strany Odskodnéné osoby.

ZKOUSEJICI a/nebo POSKYTOVATEL odpovidaji
za naroky, které vzniknou v duUsledku jejich
nedbalosti umysiného  jednani i
opomenuti pfi plnéni povinnosti podle této

nebo

Smlouvy v souladu s platnou pravni Gpravou.
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101
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INSPECTION OF FACILITIES AND RECORDS

The INVESTIGATOR and the CLINICAL CENTER
shall permit SPONSOR’s representatives and/or
SUKL or other governmental agencies’
inspectors at reasonable times and
reasonable manner, to enter and inspect the
investigational site and to inspect and copy all
records relating to the investigation of the
Protocol, subject to the compliance by the
SPONSOR with the confidentiality provisions of
Section 7 of this Agreement, and subject to the
compliance with statutory confidentiality
obligations by SUKL or inspectors of other
governmental agencies. The CLINICAL CENTER
undertakes to obtain trial subject authorization
to allow the SPONSOR to inspect individually
identifiable health information for audit and
monitoring purposes relating to the Protocol. In
the event disclosure of trial subject specific
information is required by law or court order,
informed consent and/or authorization for
use/disclosure of information must be obtained
from trial subject and/or legal guardian prior to
such disclosure.

in a

EVALUATION SUBIJECT INJURY

If applicable, the SPONSOR shall reimburse for
reasonable and necessary medical expenses
incurred by trial subjects in such cases where
the INVESTIGATOR the SPONSOR
reasonably determine that the adverse reaction
is a direct result of the diagnostic test method
following its
accordance with this Agreement and the
Protocol, provided that such expenses are not
covered by the trial subject’s medical or
hospital insurance coverage and/or other forms
of medical coverage and are in no way
attributed to the negligence or misconduct of
the trial subject, the CLINICAL CENTER or the
INVESTIGATOR.

and

administration or use in

ETHICS COMMITTEE’S APPROVAL

The SPONSOR and the INVESTIGATOR will
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KONTROLA ZARIZENi A ZAZNAMU

ZKOUSEJICI a  POSKYTOVATEL  umozni
zastupclim ZADAVATELE a/nebo SUKL, pfipadné
inspektorim jinych statnich organ(, aby v
priméfenou dobu a pfiméfenym zplsobem
vstoupili do prostor, kde se provadi zkousky, a
provedli pofidili kopie vSech
zaznamu, jeZ souvisi se Setfenim Protokolu,
pficemz ZADAVATEL bude dodrZovat ustanoveni
o zachovani milcenlivosti dle ¢lanku 7 této
Smlouvy a SUKL nebo inspektofi jinych statnich
orgdnl budou zachovavat mliéenlivost podle
prislusnych pravnich predpisi. POSKYTOVATEL
se zavazuje ziskat opravnéni od subjektu
hodnoceni, aby ZADAVATEL mohl kontrolovat
jednotlivé identifikovatelné zdravotni informace
pro ucely auditu a monitorovani, jez souvisi s
Protokolem. Pokud je zpfistupnéni specifickych
informaci subjektu hodnoceni vyZzadovano ze
zakona nebo na zdkladé soudniho rozhodnuti,
musi byt pred zpfistupnénim téchto informaci
od subjektu hodnoceni a/nebo jeho zdkonného
zastupce ziskan informovany souhlas a/nebo
opravnéni k pouziti/zverejnéni informaci.

kontrolu a

UJMA zPUSOBENA SUBJEKTU HODNOCENI

ZADAVATEL poskytne nahradu pfiméfenych a
nezbytnych  lékarskych  vydaji  vzniklych
subjektdm  hodnoceni v pfipadech, kdy
ZKOUSEJICI a ZADAVATEL dlvodné stanovi, ze
nepfiznivd reakce
diagnostické zkusebni metody, ke které doslo
po provedeni nebo pouZiti této metody v
souladu s touto Smlouvou a Protokolem, za
pfedpokladu, Ze tyto vydaje nejsou kryty
zdravotnim pojisténim subjektu
nebo jeho pojisténim pro pobyt v nemocnici
a/nebo jinymi formami pojistného kryti ze
zdravotniho pojisténi, a v Zadném pfipadé
nevznikly v dlsledku nedbalosti nebo vaziného
poruseni ze strany subjektu hodnoceni,
POSKYTOVATELE nebo ZKOUSEJICIHO.

je pfimou odezvou na

hodnoceni

SOUHLAS ETICKE KOMISE

Pfed zahdjenim studie ziskaji ZADAVATEL a
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131

14.

141

obtain the approval of the Ethics Committee of
the University Hospital Motol and the
INVESTIGATOR will collect the informed consent
of the trial subjects and will provide written
assurance to the SPONSOR that these have
been obtained, or are not required prior to
commencing this study. The provision of this
paragraph cannot be waived.

INFORMED CONSENT

The INVESTIGATOR shall obtain written
informed consent on the handling of residual
material from all patients (or their legally
authorized representatives) who may indirectly
participate in this study. Each patient’s
informed consent shall be obtained using forms
approved by the SPONSOR and the Ethics
Committee, which shall language
necessary to permit regulatory agencies, the
Ethics Committee, privacy board, the SPONSOR
(and others working on its behalf), other clinical
sites involved in the Clinical Trial, and other
health care providers providing care to such
patients or involved in the Clinical Trial and
their respective affiliates, agents, employees,
associates, or collaborators to have full access
to and use of the Subject’s information in line
with the rules on the data protection. Any
amendments to the informed consent form
must be approved in advance by the SPONSOR
and the Ethics Committee. The original
informed consent form signed by each patient
(or their legal representative) shall be retained
by the INVESTIGATOR and be available for
inspection by the SPONSOR (or its designee)
and any relevant regulatory agency.

include

RETENTION OF RECORDS

Records of the data generated pursuant to the
Protocol must be maintained by the CLINICAL
CENTER and the INVESTIGATOR in a condition
suitable for inspection by the SPONSOR until
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ZKOUSEJICI souhlas od Etické komise Fakultni
nemocnice Motol a  ZKOUSEJICI  ziska
informovany souhlas subjektd hodnoceni a
doru¢i ZADAVATELI pisemné
obdrzZeni téchto souhlast, nebo o tom, Ze tyto
souhlasy nejsou tfeba. Ustanoveni tohoto
odstavce nelze prominout.

potvrzeni o

INFORMOVANY SOUHLAS

ZKOUSEJICI ziskd v pfislusnych ptipadech
pisemny informovany souhlas o nakladani se
zbytkovym biologickym materidlem od vsech
pacientd (nebo jejich zdkonné opravnénych
zastupcu), ktefi se nepfimo zapoji do této
studie. Informovany souhlas kazdého pacienta
bude ziskan za vyuziti formularQ schvalenych
ZADAVATELEM a Etickou bude
obsahovat text nezbytny pro povoleni od
regulatornich organd, Etické komise, rady pro
ochranu udajd, ZADAVATELE (a dalSich osob
vykondvajicich c¢innost jeho jménem), dalSich
klinickych pracovist zapojenych do Klinické
zkousky a dalSich poskytovatell zdravotni péce

komisi a

poskytujicich péci témto pacientim nebo
zapojenych do Klinické zkousky a jejich
prislusnych  pridruzenych osob, zastupcd,

zaméstnanc(, partnerli nebo spolupracovniki
za UcCelem ziskdni pfistupu v plném rozsahu
k Gdajim o Subjektu a jejich pouzivani v souladu
s predpisy o ochrané udajd. Jakékoliv zmény
formulare informovaného souhlasu musi byt
pfedem schvaleny ZADAVATELEM a Etickou
komisi. Pdvodni formulaf informovaného
souhlasu podepsany kazdym pacientem (nebo
jeho zadkonnym zastupcem) bude uchovam
ZKOUSEJICIM a bude k dispozici pro ucely
kontroly ze strany ZADAVATELE (nebo jim
urené osoby) a relevantniho regulatorniho

organu.
UCHOVAVANI ZAZNAMU

Zaznamy o Uudajich, které byly ziskany podle
Protokolu, musi POSKYTOVATEL a ZKOUSEJICi
uchovavat ve stavu, ktery je vhodny pro
kontrolu provadénou ZADAVATELEM, a to aZ do
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written authorization for disposal is provided by
the SPONSOR or until fifteen (15) years have
elapsed from the date of completion or
termination of the Agreement.

The CLINICAL CENTER performs free archiving
for the period of 5 vyears from the
commencement of the Clinical Trial pursuant to
the Act and performs the chargeable archiving
for the period of another 10 years - CZK
1.000/years without VAT. The chargeable
archiving shall be invoiced after the signing of
this Agreement.

The SPONSOR shall notify the CLINICAL CENTER
at least 6 months in advance before the end of
chargeable archiving to continue archiving and
SPONSOR will pay the related costs.

Nothing in this Agreement shall relieve or be
construed to relieve the INVESTIGATOR or the
CLINICAL CENTER from complying with any
other rule, regulation, ordinance, order or law
relating to records,
keeping.

comments or record

DATA PRIVACY

Each Party will comply with all applicable laws,
regulations, directives or guidance documents
governing or pertaining to data protection,
privacy, confidentiality or
individually identifiable health information or
other personal data, including, but not limited
to, the EU General Data Protection Regulations
(2016/679) together with any implementing
legislation, and Act No. 110/2019 Coll.,, on
Processing of Personal Data (the “GDPR” and
jointly the “Data Protection Legislation”) in
relation to the performance of its obligations
under this Agreement and its conduct of the
Study. The term “Personal Data” shall have the
meaning given by the Data
Legislation and will include, without limitation,
any information (regardless of the medium and
whether alone or in combination with other
information) that

security  of

Protection

available relates to an
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okamziku, kdy ZADAVATEL vyda pisemny
souhlas k likvidaci, nebo po dobu patnacti (15)
let ode dne skonceni

nebo ukonceni této

Smiouvy.

POSKYTOVATEL zajisti bezplatnou archivaci po
dobu 5 let od zahdjeni Klinické zkousky v
souladu se Zakonem a zajisti hrazenou archivaci
po dobu dalSich 10 let v sazbé xxxxxx /rok bez
DPH. Hrazend archivace bude fakturovdna po
podpisu této Smlouvy.

ZADAVATEL vyrozumi POSKYTOVATELE nejméné
6 mésicl pred koncem hrazené archivace, Ze
trva na dalsi archivaci, a ZADAVATEL uhradi s
tim souvisejici naklady.

Zadné ustanoveni této Smlouvy nezprosti, ani
nebude vyklddano tak, Ze zprostuje,
ZKOUSEJICIHO nebo POSKYTOVATELE zéavazku
dodrzovat jakdkoliv dalsi pravidla, predpisy,
vyhlasky, zakony,
vztahuji na zaznamy, komentafe nebo jejich

narizeni nebo které se

vedeni.

OCHRANA OSOBNIiCH UDAJU

Kazda Strana bude dodrzovat vSechny platné
predpisy, nebo
pokyny upravujici ochranu udajl, zachovani
ddvérnosti, mlcéenlivost nebo
jednotlivé  identifikovatelnych
informaci nebo jinych osobnich Udaji nebo s
vySe uvedenym souvisejici, zejména obecné
nafizeni EU o ochrané 0dajd (2016/679) spolu s
provadécimi pravnimi predpisy a zakon C.
110/2019 Sb., o zpracovani osobnich udaja
(dale jen ,,GDPR” a spolecné , Pravni predpisy o
ochrané udaja“) ve vztahu k plnéni svych
povinnosti z této Smlouvy a k provadéni Studie.
Vyraz ,Osobni udaje“ ma vyznam pfipsany
tomuto pojmu v Pravnich prfedpisech o ochrané
Udaju a Osobni Udaje zahrnuji zejména jakékoliv
informace (bez ohledu na médium a bez ohledu
na to, zda samostatné nebo v kombinaci s
dal$im dostupnymi informacemi), které se tykaji

pravni nafizeni, smérnice
zabezpeceni

zdravotnich
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identified or identifiable natural person,
including the Study Data. For the avoidance of
any doubts, key-coded data are considered as
Personal Data even if the holder of those data
does not have access to the key that links the
data to the identity of an individual (i.e.

pseudonymised Personal Data).

15.2 The provisions below in Article 15.2. and
15.3. will be applicable if the nature of this
study allows. In addition to any related
obligations set forth this
Agreement and pursuant to their respective
obligations under the GDPR, the Parties agree
to cooperate in good faith to ensure, and the
CLINICAL CENTER will ensure that all Subjects
may exercise their rights under applicable Data
Protection Legislation, including, but not limited
to, Subjects’ rights of access, rectification,
restriction, objection and data
portability. It is up to the individual situation to
assess whether, given the nature of this study,
this provision is applicable. The CLINICAL
CENTER will ensure that all Subjects are
informed that if they wish to exercise such
rights, they must reach out directly to the
INVESTIGATOR, given that the SPONSOR will
receive key-coded information only and thus
will not have access to information that directly
identifies the Subjects (e.g., Subjects’
identification data). The CLINICAL CENTER also
will ensure that the Subjects are provided with
all necessary information required by Articles
13 and 14 of the GDPR regarding the processing
of their Personal Data for the Study, including
contact information for the INVESTIGATOR and
relevant data protection authorities.

elsewhere in

erasure,

Before transferring any Study Data to the
SPONSOR or any other party, the CLINICAL
CENTER will strip the Study Data of certain
personal (e.g., Subjects’
identification data), with such identifiers to be
agreed upon by the Parties. The Study Data will
be key-coded (i.e. pseudonymised) by the

identifiers
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identifikované nebo identifikovatelné fyzické
osoby, véetné Udajll o studii. Pro vylougeni
veskerych pochybnosti se uvadi, Ze udaje
kéddované klicem jsou povaziovany za Osobni
Gdaje i tehdy, nema-li drZitel téchto udajl
pristup ke klici, ktery spojuje udaje s totoznosti
fyzické osoby (tj. pseudonymizované Osobni
udaje).

Nize uvedend ustanoveni v¢l. 15.2. a 15.3.
budou aplikovatelna, pokud to sohledem na
povahu této
jakychkoliv souvisejicich povinnosti uvedenych
na dalSich mistech této Smlouvy a v souladu s
pfislusnymi povinnostmi vyplyvajicimi z nafizeni
GDPR se Strany zavazuji, Ze poskytnou v dobré
vite soucinnost, aby zajistily, a POSKYTOVATEL
zajisti, Zze Subjekty mohou vykonavat sva prava
na zakladé pfrislusnych Pravnich predpisi o
ochrané udajli, zejména pravo Subjektu na
pfistup, opravu, omezeni, vymazani, vzneseni
namitky a prenositelnost udajd. Je na posouzeni
pfi konkrétni situaci, zda s ohledem na povahu
této studie je toto ustanoveni aplikovatelné.
POSKYTOVATEL zajisti, Ze vSechny Subjekty
budou informovany, Ze pokud si preji tato préva
uplatnit, musi se obratit pfimo na
ZKOUSEJICIHO, vzhledem k tomu, Ze
ZADAVATEL obdrzi pouze informace kddované
klicem, a nebude tedy mit pfistup k informacim,
které pfimo identifikuji Subjekty (napf. k
identifikacnim udajlm Subjekt().
POSKYTOVATEL rovnéZ zajisti, Zze Subjektim
budou poskytnuty veskeré nezbytné informace
pozadované podle ¢lanku 13 a 14 nafizeni GDPR
tykajici se zpracovani jejich Osobnich udaja pro
Studii, véetné kontaktnich Gdaji ZKOUSEJICIHO
a prislusnych organ(i ochrany udaju.

studie bude moiné. Kromeé

Pfed predanim jakychkoliv Udajd o studii
ZADAVATELI nebo jakékoliv jiné strané odstrani
POSKYTOVATEL z Udaji o studii urcité osobni
identifikatory (napftiklad udaje
Subjektll), pricemz tyto identifikdtory budou
sjednany mezi Stranami. Udaje o studii budou
kodované klicem (tj. pseudonymizovany)

identifikacni
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CLINICAL CENTER with the agreement of the
SPONSOR, and the CLINICAL CENTER will not
provide any party with the key to the code,
which would permit re-identification of the
Study Data and / or the Subjects.
Notwithstanding the foregoing, the CLINICAL
CENTER will ensure that the SPONSOR is
provided with the full Study Data, including any
personal that reasonably
required by applicable legal or regulatory
regulation, to enable the SPONSOR to address
concerns related to the integrity of the Study
Data or to respond to legal or regulatory
processes.

identifiers are

The SPONSOR and other parties that may
receive Study Data may be based in countries
other than the Subjects’ country(ies), including
the United States of America. The data
protection legislation in those countries may
not offer the same level of protection as the
Data Protection Legislation in the Subjects’
country(ies). The SPONSOR, the CLINICAL
CENTER and those working with the SPONSOR
and the CLINICAL CENTER will take all necessary
steps to maintain the confidentiality of Personal
Data contained within such Study Data. If
Personal Data are transferred by the CLINICAL
CENTER from the European Union, European
Economic Area (“EEA”) and/or Switzerland to
other countries that have not yet been found by
the European Commission Union to meet
adequacy requirements for the protection of
Personal Data, the CLINICAL CENTER and the
SPONSOR agree that those certain Standard
Contractual Clauses set forth at Exhibit C will
govern the transfer of such Personal Data.

DESCRIPTION OF INVENTIONS

If during the conduct of the Clinical Trial, the
INVESTIGATOR or his or her staff disclose any
ideas or suggestions to the SPONSOR, the
INVESTIGATOR and his or her staff agree that
once these suggestions have been disclosed to
the SPONSOR on a non-confidential basis, the
SPONSOR will have no liability or obligation to
the INVESTIGATOR because of its disclosures
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POSKYTOVATELEM na zakladé dohody se
ZADAVATELEM a POSKYTOVATEL neposkytne
zadné osobé kli¢ kédu, ktery by umoznil
zpétnou identifikaci Udaji o studii nebo
Subjektl. Bez ohledu na vySe uvedené
POSKYTOVATEL zajisti, ze ZADAVATEL ziska
dplné Udaje o studii,
identifikatord, které jsou rozumné pozadovany
platnymi pravnimi nebo regulacnimi predpisy,
aby ZADAVATEL mohl, fesit zaleZitosti tykajici se
integrity Udaji o studii nebo reagovat na pravni

véetné osobnich

nebo regulaéni procesy.

ZADAVATEL a dalsi osoby, které mohou obdrzet
Udaje o studii, mohou byt usazeny v jinych
statech neZz Subjekty, vcCetné USA. Pravni
predpisy o ochrané udaji v téchto statech
nemuseji nabizet stejnou miru ochrany jako
Pravni predpisy o ochrané udaji ve staté
Subjektd. ZADAVATEL, POSKYTOVATEL a osoby
spolupracujici se ZADAVATELEM a
POSKYTOVATELEM nezbytné
kroky k zachovani davérnosti Osobnich udajl
obsazenych v Udajich o studii. Pokud jsou
Osobni udaje predavany ze strany
POSKYTOVATELE z Evropské unie, Evropského
hospodarského prostoru (dale jen ,,EHP“) anebo
Svycarska do daldich stati, u nichi nebylo ze
strany Evropské komise Unie zjisténo, Ze spliuji
pozadavky na odpovidajici ochranu Osobnich
Udaju, POSKYTOVATEL a ZADAVATEL souhlasi,
Ze predavani téchto Osobnich udaju se bude
Fidit urcitymi Standardnimi
dolozkami uvedenymi v Priloze C.

ucini  veskeré

smluvnimi

POPIS VYNALEZU

Pokud ZKOUSEJICi nebo jeho zaméstnanci v
rdmci realizace Klinické zkousky poskytnou
ZADAVATELI popis jakékoli myslenky nebo
navrhu, souhlasi ZKOUSEJICI a jeho zaméstnanci
s tim, Ze poté, co byly tyto navrhy sdéleny
ZADAVATELl jako ned(vérné, nebude mit
ZADAVATEL ZKOUSEJiciMU
povinnost ani zavazek na zakladé sdéleni a

vadi zadnou
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181
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and use of such suggestions, except liability for
infringement of any valid patent or copyright.

INDEPENDENT CONTRACTOR

The relationship between the CLINICAL CENTER
and the SPONSOR and the INVESTIGATOR and
the SPONSOR under this Agreement shall be
that of independent contractors and the
CLINICAL CENTER and the INVESTIGATOR are
not agents, joint venturers, representatives,
employees or partners of the SPONSOR.

FINANCIAL DISCLOSURE

The INVESTIGATOR agrees to comply with
financial disclosure obligations promulgated by
the US Food and Drug Administration (“FDA”) in
21 C.F.R. Part 54 (the “Regulations”).

In the event that INVESTIGATOR has financial
interests or arrangements, s/he must provide
information to the SPONSOR in accordance with
the provisions of Form FDA 3455 (or any
successor form) and the Regulations to disclose
completely and accurately.

In the event that INVESTIGATOR has no
financial interests or arrangements as defined
in the Regulations, the INVESTIGATOR shall
certify to the SPONSOR the absence of such
financial interests and arrangements.

The INVESTIGATOR agrees to promptly update
this information if any relevant changes occur
during the course of the Clinical Trial and for
one year following completion or termination of
the Agreement and Clinical Trial. The
INVESTIGATOR also agrees to retain a copy of
this Agreement and all financial disclosures, as
well as personal financial records, for a period
of at least two (2) vyears following SUKL
clearance of the test article or procedure that is
the subject of this Clinical Trial and Protocol.
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pouZiti téchto navrhi s vyjimkou odpovédnosti
za poruseni jakéhokoli platného patentu nebo
autorského prava.

NEZAVISLY DODAVATEL

Vztah mezi POSKYTOVATELEM a ZADAVATELEM
a ZKOUSEJICIM a ZADAVATELEM podle této
Smlouvy je vztahem nezavislych dodavatell
stim, Ze POSKYTOVATEL a ZKOUSEJICi nejsou
zmocnénci ZADAVATELE, ucastnici spole¢ného

podniku se ZADAVATELEM, zastupci,
zaméstnanci ani obchodni partnefi
ZADAVATELE.

ZPRiISTUPNENI FINANCNiCH INFORMACI

ZKOUSEJICI se zavazuje, 7e bude dodrzovat
zavazky zpfistupnéni  financénich
informaci, jsou stanoveny Ufadem
Spojenych statll americkych pro potraviny a
lé¢iva (,FDA“) v 21 C.F.R. Cast 54 (dale jen
,,Predpisy”).

ohledné
jez

V pfipadé, e ZKOUSEJICI ma finanéni zajmy
nebo dohody,
ZADAVATELE v souladu s ustanovenimi
Formulare FDA 3455 (nebo jakékoli jiného
nasledujictho formuldfe) a Predpisli, aby
zpfistupnéni bylo Uplné a spravné.

musi o tom informovat

V ptipadé, e ZKOUSEJICI nemd finanéni zajmy
nebo dohody podle definice v Predpisech,
potvrdi ZADAVATELI absenci téchto financnich
zajmU nebo ujednani.

ZKOUSEJICI  se  zavazuje  bezodkladné
aktualizovat tyto informace, pokud v pribéhu
Klinické zkousky dojde k relevantnim zménam
téchto informaci, a to po dobu jednoho roku od
skonceni nebo ukonceni této Smlouvy a Klinické
zkousky. ZKOUSEJICI se také zavazuje, 7e bude
kopii Smlouvy, veskeré
zpfistupnéné finanéni informace a
finan¢ni zaznamy po dobu alespon dvou (2) let
poté, co SUKL schvali zkudebni pfedmét nebo
postup,

uchovavat této

osobni

ktery je predmétem této Klinické
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19.

191

19.2

20.

201

The  INVESTIGATOR  acknowledges that
compliance with financial disclosure
requirements may also involve making financial
records and other records relating to the
performance of this Agreement available for
SUKL inspection.

INVESTIGATOR QUALIFICATIONS

The INVESTIGATOR represents and warrants
that s/he is not disqualified or in any way
restricted by the SUKL or other governmental
agency with respect to his/her conduct of
clinical trials.

The INVESTIGATOR may not be removed or
replaced without the CLINICAL CENTER’s prior
written consent. In the event that the
INVESTIGATOR is unable or unwilling to
continue as the INVESTIGATOR or terminates
his / her employment relationship with the
CLINICAL CENTER, the CLINICAL CENTER shall
immediately notify the SPONSOR in writing and
shall use its commercially reasonable efforts to
find a suitable replacement for the
INVESTIGATOR. The CLINICAL CENTER shall
arrange for adequate numbers of qualified
personnel necessary to support its obligations
with respect to the Clinical Trial.

PATENTS & INVENTIONS

Should work performed by the CLINICAL
CENTER and / or the INVESTIGATOR under this
Agreement or the Protocol in any
discoveries or inventions, whether or not
patentable, the CLINICAL CENTER and / or the
INVESTIGATOR agrees to disclose these to the
SPONSOR without further consideration, which
discoveries and inventions shall be the sole and

result

exclusive property of the SPONSOR, and upon
request by the SPONSOR, the CLINICAL CENTER
and / or the INVESTIGATOR will promptly
execute any and all applications, assignments,
or other instruments useful in transferring right,

title and interest, and applying for and
obtaining patents, all at the SPONSOR 's
expense.

Prague -

19.

191

19.2

20.

201

zkoudky a Protokolu. ZKOUSEJICI bere na
dodrZovani  pozadavkll na

zvefejiiovani financnich informaci mulze také

védomi, ze

zahrnovat vyhotoveni finan¢nich zaznam( nebo
jinych zaznam(, jeZ souvisi s plnénim této
Smlouvy, a to pro kontrolu ze strany SUKL.

ZPUSOBILOST ZKOUSEJICIHO

ZKOUSEJICI prohlauje a ujistuje, Ze SUKL ani
jiny statni organ ho nezbavil zplsobilosti k
provadéni  klinickych  zkousek tuto
zpUsobilost Zadnym zplsobem neomezil.

ani

ZKOUSEJICIHO nelze odvolat ani nahradit bez
predchoziho pisemného souhlasu
POSKYTOVATELE. V ptipadé, %e ZKOUSEJICI
nemUZe nebo si nepreje pokracovat v Cinnosti
ZKOUSEJICIHO nebo ukonéi svij pracovni pomér
s POSKYTOVATELEM, POSKYTOVATEL
bezodkladné pisemné vyrozumi ZADAVATELE a
vynaloZi komeréné primérené Usili k nalezeni
vhodné nahrady za ZKOUSEJICIHO.
POSKYTOVATEL odpovidajici pocet
kvalifikovanych  pracovniki  potfebnych k
podpore svych zavazk( tykajicich se Klinické
zkousky.

zajisti

PATENTY A VYNALEZY

Pokud v dusledku cinnosti realizovanych
POSKYTOVATELEM anebo ZKOUSEJICIM podle
této Smlouvy nebo Protokolu dojde k objevim
nebo vynaleziim, bez ohledu na to, zda je, Ci
neni moiné tento objev nebo vyndlez
patentovat, POSKYTOVATEL anebo ZKOUSEJICi
se zavazuje poskytnout ZADAVATELI jejich popis
bez dalsiho protiplnéni. Tyto objevy nebo
vynalezy  budou  vylucnym  vlastnictvim
ZADAVATELE a na vyzvu ZADAVATELE
POSKYTOVATEL anebo ZKOUSEJICI bezodkladné
na naklady ZADAVATELE vyhotovi a podepisi
veskeré Zadosti, postoupeni nebo jiné nastroje
pro ucely prevodu préva, titulu a podilu, jakoZ i
podani Zadosti k registraci a ziskani patentu.
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21.

211

NOTICES

All notices given hereunder shall be in writing
and shall be delivered by hand, by facsimile
transmission, by overnight courier, or mailed by
certified or registered mail, return receipt
requested and postage prepaid. Notices shall be
deemed given when received as indicated by
the facsimile imprint date or the carrier receipt
if sent and addressed as follows or to such
other addresses as may be designated by either
Party in writing:

If to the CLINICAL CENTER:

University Hospital Motol
XXXXXX

Department of Paediatric Hematology/Oncology
V Uvalu 84

150 06 Praha 5

Czech Republic

With a Copy to:

If to the SPONSOR:

Global Clinical Development
1 Becton Drive

Franklin Lakes, NJ 07417
USA

Attn: XXXXXX

With a copy to:

Becton, Dickinson and Company

1 Becton Drive, MC083
Franklin Lakes, NJ 07417
USA

Attn: General Counsel

and with a copy to:

Becton Dickinson Czechia, s.r.o.

Kfenova 438/1

Prague -

21.

OZNAMENI

21.1 Veskerd oznameni ucinéna podle této Smlouvy

musi byt pisemna a budou dorucena osobné,
faxem, kuryrni sluzbou s dorucenim do druhého
dne, nebo zasldna doporucenou postou
s dorucenkou s predem uhrazenym postovnym.
za dorucena
ktery je uveden na oznameni

o doruceni faxové zpravy,

Ozndmeni budou povaZovana
v okamziku,
nebo po prijeti
dorucovaci sluzbou, pokud bude oznameni
odeslano a adresovano nasledujicim zplsobem
nebo na takovou adresu, kterou Strana pisemné

urdi:

V pfipadé POSKYTOVATELE:

Fakultni nemocnice Motol

XXXXXX

Department of Paediatric Hematology/Oncology
V Uvalu 84

150 06 Praha 5

Czech Republic

na védomi:

V pfipadé ZADAVATELE:

Corporate Clinical Development

1 Becton Drive

Franklin Lakes, NJ 07417
USA

k rukdam: xxxxxx

na védomi:

Becton, Dickinson and Company

1 Becton Drive, MC083

Franklin Lakes, NJ 07417

USA

k rukam: vedouciho pravniho oddéleni

a na védomi:

Becton Dickinson Czechia, s.r.o.

Kfenova 438/1
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22.

221

222

223

224

Praha 6, okres Praha 5 PSC 162 00
MISCELLANEOUS

Governing Law. This Agreement shall be
governed and construed in accordance with the
laws of Czech Republic. The Parties confirm that
in case of any disputes arising from or in
connection with this Agreement, Czech courts
shall have the jurisdiction.

Amendments, Waivers. This Agreement may
not be amended, modified or superseded,
unless expressly agreed to in writing by all
Parties hereto. No provision of this Agreement
may be waived except by an instrument in

writing signed by the waiving Party. The failure
of any Party at any time or times to require full
performance of any provision hereof will in no
manner affect the right of such Party at a later
time to enforce the same.

Severability. If any provision or term of this
Agreement, not being of a fundamental nature,
is held to be invalid, illegal or unenforceable,
the validity, legality and enforceability of the
remainder of this Agreement will
affected.

not be

Language versions. This agreement is executed
in English and Czech versions. In the event of

any discrepancy, the Czech version shall govern.

Prague -

22.

221

222

223

224

Praha 6, okres Praha 5 PSC 162 00
OSTATNi USTANOVENI

Rozhodné prdvo. Tato Smlouva se fidi pravnim
fadem Ceské republiky a je vykladana v souladu
s nim. Strany potvrzuji, Ze v pfipadé jakychkoliv
spor( vyplyvajicich z této Smlouvy nebo v
souvislosti s ni maji pfislusnost soudy Ceské
republiky.

Zmény, vzdani se prava. Tuto Smlouvu nelze
ménit, bez
vyslovného pisemného souhlasu vsech jejich
Stran. Vzdani se prdva na plnéni jakéhokoliv
ustanoveni této Smlouvy musi mit formu
pisemné listiny podepsané Stranou, ktera se
svého prava vzdava. Nebude-li néktera ze Stran
pozadovat Uplné plnéni jakéhokoli ustanoveni
této Smlouvy, nebude tim nijak dotceno pravo
stejné Strany vymdhat Uplné pInéni pozdéji.

upravovat ani  nahrazovat

Oddélitelnost. Pokud se jakékoli ustanoveni
nebo podminka této Smlouvy, které nemaji
povahu, neplatnymi,
nezakonnymi nebo nevymahatelnymi, nebude
platnost, zakonnost a
vymahatelnost zbyvajici ¢asti této Smlouvy.

zasadni stanou

tim dotcena

Jazykové verze. Tato smlouva je vyhotovena v
anglickém a ¢eském jazyce. V pripadé rozpord je
rozhodujici ¢eska verze.
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IN WITNESS WHEREOF, and intending to be legally | NA DUKAZ TOHO a s Umyslem byt pravné vazany se
bound, the Parties hereto agree to abide by the terms | Strany této Smlouvy zavazuji, Zze budou dodrZovat
and conditions of this Agreement: podminky této Smlouvy:

Becton Dickinson Czechia, s.r.o.

Date / DATUM:

By / Podpis:

Title / Funkce:

Becton Dickinson and Company

DATE / DATUM:

By: / Podpis:

Title: VP, Medical Affairs / Viceprezident, Lékarské zaleZitosti:

POSKYTOVATEL/CLINICAL CENTER:

DATE / DATUM:

By: / Podpis:

Title: deputy director / Funkce: naméstek reditele

ZKOUSEJICi / INVESTIGATOR:

DATE / DATUM:

By: / Podpis:

Prague -
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Exhibit A
Financial Agreement

1. Testing of Specimens. CLINICAL CENTER is
authorized and shall make best efforts to test
the number of Subjects indicated on “Study
Budget” in this Exhibit A. CLINICAL CENTER shall
try to test these Subjects over the course of 6
months (the Target Testing Period of the
study). It is understood and agreed by the
Parties that the Target Testing is a goal and an
estimate. Testing is subject to unpredictable
factors and specific issues that may arise
outside of the control of CLINICAL CENTER, with
the individual Subject’s welfare and safety
always being respected and served as the top
priority. SPONSOR reserves the right to close
testing before CLINICAL CENTER has reached
Target Testing. SPONSOR shall notify Clinical
Center and INVESTIGATOR when testing has
been closed and CLINICAL CENTER shall stop
testing of new subjects.

2. Compensation Procedures. The data for
invoicing shall be sent by the SPONSOR and, its
correctness will be confirmed by
INVESTIGATOR.

Invoices shall be sent by CLINICAL CENTER to
SPONSOR as described in this section. Invoices
shall itemize the amounts due for each of
CLINICAL CENTER’s services. Payment of
undisputed invoices shall be made within 60 days
of date of invoice.

Finance contact name, email and/or number

The invoices shall be issued to:
Becton, Dickinson and Company
1 Becton Drive, MC083

Franklin Lakes, NJ 07417

USA

Invoices shall be sent to:
All invoices should be sent electronically as set forth in
the PO.

Prague -

Pfiloha A
Financéni smlouva

Testovani vzorki. POSKYTOVATEL je opravnén
zafadit pocet Subjektd uvedeny v ,Rozpoctu
studie” vtéto Pfiloze A avynaloZi vtomto
ohledu maximalni usili. POSKYTOVATEL se
pokusi zaradit tyto Subjekty béhem 6 meésicl
(Cilové obdobi zarazeni pro ucely zkousky). Ma
se za to, ze Cile zafazeni predstavuji plan a
odhad, a Strany s tim souhlasi. Zafazovani mlze
byt ovlivnéno nepredvidatelnymi faktory
a specifickymi  zalezitostmi, které mohou
vzniknout mimo kontrolu POSKYTOVATELE,
pficemZz je vidy bran ohled na prospéch
a bezpecénost jednotlivych Subjektl, nebot tyto
predstavuji nejvys$si prioritu. ZADAVATEL si
vyhrazuje pravo ukoncit zafazovani pred tim,
nez POSKYTOVATEL dosdahne Cile zafazeni.
ZADAVATEL vyrozumi POSKYTOVATELE a
ZKOUSEJICIHO o ukonéeni  zafazovani
a POSKYTOVATEL prestane zafazovat nové
subjekty.

Postup pfi poskytovani odmény. Podklady
k fakturaci zasle ZADAVATEL, jeho spravnost
potvrdi ZKOUSEJICi. Faktury budou zasilany
POSKYTOVATELEM spole¢nosti ZADAVATELI, jak
je popsdno vtomto clanku. Faktury budou
obsahovat jednotlivé polozky a ¢&astky splatné
za kazdou ze sluzeb POSKYTOVATELE. Nesporné
faktury budou uhrazeny do 60 dn0 od data
vystaveni faktury

Jméno, e-mail anebo Cdislo kontaktni osoby ve
finanénim oddéleni

Faktury budou vystaveny na adresu:
Becton, Dickinson and Company

1 Becton Drive, MC083

Franklin Lakes, NJ 07417

USA

Faktury budou zasilany na adresu:
Vsechny faktury by mély byt zasilany elektronicky, jak
je uvedeno v objednavce.
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With copies to CCD_Payments@bd.com and xxxxxx

3. Payment Schedule. The Parties agree to the | 3.

following payment schedule, subject to the
provision in Section 2 (Compensation) and
Section 4 (Termination) in this Agreement.
Installments for the Clinical Trial shall be

S kopiemi CCD_Payments@bd.com a XXXXXX

Platebni harmonogram. Strany se zavazuji
k nasledujicimu  platebnimu  harmonogramu
s pfihlédnutim k ustanoveni ¢lanku 2 (Odména)
a ¢lanku 4 (Ukonceni) této Smlouvy. Splatky za
Klinickou zkousku budou rozdéleny nasledovné:

distributed as follows:

Activity

Payment Schedule / Platebni
harmonogram

Total Amount / Celkova ¢astka
(EUROS)

Administrative start-up fees,

Invoiced upon execution of

IRB fee and training of agreement RO00X
personnel
Proficiency testing Invoiced upon completion of all

proficiency testing and CRFs XXXXXX

completion.

Fees, for specimen
enrollment & testing,
plus PI fee

Invoiced for the number of
specimens tested and
completion of CRFs for
evaluable specimens

xxxxxx Not to exceed

IMVs Invoiced upon completion of
. XXXXXX
service
IRB closeout Fee, study close | Invoiced upon completion of the
fee and if applicable any study XXXXXX
protocol amendments
Total (Maximum not to exceed) XXXXXX

4, Population/Scenarios Covered by Budget. The | 4.

Parties acknowledge and agree to the following
provisions related to the budget as provided in
the attached Study Budget:

e |t is expected that a minimum of xxxxxx
Subjects and a maximum of Xxxxxxx
Subjects will be enrolled in the Clinical
Trial at this CLINICAL CENTER. The number
may change based on various study
factors. SPONSOR shall compensate for
the exact number of eligible Subjects
enrolled and processed as per the
Protocol and subject to Section 7 of this
Exhibit.

e Additional SPONSOR’s requests or any
other incurred expenses (ex.: |IEC fees)
shall be billed separately to SPONSOR

Prague -

Poéet osob / scénafe, na které se vztahuje
rozpocet. Strany berou na védomi a zavazuji se
dodriovat nasledujici ustanoveni souvisejici
srozpoctem uvedenym v priloze Rozpocet
studie:

e Predpokldda se, Ze do Klinické zkousky
bude zafazeno  minimalné  XXxxxx
Subjektl, maximalné vsak xxxxxx Subjektd
na klinickém pracovisti POSKYTOVATELE.
Pocet se mize zménit na zakladé rdznych
faktorl zkousky. ZADAVATEL poskytne
odménu za presny pocet vhodnych
Subjektll zarazenych do zkousky a
zpracovanych podle Protokolu a v souladu
s ¢lankem 7 této Ptilohy.

e Dodatecné pozadavky ZADAVATELE nebo
jakékoliv jiné vynaloZené vydaje (napf.
poplatky IEC) budou  ZADAVATELI
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upon mutual agreement.

Compensation upon Termination. Should the
Agreement be prematurely terminated by
SPONSOR, SPONSOR shall compensate
CLINICAL CENTER as provided for in Section 4
(Termination) of this Agreement.

Unanticipated Costs. SPONSOR shall reimburse
CLINICAL CENTER for cost increases due to
Protocol amendments, premature termination,
and other reasonable unanticipated costs that
CLINICAL CENTER incurs during the Clinical Trial
or upon termination as mutually agreed by the
Parties. However, SPONSOR’s obligations to
pay for unanticipated costs are limited to only
those services SPONSOR authorized in advance.
Unless stated otherwise in this Agreement,
CLINICAL CENTER is responsible for all third
party costs it incurs during its conduct of the
Clinical Trial.

Non-Covered Costs. SPONSOR shall not pay
CLINICAL CENTER for any activity conducted
according to the Protocol: (i) after a Subject
leaves the Clinical Trial, such as voluntary
withdrawal or to protect the Subject’s safety,
except for early Clinical Trial termination
activities, (ii) that generated unusable data, (iii)
at the time and after a Subject becomes
ineligible to continue in the Clinical Trial
because of a Protocol violation by CLINICAL
CENTER, or (iv) related to a Subject’s being
enrolled in the Clinical Trial despite being
ineligible for the Clinical Trial. If SPONSOR has
already made payment to CLINICAL CENTER,
CLINICAL CENTER shall refund such payment.

Prague -

Uctovany  samostatné na  zdkladé
vzajemné dohody.

Odmeéna pfi ukonéeni. Pokud bude Smlouva ze
strany ZADAVATELE predéasné ukoncena,
uhradi ZADAVATEL POSKYTOVATELI odménu
podle ustanoveni clanku 4 (Ukonceni) této
Smlouvy.

Neocekavané ndaklady. ZADAVATEL uhradi
POSKYTOVATELI naklady navysené v dasledku
zmén Protokolu, pfedéasného ukonceni a dalsi
rozumné neocekavané naklady, které
POSKYTOVATELI vzniknou béhem Klinické
zkousky nebo pfi ukonceni dle vzijemné
dohody Stran. Povinnosti ZADAVATELE uhradit
neocekdvané naklady jsou vSak omezeny pouze
na sluzby, které ZADAVATEL predem schvalil.
Neni-li vtéto Smlouvé uvedeno jinak,
POSKYTOVATEL nese odpovédnost za veskeré
naklady tretich osob, které mu vzniknou béhem
provadéni Klinické zkousky.

Nekryté naklady. ZADAVATEL neuhradi
POSKYTOVATELI Zadnou cinnost provadénou
podle Protokolu: (i) poté, co se Subjekt jiz
neucastni Klinické zkousky, napfiklad v pfipadé
dobrovolného odstoupeni, nebo za ucelem
ochrany bezpeti  Subjektu,
predéasného ukonceni Klinické zkousky, (ii) na
jejimz zakladé byla vytvofena nepouzitelnd
data, (iii) vdobé a poté, kdy jiz Subjekt
nespliuje podminky pro pokracovani v Klinické
zkousce z dlivodu poruseni Protokolu ze strany
POSKYTOVATELE, nebo (iv) souvisejici s tim, Ze
Subjekt byl zafazen do Klinické zkousky,

s vyjimkou

prestoze nesplfioval podminky pro zafazeni.
Pokud jiz ZADAVATEL platbu POSKYTOVATELI
uhradil, je POSKYTOVATEL povinen tuto platbu
vratit.
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Study Budget

XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX
XXXXXX

Note 1: BD will provide the study products/supplies (CS&T beads, FC beads, reagents, FACS Solution, etc) to
perform study tasks. Necessary site supplies used for the study will be reimbursed by BD. A preliminary
agreement between BD and Pl is required.

Note 2: PBS and BSA materials and associated costs will be covered by site

Prague -



CAS-OFLYRICALL-IVDR
University Hospital Motol, Czech Republic / Fakultni Nemocnice Motol, Ceska republika

Exhibit B Pfiloha B

Protocol (Incorporated by reference) Protokol (za¢lenény odkazem)

Prague -
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Exhibit C

EU Standard Model Clauses

Standard contractual clauses for the transfer of
personal data from the Community to third countries
(controller to controller transfers) (as per
Commission Decision 2004/915/EC of 27 December
2004)

Data transfer agreement

between

PROVIDER: University Hospital Motol, located at V
Uvalu 84, 150 06 Praha 5, Czech Republic, represented
by xxxxxx, v pIné moci (hereinafter “data exporter”)

and

Becton, Dickinson and Company, with its registered
seat at 1 Becton Drive, Franklin Lakes, New lJersey
07417-1880, USA, ID 201.847.6800

Who authorizes:

Becton Dickinson Czechia, s.r.o., Prague 6, Kfenova
438/1, district Prague 5, Post Code 162 00, Company’s
ID 251 42 135, registered in the Commercial Register
maintained by the Municipal Court in Prague, file No.:
C 53145 (hereinafter "data importer")

(each hereinafter as a “party” and together as the
“parties”)

Definitions

For the purposes of the clauses:

(a) "personal data", '"special categories of
data/sensitive data", "process/processing",
"controller”, "processor", "data subject" and
"supervisory authority/authority” shall have
the same meaning as in Directive 95/46/EC of
24 October 1995 (whereby "the authority"
shall mean the competent data protection
authority in the territory in which the data

Prague -

Pfiloha C

Standardni vzorové dolozky EU

Standardni smluvni dolozky pro predavani osobnich
udajii ze Spolecenstvi do tfetich zemi (pfedavani
mezi spravci) (podle Rozhodnuti Komise 2004/915/ES
ze dne 27. prosince 2004)

Dohoda o predani udaja
mezi

POSKYTOVATEL: Fakultni nemocnice Motol, located
at V Uvalu 84, 150 06 Praha 5, Czech Republic,
represented by xxxxxx, v plné moci (dale jen ,vyvozce
udaja“)

Becton, Dickinson and Company, se sidlem na adrese
1 Becton Drive, Franklin Lakes, New Jersey 07417-
1880, USA, identifikacni ¢islo 201.847.6800

Zastoupen na zakladé plné moci:

Becton Dickinson Czechia, s.r.o., Praha 6, Kfenova
438/1, okres Praha 5, PSC 162 00, IC: 25142 135,
zapsanou v obchodnim rejstfiku vedeném Méstskym
soudem v Praze, sp. zn.: C53145 (dale jen ,dovozce

o

Gdaja”)

(kazda jako ,,strana“ a spolecné jako ,strany”).

Definice
Pro ucely doloZek:

(a) ,osobni udaje”, ,zvlastni kategorie udajl
/ citlivé udaje”,
,Zpracovavat/zpracovani”, ,Spravce”,
,Zpracovatel”, ,subjekt udaja“ a,organ
dozoru / organ“ maiji stejny vyznam jako
ve smérnici 95/46/ES ze dne 24. fijna
1995 (pficemz ,organem” se rozumi

organ pfislusny pro ochranu udajd na
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(b)

(c)

exporter is established);

"the data exporter" shall mean the controller
who transfers the personal data;

"the data importer" shall mean the controller
who agrees to receive from the data exporter
personal data for further
accordance with the terms of these clauses
and who is not subject to a third country’s
system ensuring adequate protection;

processing in

"clauses" shall mean these contractual
clauses, which are a free-standing document
that does not incorporate commercial

business terms established by the parties
under separate commercial arrangements.

The details of the transfer (as well as the personal
data covered) are specified in Annex B, which forms
an integral part of the clauses.

I Obligations of the data exporter

The data exporter warrants and undertakes that:

(a)

(c)

Prague -

the personal data have been collected,
processed and transferred in accordance with
the laws applicable to the data exporter.

it has used reasonable efforts to determine
that the data importer is able to satisfy its
legal obligations under these clauses.

it will provide the data importer, when so
requested, with copies of relevant data
protection laws or references to them (where
relevant, and not including legal advice) of the
country in which the data exporter is
established.

it will respond to enquiries from data subjects
and the authority concerning processing of
the personal data by the data importer, unless
the parties have agreed that the data
importer will so respond, in which case the
data exporter will still respond to the extent
reasonably possible and with the information

Gzemi, v némZ je vyvozce Udajl usazen);

(b)

»,vyvozcem Udaji“ se rozumi spravce,
ktery pfedava osobni udaje;

(c) ,dovozcem udaji“ se rozumi spravce,
ktery se zavazuje pfijimat od vyvozce
Udaju osobni udaje za ucelem jejich
dalsiho  zpracovani v
podminkami téchto doloZek a ktery
nepodléha systému treti

zajistujicimu odpovidajici ochranu;

souladu s

zeme

se rozumi smluvni

(d) ,dolozkami“ tyto
dolozky, které jsou samostatnym
dokumentem, ktery neobsahuje obchodni
podminky  stanovené

oddélenych obchodnich ujednanich.

stranami v

Podrobnosti predavani (a rovnéZz zahrnuté osobni
udaje) jsou uvedeny v pfiloze B, ktera tvofi nedilnou
soucdst doloZek.

Povinnosti vyvozce udaja

Vyvozce udajli se zaruduje a zavazuje, Ze:

(a)

(b)

(c)

(d)

osobni Udaje byly shromazdény, zpracovany a
pfedany v souladu se zdkony platnymi pro
vyvozce UdajU;

vyvinul
dovozce Udajli schopen dostat svym pravnim
zavazk(m vyplyvajicim z téchto dolozek;

pfiméfené Usili, aby urcil, Ze je

na pozadani poskytne dovozci udajli kopie
prislusnych zakonl o ochrané udaja nebo
odkazy na né (pokud je to vhodné, pficemz
toto nezahrnuje pravni poradu) té zemé, v niz
je vyvozce udaju usazen;

zodpovi dotazy subjektll Udaji a organu
tykajici se zpracovani danych osobnich udajl
dovozcem udajli, pokud se strany nedohodly,
Ze bude takto odpovidat dovozce udajl, v
kterémzto pripadé vyvozce udajl bude i tak
odpovidat v pfiméfené mozném rozsahu a na
zdkladé jemu  pfimérené  dostupnych
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(e)

reasonably available to it if the data importer
is unwilling or unable to respond. Responses
will be made within a reasonable time.

it will make available, upon request, a copy of
the clauses to data subjects who are third
party beneficiaries under clause lll, unless the
clauses contain confidential information, in
which case it may remove such information.
Where information is removed, the data
exporter shall inform data subjects in writing
of the reason for removal and of their right to
draw the removal to the attention of the
authority. However, the data exporter shall
abide by a decision of the authority regarding
access to the full text of the clauses by data
subjects, as long as data subjects have agreed
to respect the confidentiality of the
confidential information removed. The data
exporter shall also provide a copy of the
clauses to the authority where required.

Obligations of the data importer

The data importer warrants and undertakes that:

(a)

it will have in place appropriate technical and
organisational to protect the
personal data against accidental or unlawful
destruction or accidental loss, alteration,
unauthorised disclosure or access, and which
provide a level of security appropriate to the
risk represented by the processing and the
nature of the data to be protected;

measures

it will have in place procedures so that any
third party it authorises to have access to the
personal data, including processors,
respect and maintain the confidentiality and
security of the personal data. Any person
acting under the authority of the data
importer, including a data processor, shall be
obligated to process the personal data only on
instructions from the data importer. This
provision apply to persons
authorised or required by law or regulation to
have access to the personal data;

will

does not

Prague -

(e)

informaci, pokud dovozce Udaji nechce nebo
nem(ze odpovédét. Odpovézeno bude v
pfimérené lhaté;

na pozadani kopii  doloZek
subjektdim adaju, ktefi jsou opravnénou treti
stranou podle dolozky Ill, pokud dolozky
neobsahuji divérné informace, v kterémito
pfipadé muze takovéto informace odstranit.
V pfipadé, Ze jsou informace odstranény,
vyvozce Udaji pisemné informuje subjekty
Udajd o ddvodu odstranéni a o jejich pravu
upozornit na toto odstranéni organ. Vyvozce
udaji se vsak fidi rozhodnutim organu o
pfistupu subjektd udajd k Uplnému znéni
doloZzek, pokud subjekty udaji souhlasily se
zachovanim ddvérnosti odstranéné dlvérné
informace. Vyvozce Udaji také na pozadani
poskytne kopii dolozek organu.

zpfistupni

Povinnosti dovozce udajti

Dovozce udajl se zarucuje a zavazuje, Ze:

(a)

(b)

bude uplatiovat vhodnd technickd a
organizacni opatfeni na ochranu osobnich
udajl proti ndhodnému nebo nedovolenému
nebo ndhodné ztraté,
neopravnénému sdélovani nebo pfistupu,
kterd zajisti uroven bezpec€nosti odpovidajici
riziku, které predstavuje zpracovani, a povaze

udajl, které maji byt chranény;

zniceni Upravam,

bude uplatfiovat postupy zajistujici, aby
jakdkoli tfeti strana, kterou oprdvni k pfistupu
k osobnim ddajim, vcetné zpracovatel(,
respektovala a zachovavala d0vérnost a
bezpecnost osobnich Udaja. Jakakoli osoba,
kterd jedna z povéreni dovozce udajd, véetné
zpracovatele Udajl, je povinna zpracovavat
osobni Udaje pouze podle pokynl dovozce
udajli. Toto ustanoveni se nevztahuje na
osoby, které pravni nebo spravni predpisy
opravnuji nebo povinuji k pristupu k osobnim
udajam;
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(c)

(d)

(f)

Prague -

it has no reason to believe, at the time of
entering into these clauses, in the existence of
any local laws that would have a substantial
adverse effect on the guarantees provided for
under these clauses, and it will inform the
data exporter (which pass such
notification on to the authority where
required) if it becomes aware of any such
laws;

will

it will process the personal data for purposes
described in Annex B and has the legal
authority to give the warranties and fulfil the
undertakings set out in these clauses;

it will identify to the data exporter a contact
point within its organisation authorised to
respond to enquiries concerning processing of
the personal data and will cooperate in good
faith with the data exporter, the data subject
the authority concerning
enquiries within a reasonable time. In case of
legal dissolution of the data exporter, or if the
parties have so agreed, the data importer will
assume responsibility for compliance with the
provisions of clause I(e);

and all  such

at the request of the data exporter, it will
provide the data exporter with evidence of
financial
responsibilities under clause Il (which may
include insurance coverage);

resources sufficient to fulfil its

upon reasonable request of the data exporter,
it will submit its data processing facilities, data
files needed for
processing to auditing and/or
certifying by the data exporter (or any
independent or impartial inspection agents or
auditors, selected by the data exporter and
not reasonably objected to by the data
importer) to ascertain compliance with the
warranties and undertakings in these clauses,
with reasonable notice and during regular
business hours. The request will be subject to
any necessary consent or approval from a
regulatory or supervisory authority within the

and documentation

reviewing,

(c)

(d)

(e)

(f)

(8)

v dobé uzavreni téchto doloZzek nema dlivod
se domnivat, Ze existuji jakékoli mistni zakony,
které by mohly mit zdsadni negativni vliv na
zaruky podle téchto doloZek, a pokud se o

existenci takovych zadkon( dozvi, bude
informovat vyvozce Udaju (ktery toto
oznameni predd orgdnu, pokud je to
vyZadovano);

bude osobni Udaje zpracovavat za Ucely
popsanymi v priloze B a ma pravomoc
poskytovat zaruky a plnit zdvazky stanovené v
téchto dolozkach;

uvede vyvozci Udaja kontaktni misto ve své
organizaci opravnéné odpovidat na dotazy
tykajici se zpracovavani osobnich udaji a
bude v dobré vife spolupracovat s vyvozcem
udajli, subjektem udaji a organem pfi vSech
takovych dotazech v pfiméreném case. V
pfipadé pravniho zruseni vyvozce udajd nebo
pokud se strany takto dohodly, pfijima
dovozce Udajli odpovédnost za dodrZeni
ustanoveni dolozky | pism. e);

na zadost vyvozce Udaji poskytne vyvozci
Uudaji  ddkaz o dostatecnych financnich
zdrojich na splnéni svych povinnosti podle
dolozky Ill (coz mlze zahrnovat pojistné kryti);

na primérenou Zadost vyvozce Udajl umozni,
aby byly jeho zafizeni na zpracovani udajd,
datové soubory a dokumentace potfebna pro
zpracovani podrobeny revizi, auditu a/nebo
certifikaci provedené vyvozcem udajli (nebo
jakymikoli nezavislymi nestrannymi
kontrolory ¢i auditory vybranymi vyvozcem
udajli, proti kterym nevznese dovozce udajl
odlvodnéné namitky), aby se presvédcil
o dodrZovani zdvazklli v téchto

nebo

zaruk a
dolozkach, pfimérené
oznameni a obvyklé
provozni  doby. bude

podléhat pripadnému nezbytnému souhlasu

a to po obdrzeni
v€asného béhem

Uvedend Zadost
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(h)

country of the data importer, which consent
or approval the data importer will attempt to
obtain in a timely fashion;

it will process the personal data, at its option,
in accordance with:

(i) the data protection laws of the country in

(ii)

(iii)

which the data exporter is established, or

the relevant provisions® of any
Commission decision pursuant to Article
25(6) of Directive 95/46/EC, where the
data importer complies with the relevant
provisions of such an authorisation or
decision and is based in a country to
which such an authorisation or decision
pertains, but is not covered by such
for the

of the

decision
purposes of the transfer(s)
personal data, or

authorisation or

the data processing principles set forth in
Annex A.

Data importer to indicate which option it
selects: (iii)

Initials of data importer: See Signature
Pages;

it will not disclose or transfer the personal
data to a third-party data controller located
outside the European Economic Area (EEA)
unless it notifies the data exporter about the
transfer and

(i)  the third-party data controller processes

(ii)

the personal data in accordance with a
Commission decision finding that a third
country provides adequate protection, or

the third-party data controller becomes a
signatory to these clauses, or another
data transfer agreement approved by a

Prague -

(h)

(i)

nebo schvaleni regulacniho orgdnu nebo
organu dozoru v zemi dovozce Udajl, pficemz
dovozce Udaju se bude snaZit tento souhlas

nebo schvaleni ziskat vcas;

bude osobni Udaje zpracovavat, podle vlastni
volby, bud'v souladu:

(i) se zakony o ochrané Udajl té zemé, ve
které je vyvozce Udajl usazen nebo

(ii) s odpovidajicimi ustanovenimi®
jakéhokoli rozhodnuti Komise podle ¢l.
25 odst. 6 smérnice 95/46/ES, pokud
dat spliuje odpovidajici
ustanoveni takovéhoto povoleni nebo
rozhodnuti a sidli v zemi, které se
takové povoleni nebo rozhodnuti tyka,
ale takové povoleni nebo rozhodnuti se
na néj pro ucely pfeda(va)ni osobnich
udajl nevztahuje, nebo

dovozce

(iii) se  zdsadami  zpracovani  udajl
stanovenymi v ptiloze A.
Dovozce udajli  vyznacdi  zvolenou

moznost: (iii)

Parafa dovozce udaji: viz podpisové
stranky;

nesdéli ani neprfedd osobni Udaje spravci
udaj(, ktery je treti stranou, se sidlem mimo
Evropsky  hospodaisky prostor (EHP),
s vyjimkou ptipadd, kdy o predani uvédomi
vyvozce Udajl a

(i) spravce udajd, ktery je treti stranou,
zpracovava osobni udaje v souladu s
rozhodnutim Komise, jimZz bude
shledano, Ze treti zemé poskytuje
odpovidajici Uroven ochrany,

(i)  spravce udajli, ktery je treti stranou,
podepise tyto dolozky nebo jinou

dohodu o predavani udajl schvalenou
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(iii)

(iv)

competent authority in the EU, or

data subjects have been given the
opportunity to object, after having been
informed of the purposes of the transfer,
the categories of recipients and the fact
that the countries to which data is
exported may have different data
protection standards, or

with regard to onward transfers of
sensitive data, data subjects have given
their unambiguous the
onward transfer

consent to

ll. Liability and third-party rights

(a)

(b)

Prague -

Each party shall be liable to the other parties
for damages it causes by any breach of these
clauses. Liability as between the parties is
limited to actual damage suffered. Punitive
damages (i.e. damages intended to punish a
party for its outrageous conduct)
specifically excluded. Each party shall be liable
to data subjects for damages it causes by any
breach of third-party rights under these
clauses. This does not affect the liability of the
data exporter under its data protection law.

are

The parties agree that a data subject shall
have the right to enforce as a third party
beneficiary this clause and clauses I(b), 1(d),
I(e), 1I(a), Ii(c), II(d), IIi(e), Ni(h), II{i), NI(@), V,
VI(d) and VII against the data importer or the
data exporter, for their respective breach of
their contractual obligations, with regard to
his personal data, and accept jurisdiction for
this purpose in the data exporter’s country of
establishment. In cases involving allegations
of breach by the data importer, the data
subject must first request the data exporter to
take appropriate action to enforce his rights
against the data importer; if the data exporter
does not take such action within a reasonable
period (which under normal circumstances
would be one month), the data subject may
then enforce his rights against the data

(a)

(b)

pfisluSnym orgdanem v EU;

(iii)  subjektim adaja  bylo umoZnéno
vznést namitku poté, co byli
informovani o Ucelech predavani,

kategoriich prijemctd a skutecnosti, Ze
zemé, do kterych jsou Udaje vyvazeny,
mohou mit jiné normy ochrany udajd
nebo
(iv) subjekty uadaja daly vzhledem k
dalsimu predavani citlivych udaja svij
jednoznacny
predavani.

souhlas k dalsimu

Odpovédnost a prava tietich stran

Kazda strana je odpovédna vici druhé strané za
Skody, zpUsobi jakymkoli porusenim
téchto dolozek. Vzajemna odpovédnost stran je
omezena na skutecné utrpénou Skodu. Nahrada
Skody punitivni povahy (tj. ndhrada skody s
cilem potrestat stranu za jeji hrubé chovani) je
vyslovné vyloucena. Kazda strana je odpovédna
vUci subjektiim adaji za Skody, které zplsobi
jakymkoli porusenim prav tfeti strany podle
téchto dolozek. Tim neni dotéena odpovédnost
vyvozce Udaju podle jemu pfislusného prava na
ochranu udaja.

které

Strany sjedndvaji, Ze subjekt Udaji ma pravo
vynucovat jako oprdvnéna treti strana tuto
dolozku a dolozku | pism. b), d) a e), dolozku I
pism. a), c), d), e), h) a i), dolozku Ill pism. a),
dolozku V, dolozku VI pism. d) a dolozku VII
proti dovozci Udajl nebo vyvozci udajt, pokud
tito porusi své smluvni povinnosti v souvislosti s
jeho osobnimi Udaji, a rovnéz prijimaji pro tento
Ucel prislusnost soudd v zemi, v niz je usazen
vyvozce Udajl. V pfipadech tykajicich se tvrzeni
o poruseni ze strany dovozce Udaji musi
subjekt udajl nejdfive pozadat vyvozce udajd,
aby podnikl odpovidajici kroky k vynuceni jeho
prav vuci dovozci udajl; pokud vyvozce udaja
tyto kroky nepodnikne v pfimérené Ihité (ktera
za normalnich okolnosti ¢ini jeden mésic), mlze
subjekt Udajl sva prava vynucovat vici dovozci
udajl  pfimo. Subjekt adajii je opravnén
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importer directly. A data subject is entitled to
proceed directly against a data exporter that
has failed to use
determine that the data importer is able to
satisfy its legal obligations under these clauses
(the data exporter shall have the burden to
prove that it took reasonable efforts).

reasonable efforts to

IV. Law applicable to the clauses

These clauses shall be governed by the law of the
country in which the data exporter is established, with
the exception of the laws and regulations relating to
processing of the personal data by the data importer
under clause ll(h), which shall apply only if so,
selected by the data importer under that clause.

V. Resolution of disputes with data subjects or
the authority

In the event of a dispute or claim brought by a
data subject or the authority concerning the
processing of the personal data against either
or both of the parties, the parties will inform
each other about any such disputes or claims
and will cooperate with a view to settling them
amicably in a timely fashion.

(a)

(b) The parties agree to respond to any generally
available non-binding mediation procedure
initiated by a data subject or by the authority. If
they do participate in the proceedings, the
parties may elect to do so remotely (such as by
telephone or other electronic means). The
parties also agree to consider participating in
any other arbitration,
dispute resolution proceedings developed for

data protection disputes.

mediation or other

(c) Each party shall abide by a decision of a
competent court of the data exporter’s country
of establishment or of the authority which is
final and against which no further appeal is
possible.

VI. Termination

(a)

In the event that the data importer is in breach
of its obligations under these clauses, then the

Prague -

postupovat pFimo proti vyvozci Udajl, ktery
nevyvinul
dovozce Udajli schopen dostat svym pravnim
zdvazklim téchto dolozek
(vyvozce Udaji ponese bfemeno dikazu toho,
Ze pfimérené usili vyvinul).

pfimérené usili, aby urcil, Ze je

vyplyvajicim  z

IV.  Pravo pouzitelné na dolozky

Tyto doloZzky se fidi pravem zemé, ve které je usazen
vyvozce Udajli, s vyjimkou prdvnich a spravnich
predpisl vztahujicich se na zpracovani osobnich udajl
dovozcem Udaja podle dolozky Il pism. h), které plati
pouze v pripadé, Ze si je dovozce Udaji podle této
dolozky zvoli.

V. Reseni spori se subjekty tudajd nebo s Gfadem

V pfipadé sporu nebo ndroku vzneseného
subjektem udaji nebo Uradem, které se tykaji
zpracovani osobnich Udajd, proti jedné nebo
ob&ma strandm, se budou strany vzdjemné
informovat o vsech takovych sporech nebo
narocich a budou spolupracovat s cilem je
smirné a urychlené urovnat.

(a)

(b)  Strany se zavazuji, Ze budou reagovat na kazdé
obecné dostupné nezavazné mediacni fizeni
zahajené subjektem Udaji nebo uradem. Pokud
se strany fizeni Ucastni, mohou si zvolit moZnost
ucinit tak na dalku (napriklad telefonicky nebo
pomoci jinych elektronickych prostredk().
Strany se také zavazuji, Ze zvazi svou ucast v
jakychkoliv ostatnich rozhodcich, mediacnich di
jinych Ftizenich k teSeni sporli vyvinutych pro
spory tykajici se ochrany udaju.

(c) Kazda se bude fidit rozhodnutim
prislusného soudu zemé, v niz je usazen vyvozce
Udaju, nebo uUradu, které je konecné a proti
kterému neni mozné podat Zadny dalsi opravny

prostfedek.

strana

VI. Vypovézeni

Pokud dovozce Udaji porusi své zavazky podle
téchto dolozek, muize vyvozce Udajli docasné

(a)
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data exporter may temporarily suspend the
transfer of personal data to the data importer
until the breach is repaired or the contract is
terminated.

(b)  Inthe event that:

(i)

(i)

(iii)

(iv)

(v)

Prague -

the transfer of personal data to the data
importer temporarily
suspended by the data exporter for
longer than one month pursuant to
paragraph (a);

has been

compliance by the data importer with
these clauses would put it in breach of its
legal or regulatory obligations in the
country of import;

the data importer is in substantial or
persistent breach of any warranties or
undertakings given by it under these
clauses;

a final decision against which no further
appeal is possible of a competent court
of the data exporter’s country of
establishment or of the authority rules
that there has been a breach of the
clauses by the data importer or the data
exporter; or

a petition is presented for the
administration or winding up of the data
importer, whether in its personal or
business capacity, which petition is not
dismissed within the applicable period
for such dismissal under applicable law; a
winding up order is made; a receiver is
appointed over any of its assets; a
trustee in bankruptcy is appointed, if the
data importer is an individual; a company
voluntary arrangement is commenced by
it; or any equivalent event in any
jurisdiction then the data
exporter, without prejudice to any other
rights which it may have against the data
importer, shall be entitled to terminate
these clauses, in which case the authority

occurs

(b)

zastavit predavani osobnich Gdajd dovozci
udajli, dokud neni poruseni napraveno nebo
smlouva vypovézena.

V ptipadé, ze:

(i)

(ii)

(iii)

(iv)

(v)

udaji  docasné  pozastavi
predavani osobnich Gdajd dovozci udajl
na dobu delSi neZ jeden mésic podle
odstavce a),

vyvozce

dodrzeni téchto dolozek ze strany
dovozce udaja by vedlo k tomu, Ze by
porusil své zdvazky podle pravnich nebo

spravnich predpist v zemi dovozu,

dovozce Udajll zdsadné nebo trvale
porusuje jakékoli zaruky nebo zavazky,

které poskytl v rdmci téchto dolozek,

podle konecného rozhodnuti, proti
némuZ neni mozné podat zadny dalsi
opravny prostredek,
pFisluSnym soudem zemé, v nizZ je usazen
vyvozce Udaju, nebo orgdnem, doslo k
poruseni doloZek ze strany dovozce Udajt

nebo vyvozce Udajld nebo

vyneseného

je poddna Zadost o konkursni spravu
nebo likvidaci dovozce Udaju, at jiz v jeho
osobnim nebo obchodnim postaveni,
pfiéemz Zadost neni zamitnuta v pfislusné
Ih(té pro takové zamitnuti stanovené

platnym pravem; je vydan likvidacni
pfikaz soudu; je jmenovan nuceny
spravce jakéhokoli jeho majetku; je

jmenovan spravce konkursni podstaty, je-
li dovozce udaju fyzickou osobou; je jim
zahdjeno mimosoudni narovnani; nebo
dojde k rovnocennému fizeni v jakékoliv
jurisdikci, potom je vyvozce Udajl, aniz
jsou dotéeny jeho pripadné jiné naroky
vUéi dovozci Udajl, opravnén vypovédét
tyto dolozky, v kterémzto pripadé bude,
uvédomen

pokud je to wvyZadovano,
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shall be informed where required. In
cases covered by (i), (ii), or (iv) above the
data importer may also terminate these
clauses.

(c) Either party may terminate these clauses if (i)
any Commission positive adequacy decision
under Article 25(6) of Directive 95/46/EC (or
any superseding text) is issued in relation to the
country (or a sector thereof) to which the data
is transferred and processed by the data
importer, or (ii) Directive 95/46/EC (or any
superseding text) becomes directly applicable
in such country.

(d)  The parties agree that the termination of these
clauses at any time, in any circumstances and
for whatever reason (except for termination
under clause VI(c)) does not exempt them from
the obligations and/or conditions under the
regards the processing of the

personal data transferred.

clauses as

VII. Variation of these clauses

The parties may not modify these clauses except to
update any information in Annex B, in which case they
will inform the authority where required. This does
not preclude the parties from adding additional
commercial clauses where required.

VIIl. Description of the Transfer

The details of the transfer and of the personal data
are specified in Annex B. The parties agree that Annex
B may contain confidential
which they will not disclose to third parties, except as
required by law or in response to a competent

business information

regulatory or government agency, or as required
under clause I(e). The parties may execute additional
annexes to cover additional transfers, which will be
submitted to the authority where required. Annex B
may, in the alternative, be drafted to cover multiple
transfers.

Prague -

organ. V pripadech zahrnutych ve vyse
uvedenych bodech i), ii) nebo iv) mlze
dovozce Udaji tyto dolozky také

vypovédét.

(c) Kaida ze stran muZe tyto doloZky vypovédét,
pokud i) je vydano jakékoli kladné rozhodnuti
Komise o odpovidajici Urovni podle ¢l. 25 odst. 6
smérnice 95/46/ES (nebo jakéhokoli predpisu,
ktery tento predpis nahradi) tykajici se zemé
(nebo jejiho odvétvi), do které dovozce udajl
Udaje predava a v niz udaje zpracovava, nebo ii)
se smérnice 95/46/ES (nebo jakykoli predpis,
ktery tento predpis nahradi) stane v takové
zemi pfimo pouZitelnou.

(d)  Strany sjednavaji, Ze vypovézeni téchto dolozek

kdykoli, za jakychkoli okolnosti a z jakéhokoli

dlvodu (kromé vypovézeni podle dolozky VI

pism. c)) je a/nebo

podminek podle téchto doloZek, pokud jde o

zpracovani predanych udaju.

nezbavuje zavazk(

VIl. Zmeéna dolozek

Strany nesmi tyto dolozky ménit, s vyjimkou
aktualizace jakékoli informace v pfiloze B, v kterémZto
pfipadé budou, pokud je to tfeba, informovat organ.
To stranam nebrani v pfiddvani
obchodnich dolozZek, pokud je to treba.

doplfujicich

VIII. Popis predavani

Podrobnosti pfedavani a osobnich udaji jsou
specifikovany v pfiloze B. Strany sjedndvaji, Ze pfiloha
B mulzZe obsahovat divérné obchodni informace, které
vyjma pfipadd, kdy to
vyZzaduje zakon, kdy se tak déje v odpovédi pfislusné
regulacni nebo vladni agentufe nebo podle poZadavku
v doloZce | pism. e). Strany mohou sjednat dalsi
pfilohy tykajici se dalSich predavani, které budou
predloZeny organu, pokud je to vyZadovano. Pfiloha B
muZe byt alternativné navrZena tak, aby zahrnovala

vétsi pocet predavani.

nesdéli tretim stranam,
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Annex A of the Model Contract for controller to
controller transfers (as per Commission Decision
2004/915/EC of 27 December 2004):

DATA PROCESSING PRINCIPLES

1. Purpose limitation: Personal data may be
processed and subsequently used or further
communicated only for purposes described in
Annex B or subsequently authorised by the data
subject.

2. Data quality and proportionality: Personal data
must be accurate and, where necessary, kept
up to date. The personal data must be
adequate, relevant and not excessive in relation
to the purposes for which they are transferred
and further processed.

3. Transparency: Data subjects must be provided
with information necessary to ensure fair
processing (such as information about the
purposes of processing and about the transfer),
unless such information has already been given
by the data exporter.

4, Security and confidentiality: Technical and
organisational security measures must be taken
by the data controller that are appropriate to
the risks, such as against accidental or unlawful
destruction or accidental loss, alteration,
unauthorised disclosure or access, presented by
the processing. Any person acting under the
authority of the data controller, including a
processor, must not process the data except on
instructions from the data controller.

5. Rights of access, rectification, deletion and
objection: As provided in Article 12 of Directive
95/46/EC, data subjects must, whether directly
or via a third party, be provided with the
personal information about them that an
organisation holds, except for requests which
are manifestly abusive, based on unreasonable
intervals or their number or repetitive or
systematic nature, or for which access need not
be granted under the law of the country of the

Priloha A Vzorové smlouvy pro pfedavani udajl mezi
spravci (ve smyslu Rozhodnuti Komise 2004/915/ES
ze dne 27. prosince 2004):

ZASADY ZPRACOVANI OSOBNICH UDAJU

Omezeni Ucelu: Osobni Udaje mohou byt
zpracovavany a nasledné pouZivany nebo dale
zptistupnény pouze pro ucely uvedené v Pfiloze
B nebo pro ucely nasledné schvalené
subjektem Gdaju.

Kvalita a primérenost udaji: Osobni udaje
museji byt pfesné a v pfipadé potieby museji
byt aktualizovany. Osobni udaje museji byt
rovnéz pfimérené, relevantni  a nikoliv
nadbytecné pro ucely, pro které jsou predavany
a dale zpracovavany.

Transparentnost: Subjektim uUdajd museji byt
poskytovany informace nezbytné k tomu, aby
bylo zajisténo spravedlivé zpracovani (naptiklad
informace ohledné Gcell zpracovani a ohledné
predavani), za predpokladu, Ze jim tyto
informace nebyly pfedany jiz vyvozcem udaju.

Bezpecnost a davérnost: Sprdvce udaju je
povinen  ucinit  technickd  a organizacni
bezpecnostni opatfeni, kterd jsou primérena
rizikim, jez mohou v dusledku zpracovani
nastat, napf. riziku nahodného ¢i nezdkonného
zniceni nebo nahodné ztraty, pozménéni,
neopravnéného sdéleni nebo poskytnuti
pfistupu. Zadna osoba jednajici z povéieni
spravce Udajl, vcéetné zpracovatele udajq,
nesmi Udaje zpracovavat jinak neZ na zakladé
pokyn( udélenych spravcem udaju.

Pravo na pristup, opravu, vymaz a namitku: jak
je stanoveno v ¢lanku 12 smérnice 95/46/ES,
subjektlim Gdajd musi byt, bud pfimo nebo
prostfednictvim treti osoby, poskytnuty osobni
informace, které o nich organizace vede, s
vyjimkou poZadavk(, které jsou vzhledem ke
své nepfimérené frekvenci nebo poctu nebo
opakovanosti Ci soustavnosti zjevné pfehnané,
nebo pro néZz nemusi byt pristup umoznén
podle prava zemé vyvozce Udajl. Za
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data exporter. Provided that the authority has
given its prior approval, access need also not be
granted when doing so would be likely to
seriously harm the interests of the data
importer or other organisations dealing with
the data importer and such interests are not
overridden by the interests for fundamental
rights and freedoms of the data subject. The
sources of the personal data need not be
identified when this is not possible by
reasonable efforts, or where the rights of
persons other than the individual would be
violated. Data subjects must be able to have the
personal information about them rectified,
amended, or deleted where it is inaccurate or
processed against these principles. If there are
compelling grounds to doubt the legitimacy of
the request, the organisation may require
further justifications before proceeding to
rectification, amendment or deletion.
Notification of any rectification, amendment or
deletion to third parties to whom the data have
been disclosed need not be made when this
involves a disproportionate effort. A data
subject must also be able to object to the
processing of the personal data relating to him
if there are compelling legitimate grounds
relating to his particular situation. The burden
of proof for any refusal rests on the data
importer, and the data subject may always
challenge a refusal before the authority.

Sensitive data: The data importer shall take
such additional measures (e.g. relating to
security) as are necessary to protect such
sensitive data in accordance with its obligations
under clause II.

Data used for marketing purposes: Where data
are processed for the purposes of direct
marketing, effective procedures should exist
allowing the data subject at any time to "opt-
out" from having his data used for such
purposes.

Automated decisions: For purposes hereof
“automated decision” shall mean a decision by
the data exporter or the data importer which

predpokladu, Ze organ vydal pfedchozi souhlas,
nemusi byt pfistup umoznén také tehdy, pokud
by to pravdépodobné vdainé poskodilo zajmy
dovozce udaji nebo organizaci, které s
dovozcem Udaju obchoduji, a takové zajmy
nejsou prevySeny zajmy zakladnich prdv a
svobod subjektu udaji. Pavod osobnich tdaju
nemusi byt oznacen, pokud to neni moziné za
pouziti pfiméreného usili nebo pokud by byla
porusena prava osob jinych nez dotéené fyzické
osoby. Subjekty udaji musi mit moZnost nechat
osobni informace, které se jich tykaji, opravit,
zménit nebo vymazat, pokud jsou nepresné
nebo jsou zpracovany v rozporu s témito
zdsadami. Pokud existuji vaziné davody pro
zpochybnéni opravnénosti uvedeného
pozadavku, muze organizace pred
pristoupenim k opravé, zméné nebo vymazu
pozadovat dal$i odlvodnéni. Ozndmeni vsech
Uprav, zmén nebo vymaz( tretim stranam,
kterym byly Gdaje sdéleny, neni nutné, pokud
by to vyZadovalo neimérné Usili. Subjekty
Udajil musi mit rovnéZz mozZnost vznést z
vaznych a legitimnich dlvodd souvisejicich s
jejich osobni situaci namitku proti zpracovani
osobnich udajh, které se jich tykaji. Dlkazni
bfemeno lezi v pfipadé jakéhokoliv odmitnuti
na dovozci Udajl a subjekt udaji muze vidy u
organu odmitnuti napadnout.

Citlivé udaje: dovozce udaji pfijme takova
dodatecnd opatreni (napfiklad bezpecnostni),
kterd jsou nebytna pro ochranu citlivych udajl
v souladu s jeho povinnostmi podle dolozky .

Udaje pouzivané pro ucely marketingu:
zpracovavaji-li se udaje pro ucely pfimého
marketingu, mély by existovat ucinné postupy
umoziujici subjektu Udaja  kdykoli ,zvolit
vynéti“ svych adajl, aby jiz nebyly k takovym
ucelim vyuZivany.

Automatizovand rozhodnuti: pro ucely téchto
dolozek se ,automatizovanym rozhodnutim“
rozumi rozhodnuti vyvozce Gdaji nebo dovozce
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produces legal effects concerning a data subject
or significantly affects a data subject and which
is based solely on automated processing of
personal data intended to evaluate certain
personal aspects relating to him, such as his
performance at work, creditworthiness,
reliability, conduct, etc. The data importer shall
not make any automated decisions concerning
data subjects, except when:

(a)

(i) such decisions are made by the data
importer in entering into or
performing a contract with the data
subject, and

(i)  (the data subject is given an
opportunity to discuss the results of
a relevant automated decision with
a representative of the parties
making such decision or otherwise
to make representations to that
parties.

or

(b)  where otherwise provided by the law of
the data exporter.

udaju, které vici subjektu Gdaja zaklada pravni
ucinky nebo které se subjektu Udajd vyznamné
dotyka, prijaté  vylucné na  zakladé
automatizovaného zpracovani udajd uréeného
k hodnoceni urditych rysl jeho osobnosti,
napriklad pracovniho vykonu, davéryhodnosti,
spolehlivosti, chovani atd. Dovozce udaju
neucini zadné automatizované rozhodnuti
tykajici se subjektd udajd, s vyjimkou pfipada,
kdy:

(a)

(i)  jsou takova rozhodnuti ucinéna
dovozcem Udajd pfi uzavirani nebo
plnéni smlouvy se subjektem udaju
a

(i)  je subjektu udaji dana prilezitost
projednat vysledky pfislusného
automatizovaného rozhodnuti se
zastupcem  strany  provadéjici
takové rozhodnuti nebo jinak ucinit
této strané prohlaseni.

nebo

(b)  pravni predpisy platné pro vyvozce udaj
stanovi jinak.
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Annex B of the Model Contract for controller to
controller transfers (as per Commission Decision
2004/915/EC of 27 December 2004):

Data exporter(s)

List of Data Exporters:

University Hospital Motol
Data importer(s)

List of Data Importers:

Becton, Dickinson and Company
Data subjects

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

1. Investigators of in vitro diagnostic product
evaluation performance (hereinafter “clinical
trial”); and

2. Participants of in vitro diagnostic product
evaluation performance, in particular clinical
trial and research subjects and investigators
(including their staff and other individuals
participating in SPONSOR sponsored research
and health care programs)

Categories of data

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

Personal data of Clinical Trial Investigators:

e  Contact information: such as full name, title,
address, telephone number, fax number,
email address and mobile phone number;

e Healthcare identification number;

e  Banking data necessary to make payments (as
applicable);

e  Education and training records as well as
information on the support of the clinical

Priloha B Vzorové smlouvy pro predavani udajti mezi
spravci (ve smyslu Rozhodnuti Komise 2004/915/ES
ze dne 27. prosince 2004):

Vyvozce/vyvozci udajti

Prehled vyvozcl udaji:

Fakultni nemocnice Motol
Dovozce/dovozci udajti

Prehled dovozcl udajul:

Becton, Dickinson and Company
Subjekty udaju

Pfeddvané osobni Udaje se tykaji nasledujicich

kategorii subjektl udajli (upfesnéte):

1. Zkousejici zhodnoceni funkéni zpUsobilosti Dale
jen ,klinické zkousky“) a

2. Ucastnici in vitro diagnostického zhodnoceni
funkéni  zpUsobilosti, zejména subjekty a
zkousejici klinické zkousky avyzkumi (vcetné
pracovnikll a ostatnich osob podilejicich se na
programu vyzkumu zadaném ZADAVATELEM a
programech zdravotni péce spole¢nosti BD)

Kategorie udajti

Pfeddvané osobni Udaje se tykaji nasledujicich

kategorii Udajl (upresnéte):

Osobni udaje Zkousejicich podilejicich se na klinické
zkousce:

e e Kontaktni udaje: celé jméno, titul, pozice,
adresa, telefonni Cislo, Cislo faxu, emailova
adresa a ¢islo mobilniho telefonu;

e  Zdravotnické identifika¢ni Cislo;

e Bankovni udaje nezbytné k provadéni

pfipadnych plateb;

e Evidence kvalifikacnich kurz( a Skoleni a dale
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trial;

e Information on specialty and subspecialty;
and

e User data: all personal data required to
provide Clinical Trial Investigator access to
web portals, including but not limited to IP
address and user login name.

Personal data of Clinical Trial Participants:
e  Master data: age, patient ID number,

e Information relating to the participation in
the Clinical Trial, including relevant health
conditions and final diagnosis;

Purposes of transfer(s)
The transfer is made for the following purposes:

Due to the global structure of the SPONSOR Group,
members of the global departments involved in the
clinical trials may be located at any SPONSOR Group
Entity and may process the personal data for the
following purposes:

e C(Clinical trial purposes, including, but not
limited to:

o administration of clinical trials;

o collecting and processing
clinical trials; and

o adverse event reporting;

results of

e  Exercising a right or obligation conferred or
imposed by law, including complying with
adverse event and other related reporting
obligations, and other legal requirements;
and

e Responding to requests and legal demands
from regulators or other authorities, including
complying with requests from regulators or

in-country  or

and participating in

other
legal

other authorities
jurisdictions,

proceedings including domestic and cross-

informace ohledné podpory klinické zkousky;

e Informace ohledné
subspecializace;

specializace a

veSkeré osobni Udaje
pfistupu Zkousejiciho

e UZivatelské udaje:
potfebné k zajisténi
klinické zkousky k internetovym portalim,
zejména IP adresa a uzivatelské pfihlasovaci
jméno

Osobni tdaje Uéastnik{ klinické zkousky
e Hlavni udaje: vék, identifikacni ¢islo pacienta

na klinické
podminek

e Informace tykajici se Ucasti
véetné relevantnich
zdravotniho stavu a uvedeni findlnich diagndz;

zkousky,

Ucel predavani Gdajt
K predavani udaji dochazi z nasledujicich divoda:

Diky globalni strukturfe skupiny ZADAVATELE mohou
Clenové globalnich oddéleni zapojeni do klinické
zkousky pusobit u jakéhokoliv subjektu skupiny
ZADAVATELE a mohou zpracovavat osobni udaje pro
nasledujici ucely:

e  Ucely klinické zkousky, zejména:

o fizeni klinické zkousky;

o sbér a zpracovani
zkousky a

o hlaseni nezadoucich pfihod;

vysledk( klinické

svérenych (i
plnéni
povinnosti souvisejicich
s vyskytem nezadoucich ptihod ¢i jinych
podobnych souvisejicich povinnosti a plnéni
dalsich zdkonnych povinnosti a

povinnosti
zakonem,

e vykon prav i
uloZenych
oznamovacich

véetné

e reakce na Zadosti a zakonné pozadavky ze
strany regulatort ¢i jinych organ(, véetné
plnéni pozadavk(li ze strany regulator( Cci
jinych organt tuzemskych
Ucast na pravnich fizenich véetné domacich

UCasti a

i zahranicnich,

sporll i sporl se zahranicni
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border litigation and discovery procedures.

Any access is restricted on a need-to-know basis.

Recipients

The personal data transferred may be disclosed only
to the following recipients or categories of recipients:
Employees of the Data Importer, but solely on a need-
to-know-basis.

Sensitive data (if appropriate).

The personal data transferred concern the following
categories of sensitive data: Sensitive Data relating to
Clinical Trial Participants, Health-related data, such as
information about medical history, medical reports,
medical questionnaires, as well as medical product
use and adverse event data (to the extent permitted
by applicable law).

Additional useful information (storage limits and
other relevant information)

The above categories of data will not be stored for
longer than necessary for the legally permissible
purpose(s) for which they were collected and as
required under applicable retention policies and/or in
accordance with applicable law.

Contact Points for data protection enquiries

SPONSOR: GDPR@bd.com
CLINICAL CENTER: University Hospital Motol

Becton Dickinson Czechia, s.r.o.

Date / DATUM:

By / Podpis:

vzajemného zpfistupnéni dokumentd.

Jakykoliv pfistup k tdajlim je omezen pouze na pouZiti
v nezbytné nutném rozsahu.

Pfijemci

Veskeré osobni Udaje mohou byt

nasledujicim  pfijemciim i

preddvané
zpfistupnény pouze
kategoriim prijemcl: zaméstnanclm vyvozce Udaje,
vyhradné vsak v nezbytné nutném rozsahu.

Citlivé udaje (v relevantnich pfipadech)
Pfedavané osobni Udaje se tykaji ndsledujicich

kategorii citlivych udajl: citlivych udaji tykajicich se
Uc¢astnik@  klinické zkousky a Udajd tykajicich se

zdravotniho stavu, jako jsou napf. informace
o anamnéze, l|ékarské zpravy, zdravotni dotazniky
audaje ouzivani |éfivého pripravku nebo o

nezadoucich prihodach (v rozsahu, ktery povoluji
platné pravni predpisy).

Dopliiujici uzite¢né informace (omezeni uchovavani a
ostatni relevantni informace)

VySe uvedené kategorie Udaji nebudou uchovavany
déle, nez je nezbytné nutné pro zdkonem dovolené
ucely, pro néz byly shromazdény, a jak pozZaduji platné
zasady pro uchovavani udajl anebo pfrislusné pravni
predpisy.

Kontaktni body pro dotazy ohledné ochrany udajt

ZADAVATEL: GDPR@bd.com
POSKYTOVATEL: Fakultni nemocnice Motol

Title / Funkce:
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Becton Dickinson and Company - dovozce udaja

DATE / DATUM:

By: / Podpis:

Title: VP, Medical Affairs / Viceprezident, Lékarské zaleZitosti

POSKYTOVATEL/CLINICAL CENTER - vyvozce udajt:

DATE / DATUM:

By: / Podpis:

Title: deputy director / Funkce: naméstek reditele



