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INVESTIGATOR/ INSTITUTION CONTRACT / SMLOUVA SE ZKOUSEJiCiM / ZDRAVOTNICKYM
ZARIZENim

This contract (“Contract”) is made by and among:

xxx Principal Investigator, professional address:
Institut klinické a experimentalni mediciny,
Diabetology Center, Videriska 1958/9, 140 21
Prague 4, Czech Republic,

Hereinafter the “INVESTIGATOR”,

AND

Institut klinické a experimentalni mediciny
Videriska 1958/9

140 21 Prague 4, Czech Republic

Hereinafter the “INSTITUTION”

AND

PPD Investigator Services LLC, a corporation
organized under the laws of the state of USA
having its registered office at 929 North Front St.
Wilmington, NC 28401, USA acting through its
affiliate PPD Czech Republic, s.r.o., Budgjovicka
alej, Antala Staska 2027/79, 140 00 Praha 4,
Czech Republic

Hereinafter “CRO”

The INVESTIGATOR, the INSTITUTION and
CRO are hereinafter individually referred to as a
“Party” or collectively referred to as the “Parties”.

Tato smlouva (dale jen ,smlouva®) se uzavira
mezi:
xxx hlavnim  zkouS$ejicim, adresa mista
pracovisté: Institut klinické a experimentalni
mediciny, Centrum diabetologie, Viderska
1958/9, 140 21 Praha 4, Ceska republika,

dale jen ,,zkousejici
A

Institut klinické a experimentalni mediciny
Videriska 1958/9, 140 21 Praha 4, Ceska
republika,

déale jen ,ZDRAVOTNICKE ZARIZENI“

A

PPD Investigator Services LLC, spolecnosti
uspofadanou podle zakont Spojenych statd
americkych, se sidlem na adrese 929 North Front
St.Wilmington, NC 28401, USA, kterd jedna
prostfednictvim své pfidruzené spole€nosti PPD
Czech Republic, s.r.o., Budé&jovicka alej, Antala
Stagka 2027/79, 140 00 Praha 4, Ceské republika
dale jen ,CRO"

ZKOUSEJICi, ZDRAVOTNICKE ZARIZENi a

CRO jsou jednotlivé vtomto dokumentu
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oznacovani jako ,smluvni strana“ a spoletné
WITNESSETH: jako ,smluvni strany*“.
STVRZUJi:
WHEREAS, Sanofi-Aventis Recherche &

Développement, a French corporation (société
anonyme), having its registered office at 1,
avenue Pierre Brossolette, 91385 Chilly Mazarin,
FRANCE, Trade register B 713 002 269 Evry
(hereinafter the “SPONSOR”) is sponsoring a
multi-center clinical trial (hereinafter the “Study”)
to evaluate its drug xxx (hereinafter the
‘Investigational Product”) in accordance with
the following protocol and its amendments xxx,
Study Protocol Number: xxx (hereinafter the
‘Protocol’, which term shall include any
amendments made to the Protocol from time to
time)

WHEREAS, the SPONSOR has entered into an
agreement with CRO under which it has entrusted
the latter with the negotiation and execution of
clinical trials agreements with sites/institutions
participating in the Study.

WHEREAS, CRO represents and warrants that it
has all necessary authority to enter into this
Contract and that SPONSOR has authorized CRO
to agree to the SPONSOR’s obligations specified
herein on SPONSOR’s behalf.

WHEREAS, the SPONSOR may also conduct
substudies as part of the overall Study and all
references to the Study shall include any
substudies that are conducted on the Study
participants and the references to the Protocol
shall include any protocols related to such
substudies.

WHEREAS, the INSTITUTION and the
INVESTIGATOR having each received and
reviewed the Protocol for the Study, the clinical
investigator brochure (“IB”) and sufficient
information regarding the Investigational Product
to evaluate their interest in participating in the
Study, wish to participate in the Study and
undertake that they have sufficient authority,
competence and experience in clinical trials, along
with the necessary infrastructure and technical
means to perform the Study,

VZHLEDEM K TOMU, ZE spolegnost Sanofi-
Aventis Recherche & Développement, a French
corporation (societé anonyme), se sidlem na
adrese1, avenue Pierre Brossolette, 91385 Chilly
Mazarin, FRANCIE, obchodni rejstfik B 713 002
269 Evry (dale jen ,ZADAVATEL") financuje
multicentrické klinické hodnoceni (dale jen
Lstudie) posuzujici pfipravek xxx (dale jen
,hodnoceny pfipravek® v souladu s
nasledujicim protokolem a jeho dodatky xxx, Cislo
protokolu studie: xxx (dale jen ,protokol®, coZ
zahrnuje i veSkeré dodatky k protokolu ucinéné
¢as od Casu)

VZHLEDEM K TOMU, ZE ZADAVATEL uzavfel
smlouvu s CRO, na zakladé které ji povéiil
jednanimi o smlouvach o klinickém hodnoceni s
pracovidti / zdravotnickymi zafizenimi zapojenymi
do studie a jejich uzavienim.

VZHLEDEM K TOMU, ZE CRO prohladuje a
zaru€uje, ze ma veskerou nezbytnou pravomoc

uzaviit tuto smlouvu a Ze ZADAVATEL
zplnomocnil CRO k souhlasu se zavazky
ZADAVATELE zde  uvedenymi  jménem
ZADAVATELE.

VZHLEDEM K TOMU, ZE ZADAVATEL mize
rovnéz provadét podstudie v ramci celé studie a
veSkeré odkazy na studii budou zahrnovat
veSkeré podstudie, které se provadi na
udastnicich studie, a odkazy na protokol budou
zahrnovat veskeré protokoly souvisejici s témito
podstudiemi.

VZHLEDEM K TOMU, ZE ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICi kazdy obdrzeli a
pfezkoumali protokol ke studii, klinickou pfiruc¢ku
zkousejiciho (dale jen ,IB") a dostatek informaci o
hodnoceném pfipravku k posouzeni svého zajmu
na ucasti ve studii, takZe si pfeji uCastnit se studie
a pfislibuji, Z2e maji dostateCnou pravomoc,
zplUsobilost a  zkuSenosti s  klinickymi
hodnocenimi, spolu s nezbytnou infrastrukturou a
technickymi prostfedky k provadéni studie.
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In consideration of the undertakings and
commitments set forth herein, the Parties agree to
enter into the Contract.

ARTICLE 1 - PROTOCOL

The Study shall be performed in strict compliance
with the Protocol, as is submitted to the relevant
Independent Ethic Committee (“IEC/IRB”) for
favorable opinion/ approval and as amended from
time to time thereafter. A copy of the Protocol has
been provided and signed by the
INVESTIGATOR.

Any amendment to the Protocol shall be notified
to the relevant IEC/IRB according to local
regulations.

To the extent that there may be any inconsistency
between this Contract and the Protocol, this
Contract shall control, except with respect to
medical or clinical matters for which the Protocol
shall take precedence.

ARTICLE 2 - STUDY SITE

The Study shall be performed at the
INSTITUTION: IKEM, xxx, Viderniska 1958/9, 140
21 Prague 4, Czech Republic (hereafter the
“Study Site”). The INVESTIGATOR and the
INSTITUTION hereby represent warrant and
covenant that they will obtain and maintain any
necessary authorization from the representatives
of the Study Site.

For the avoidance of doubt, the sums paid under
Exhibit A of the Contract include global
compensation for the performance of the Study
carried out at the Study Site, including but not
limited to the costs of the Collaborators (as
defined in article 5.2).

ARTICLE 3 - COMPLIANCE

31 The Study shall be performed in
accordance with (i) the Protocol (ii) all
applicable laws, rules and regulations (iii)
the Guideline for Good Clinical Practice of
the International Council on
Harmonization (hereinafter the “ICH -
GCP”), (iv) the Declaration of Helsinki, as
amended and all applicable amendments
laid down by the World Medical

S ohledem na pfisliby a zavazky zde uvedené se
smluvni strany dohodly uzavfit tuto smlouvu.

CLANEK 1 — PROTOKOL

Studie bude provadéna pfisné v souladu s
protokolem, ktery byl pfedlozen pfisludné
nezavislé etické komisi (,NEK/IRB®) za ucelem
ziskani souhlasneho stanoviska / souhlasu a ktery
je Cas od Casu dale upravovan. Kopii protokolu
dostal a podepsal ZKOUSEJICI.

O ve8kerych dodatcich k protokolu budou
informovani pfislusna NEK/IRB v souladu s
mistnimi pfedpisy.

Pokud by nastaly nesrovnalosti mezi touto
smlouvou a protokolem, bude mit pfevahu tato
smlouva, s vyjimkou situaci tykajicich se
Iékafskych nebo klinickych zalezitosti, u kterych
bude mit pfevahu protokol.

CLANEK 2 — STUDIJNi PRACOVISTE

Studie bude provadéna ve ZDRAVOTNICKEM
ZARIZENI IKEM, xxx, Videfiska 1958/9, 140 21
Praha 4, Ceska republika (dale jen ,studijni
pracovi§té”). ZKOUSEJICi a ZDRAVOTNICKE
ZARIZENI| timto prohladuji a zavazuji se, ze
ziskaji a budou zachovavat veSkera nezbytna
povoleni od zastupcu studijniho pracovisté.

Pro zamezeni pochybnosti astky vyplacené
podle pfilony A smlouvy obsahuji celkovou
odménu za provadéni studie na studijnim
pracovidti, mimo jiné vcetn& nakladd na
spolupracovniky (jak jsou definovani v ¢lanku 5.2).

CLANEK 3 — SPOLUPRACE

31 Studie bude provadéna v souladu s (i)
protokolem, (ii) v8emi platnymi zakony,
pravidly a nafizenimi, (i) pokyny pro
spravnou klinickou praxi Mezinarodni rady
pro harmonizaci (déle jen ,ICH-SKP®), (iv)
Helsinskou deklaraci, v platném znéni, a
v8emi platnymi dodatky ustanovenymi
Svétovym zdravotnickym shromazdénim
a (v) konkrétnimi postupy, které stanovi
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3.2

3.3

3.4

Assemblies, and (v) the specific
procedures provided by the SPONSOR
applicable for conducting the Study.

The INVESTIGATOR and the
INSTITUTION shall ensure that all
procedures defined in the Protocol are
complied with, so that all data coming from
the Study Site are reliable and have been
processed correctly (especially the
randomization lists, and the blind
character of the Study as the case may be)
and will ensure that the content of the case
report form (“CRF”) /electronic case report
form (“e-CRF”) will accurately reflect
source documents.

The INVESTIGATOR shall and the
INSTITUTION shall ensure the
INVESTIGATOR submits CRF/eCRFs to
the SPONSOR. The INVESTIGATOR and
any Collaborator (as such term is defined
in article 5.2) will be trained by CRO with
respect to the use of CRF/eCRFs. Before
the training process, the INVESTIGATOR
and each Collaborator shall sign an
acknowledgment agreement which shall
contain statements of understanding and
acceptance of their obligations regarding
the CRF/eCRF process.

Upon invitation of the SPONSOR or the
CRO, the INSTITUTION agrees to cause
the INVESTIGATOR to attend and to
participate in investigators meetings or
training, either face-to-face meetings or by
video/audio conference, that may take
place during the Study or, if the
INVESTIGATOR is unable to do so, to
appoint a qualified representative.
Travelling and accommodation expenses
incurred by the participation to
investigators meetings or trainings, which
have not been arranged and paid by
SPONSOR or CRO, will be reimbursed by
CRO, on behalf of the SPONSOR, in
accordance with the Exhibit A.

3.5 The Study is a multicenter study and the

Investigator assumes the responsibility of
a national coordinating investigator in
addition to his own obligations under this
Agreement.

3.2

3.3

3.4

ZADAVATEL, platnymi pfi
studie.

provadéni

ZKOUSEJICI a ZDRAVOTNICKE

ZARIZEN| zajisti, aby byly veskeré
postupy  definované v protokolu
dodrZzovane, takze ve$keré udaje od

studijniho pracovi$té budou spolehlivé a
spravné zpracované (pfedevsim
randomiza¢ni seznamy a zaslepenost
studie, dle situace), a zajisti, Ze obsah
formulare pfipadd (,CRF“) / elektronicky
formuldi’ pfipadu (,e-CRF“) bude pfesné
odrazet zdrojovou dokumentaci.

ZKOUSEJICI prediozi a ZDRAVOTNICKE

ZARIZENI zajisti, aby ZKOUSEJICI
predlozil  ZADAVATELI  formulafe
CRF/eCRF. ZKOUSEJICI a jakykoli

spolupracovnik (v souladu s tim, jak je
tento pojem definovan v &lanku 5.2 budou
proSkoleni ze strany CRO v souvislosti s
pouzivanim formulafl CRF/eCRF. Pred
$kolenim podepisi ZKOUSEJICI a kazdy
spolupracovnik smlouvu o uznani, ktera
bude obsahovat prohlaSeni o porozuméni
a pfijeti jejich zavazkd v souvislosti s
postupy CRF/eCRF.

Na zadost ZADAVATELE nebo CRO
souhlasi ZDRAVOTNICKE ZARIZENI, ze
ZKOUSEJICIHO ptimg&je navstivit nebo
ugastnit se setkani ¢i Skoleni zkous$ejicich,
at uz v osobni podobé nebo video/audio
konferenci, které mohou prob&hnout
béhem  studie nebo, pokud se
ZKOUSEJICI ugastnit nemuze, jmenuje
za sebe opravnéného zastupce. Cestovni
a ubytovaci vydaje, které vzniknou ucasti
ne setkanich ¢i 3kolenich zkou$ejicich,
které neorganizoval a neproplatil
ZADAVATEL ani CRO, budou uhrazeny
CRO, jménem ZADAVATELE, v souladu s
pfilohou A.

3.5 Studie je multicentrickou studii a Zkou$ejici

piebira odpovédnost narodniho
koordinujiciho  zkou$ejiciho navic k
povinnostem, které pro néj vyplyvaji z této
Smiouvy.
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ARTICLE 4 - TERM

This Contract is being entered into force on its last
date of signature and shall be effective on the date
of publication in Contract Register in accordance
with Act No. 340/2015 Coll., on the Contract
Register, as amended (hereinafter the “Effective
Date”). The Contract shall expire upon receipt by
the SPONSOR of all data generated under this
Contract and after completion of the close-out
visit.

The Parties estimate that the whole Study will take
approximately xxx months from the first visit of the
first Study participant (as defined below) to the last
visit of the last Study participant, approximately
xxx. The Study duration can be modified upon
written notice from SPONSOR and CRO.

ARTICLE 5 - ITEMS SUPPLIED BY THE
SPONSOR

51 SPONSOR (or its designee) shall provide
the  INVESTIGATOR and/or the
INSTITUTION  with all necessary
information, documents and materials,
including but not limited to:
= the IB
= the Protocol,
= the CRF/e-CRF
= the Investigational Product
manufactured in accordance with the
applicable regulations and/or the Good
Manufacturing Practices (“GMP”), suitably
packaged and labeled and in sufficient
quantity to conduct the Study.

5.2 The INVESTIGATOR, the Collaborators

and the INSTITUTION shall use the
information, documents and
Investigational Product provided by the
SPONSOR, solely for the purpose of the
Study or to fulfill their own regulatory
obligations, to the exclusion of any use for
their own or for a third party’s benefit.

For the purpose of the Contract, the term
“Collaborators” shall mean any person
involved in the Study including but not
limited to associates, sub-investigators,
biologists, assistants and nurses.

CLANEK 4 — DOBA PLATNOSTI SMLOUVY

Tato smlouva vstupuje v platnost ke dni
posledniho podpisu a u0&innosti zvefejnénim
v Registru smluv vsouladu se zakonem ¢&.
340/2015 Sb., o registru smluv v platném znéni
(dale jen ,datum uG€innosti®). Smilouvé vyprsi
platnost poté, co ZADAVATEL obdrzi veSkeré
udaje vzniklé podle této smlouvy, a po
absolvovani zavéretné navstévy.

Smluvni strany odhaduiji, Ze cela studie bude trvat
pfiblizné xxx mésicl od prvni navétévy prvniho
utastnika studie (jak je definovan nize) do
posledni navstévy posledniho uéastnika studie,
xxx. Dobu trvani studie lze upravit na zakladé
pisemného oznameni od ZADAVATELE a CRO.

CLANEK 5 — PREDMETY DODANE
ZADAVATELEM

5.1 ZADAVATEL (nebo jeho povefena osoba)
poskytnou ZKOUSEJICIMU  a/nebo

ZDRAVOTNICKEMU ZARIZENI veskeré

nezbytné informace, dokumenty a
materialy, mimo jiné véetné nasledujicich:
= B,

= protokol,

= formulafe CRF/eCRF,

» hodnoceny pfipravek vyrobeny podle
platnych nafizeni a/nebo spravné vyrobni
praxe (,SVP®), spravné zabaleny a
oznaCeny, a v dostateéném mnoZstvi k
provadéni studie.

5.2  ZKOUSEJICI, spolupracovnici a
ZDRAVOTNICKE ZARIZENI pouziji tyto
informace, dokumenty a hodnoceny
pfipravek poskytnute ZADAVATELEM
vyhradné pro Ucely studie nebo k naplnéni
vlastnich  regulanich  povinnosti, s
vyjimkou jakéhokoli pouziti k vlastnimu
prospéchu &i prospéchu tieti strany.

Pro ucely smlouvy bude pojem
~Spolupracovnici® znamenat jakoukoli
osobu zapojenou do studie, mimo jiné
v€etné spole¢niku, spoluzkoudejicich,
biologU, asistent(i a zdravotnich sester.
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Unless otherwise instructed by the
SPONSOR or required by applicable laws
and regulations, the information,
documents and Investigational Product
shall, upon completion of the Study be
returned to the SPONSOR or put at its
disposal for removal.

The INSTITUTION and/or
INVESTIGATOR  shall bind the
Collaborators with obligations at least as
stringent as those provided for in the
Contract. Therefore, the INSTITUTION
and/or INVESTIGATOR shall be held
liable should any of the Collaborators fail
to comply with any of the obligations
provided for in this Contract.

The Investigational Product will not be
released until the SPONSOR has received
a copy of the written and dated
approval/opinion of the IEC/IRB.

ARTICLE 6- STUDY PARTICIPANTS

RECRUITMENT

6.1

6.2

The INVESTIGATOR has estimated that
he/she can recruit a maximum of xxx Study
participants, within xxx months. This target
of recruitment can be increased or
decreased only upon written notice from
the SPONSOR or CRO. The
INVESTIGATOR undertakes to comply
with  the SPONSOR’s or CRO’s
instructions with regards to the Study
participant recruitment target.

Especially in case of multicenter studies,
the SPONSOR reserves the right to
request the INVESTIGATOR to limit the
recruitment of further Study participants or
cease the recruitment, notably in case the
global recruitment target for the Study has
been reached. In such case, the
SPONSOR and/or CRO shall notify the
INVESTIGATOR he has to stop the
recruitment of any Study participant who
has not yet signed informed consent. The
INVESTIGATOR shall upon receipt of
such notice immediately stop further
recruitment of Study participants.
Payments shall only be made according to
the number of Study participants recruited

Pokud neuvede ZADAVATEL jinak nebo
to nebude vyZzadovano platnymi zakony a
nafizenimi, informace, dokumenty a
hodnoceny pfipravek budou po dokon&eni
studie vraceny zpét ZADAVATELI nebo
na zakladé jeho rozhodnuti zniCeny.

ZDRAVOTNICKE  ZARIZENIi  a/nebo
ZKOUSEJICI zavézi spolupracovniky
zavazky pfinejmendim tak pfisnymi, jako
jsou zavazky uvedene ve smlouvé. Pokud
jakykoli spolupracovnik nespini jakykoli
zavazek uvedeny v teéto smlouvé, budou
tudiz odpovédni  ZDRAVOTNICKE
ZARIZENI alnebo ZKOUSEJICI.

Hodnoceny pfipravek nebude uvolnén,
dokud ZADAVATEL neobdrzi kopii
pisemneho a datovaného
souhlasu/stanoviska NEK/IRB.

CLANEK 6 — NABOR UCASTNIKU STUDIE

6.1

6.2

ZKOUSEUJICI odhadl, 2e muze zafadit
nejvyde xx U€astnik( studie b&hem xxx
mésich. Tento naborovy cil Ize zvysit Ci
snizit pouze na zd&kladé pisemného
oznameni od ZADAVATELE nebo CRO.
ZKOUSEJICI se zavazuje dodrZovat
pokyny ZADAVATELE nebo CRO tykajici
se naborového cile ucastnik( studie.

Predevdim v pfipadé multicentrickych
studii si ZADAVATEL vyhrazuje pravo
pozadovat od ZKOUSEJICIHO omezeni
naboru daldich u€astnikl studie nebo
nabor ukondit, obzvlasté pokud bylo
dosazeno celkového ndboroveho cile pro
studii. V takovém pfipadé uvédomi
ZADAVATEL a/nebo CRO
ZKOUSEJICIHO, Ze musi ukongit nabor
Ucastnikd studie, ktefi dosud nepodepsali
informovany souhlas. ZKOUSEJICI po
piijeti takoveého oznameni ihned ukondCi
dal&i nabor u€astnikd studie. Platby budou
provadény pouze podle poctu u€astnikl
studie registrovanych do data pfijeti
oznameni. CRO nebo ZADAVATEL
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up to the date of receipt of the notice. CRO
or the SPONSOR will not take any
responsibility and make any payment for
the Study participants recruited after this
date.

ARTICLE 7 - CONSENT OF THE STUDY

PARTICIPANTS

71

7.2

Before any Study participant’s
participation in the Study, the
INVESTIGATOR shall fully inform any
Study participant and/or, as the case may
be, his/her legal representative, in
language understandable to them, of all
pertinent aspects of the Study.

The INVESTIGATOR shall ensure that all
Study participants participating in the
Study and/or their legal representative (i)
have received a copy of the Study
participant informed consent form, and (i)
have expressed their prior consent by
signing the informed consent form, without
the undue influence or coercion of any
person directly involved in the Study, and
only after having been duly informed.

ARTICLE 8 - MONITORING OF THE STUDY

8.1

8.2

SPONSOR or CRO wil appoint
monitor(s), bound by a professional
confidentiality obligation, who will work
with the INVESTIGATOR and the
INSTITUTION to ensure proper conduct of
the Study (hereinafter the “Monitor(s)”).

The INVESTIGATOR and the
INSTITUTION shall give access Monitor to
the Study Site and all the documents and
information and records pertaining to the
Study, including records on the Study
participants. The INVESTIGATOR and the
INSTITUTION shall regularly inform the
Monitor about the performance of the
Study. The INVESTIGATOR and the
INSTITUTION shall let the Monitor copy
the Study essentials documents excluding
the Study participants medical records.

nepfijmou  Zadnou odpovédnost ani
neprovedou Zadnou platbu za ucastniky
studie registrované po tomto datu.

CLANEK 7 — SOUHLAS UCASTNIKU STUDIE

71

7.2

Pred ucasti jakehokoli ucastnika studie ve
studii bude ZKOUSEJICI uplné& informovat
ugastnika studie a/nebo, dle situace, jeho
zakonneho zastupce, jazykem mu
srozumitelnym, o ve8kerych relevantnich
aspektech studie.

ZKOUSEJICI zajisti, ze v8ichni Ggastnici
studie ucastnici se studie a/nebo jejich
zakonni zastupci (i) obdrzeli kopii
formulafe informovaného souhlasu pro
ucastnika studie a (ii) vyslovili pfedchozi
souhlas podepsanim formulafe
informovaného souhlasu, bez
nepatiicného ovliviiovani nebo natlaku
jakékoli osoby pfimo zapojené do studie,
a pouze poté, co byli fadné informovani.

CLANEK 8 — MONITOROVANI STUDIE

8.1

8.2

ZADAVATEL nebo CRO ustanovi
monitora (monitory) vazaného profesnim
zadvazkem miéenlivosti, ktery bude
spolupracovat se ZKOUSEJICIM a
ZDRAVOTNICKYM ZARIZENIM, aby bylo
zajisténo spravné provadéni studie (dale
jen ,monitor (monitofi)).

ZKOUSEJiCI a ZDRAVOTNICKE
ZARIZENI udé&li monitorovi pfistup na
studijni  pracovidt¢ a ke vSem
dokumentiim a informacim a zaznamdm
tykajicim se studie, v&etné zdznami

udastnikd  studie. ZKOUSEJICI a
ZDRAVOTNICKE  ZARIZENi  budou
pravidelné  informovat monitora o
provadéni  studie. ZKOUSEJICI a
ZDRAVOTNICKE ZARIZENi  umozni
monitorovi kopirovat zakladni studijni

dokumenty, s wvyjimkou zdravotnich

zaznamu ucéastnikd studie.
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ARTICLE 9 - DUTY OF INFORMATION

9.1

9.2

The INSTITUTION and the
INVESTIGATOR shall inform the CRO of
any significant problem which might occur
or be found during the course of the Study
and which might affect the good execution
and/or possible further performance
thereof.

The INVESTIGATOR shall and the
INSTITUTION shall ensure the
INVESTIGATOR immediately informs the
SPONSOR and CRO of any serious
adverse event or other adverse events as
defined in the Protocol.

ARTICLE 10 - FINANCIAL TERMS AND

10.1

10.2

10.3

10.4

CONDITIONS

As consideration for the proper
performance by the INVESTIGATOR and
the INSTITUTION of their obligations
under the Contract, CRO shall pay and/or
reimburse on behalf of SPONSOR the
INSTITUTION in compliance with the
payment terms defined in Exhibit A. The
INSTITUTION shall be responsible for
reimbursing any Study Site costs with the
amount set forth in the Exhibit A.

The INSTITUTION will bear the
responsibility for the declaration of these
sums and for the payment of all taxes and
social contributions on the fees received
hereunder.

Once payments set forth in Exhibit A are
made, SPONSOR or CRO shall have no

further obligation toward the
INVESTIGATOR and/or the
INSTITUTION.

Study participant is considered as having
completed the Study when he/she has
completed the specified Study period and
has been evaluated as per the Protocol. It
is understood and agreed that no
reimbursement will be provided for Study
participants who are randomized into the
Study and do not conform to the Protocol's

CLANEK 9 — POVINNOST INFORMOVAT

9.1

9.2

ZDRAVOTNICKE ZARIZENI a
ZKOUSEJICI budou informovat CRO o
jakémkoli vyznamném problému, ktery se
muaze objevit nebo byt zjist&€n b&hem
provadéni studie a ktery maze mit vliv na
spravné provadéni a/nebo pfipadné
budouci provadéni studie.

ZKOUSEJiCi bude neprodlené informovat
a ZDRAVOTNICKE ZARIZENi zajisti, aby
ZKOUSEJiCi  neprodleng informoval
ZADAVATELE a CRO o ve8kerych
zavaznych nezadoucich piihodach nebo
jinych nezadoucich pfihodach, jak jsou
definovany v protokolu.

CLANEK 10 — FINANCNi UJEDNANI A

PODMINKY
101 Za spravne provadéni  smluvnich
povinnosti ZKOUSEJICIM a

10.2

10.3

104

ZDRAVOTNICKYM ZARIZENIM bude
CRO jménem ZADAVATELE platit nebo
odménovat ZDRAVOTNICKE ZARIZENI]
podle platebnich podminek definovanych
v piiloze A. ZDRAVOTNICKE ZARIZENI
bude odpovidat za udhradu ve8kerych
nakladda studijniho pracovidté ve wvySi
uvedene v pfiloze A.

ZDRAVOTNICKE ZARIZENi ponese
odpovédnost za pfiznani téchto ¢astek a
za Uhradu v3ech dani a socialnich
prispévka z plateb pfijatych podle této
smiouvy.

Po realizaci uhrad podle pfilohy A
nebudou mit ZADAVATEL ani CRO Zadné
dalsi povinnosti vaci ZKOUSEJICIMU
a/nebo ZDRAVOTNICKEMU ZARIZENI.

Ugastnik studie dokongi studii v okamziku,
kdy absolvuje stanovené obdobi studie a
podstoupil hodnoceni dle protokolu.
Smluvni strany jsou srozumény a dohodly
se, Zze za ulastniky studie, ktefi budou
randomizovani do studie a nesplni
zafazovaci a vyfazovaci kritéria protokolu
nebo kvili nimz jsou provadény zavazné
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inclusion and exclusion criteria or for
whom serious deviations from the Protocol
are made. If a Study participant is enrolled
in the Study but hasn't completed it, the
amount to be paid will be calculated
according to the fees of the visits actually
performed by this Study participant. No
payment will be made for an ineligible
Study participant incorrectly randomized
into the Study or in case the Study
participant did not complete the Study due
to negligence, malpractice, breach of
Protocol, willfully wrong act or omission on
the part of the INVESTIGATOR and/or
INSTITUTION.

10.6 SPONSOR provides funding for this
Study. SPONSOR has undertaken to
provide CRO with funds sufficient for CRO
to make payments to the [INSTITUTION in
accordance with the terms of this
Contract. Notwithstanding anything in this
Contract which may be construed to the
contrary, all payments to be made by CRO
under this Contract shall be contingent on
CRO’s actual receipt of such payment
amounts from the SPONSOR.

ARTICLE 11 - CONFIDENTIALITY AND
RESTRICTED USE

111 All information disclosed or provided by
the SPONSOR and/or CRO or produced
during the Study, including but not limited
to the Protocol, the IB and CRF/e-CRF,
the results obtained during the course of
the Study, the financial terms of the
Contract (hereafter the “Confidential
Information”), is confidential. The
INVESTIGATOR and the INSTITUTION
agree to keep confidential and not to
disclose the Confidential Information to
any third party without the prior written
approval of the SPONSOR. The
INVESTIGATOR and the INSTITUTION
shall use the Confidential Information
solely for the purposes of the Study.

11.2 Confidential Information shall not include
information that: (1) is at the time of
disclosure, or thereafter becomes, publicly

10.5

odchylky od protokolu, nebude
poskytovédna Z2adna dhrada. Pokud
ugastnik studie bude zafazen do studie,
ale nedokondi ji, ¢astka k uhradé bude
vypoltena na zdakladé poplatkd za
navstévy skute€né realizované timto
ucastnikem studie. Za nezpusobilého
ucastnika studie nespravné
randomizovaného do studie nebo v
pfipadé, Ze ucastnik studie nedokonéi
studii v disledku nedbalosti, pochybeni,
porudeni protokolu, Uumysiného pFecinu
nebo ~ opomenuti ze strany
ZKOUSEJICIHO a/nebo
ZDRAVOTNICKEHO ZARIZENI, nebude
provedena Zadna platba.

Financovani této studie poskytuje
ZADAVATEL. ZADAVATEL se zavazal
poskytnout CRO dostatek finanénich
prostiedkt, aby CRO mohla provadét
platby ZDRAVOTNICKEMU ZARIZENI v
souladu s podminkami této smlouvy. Bez
ohledu na cokoli uvedeného v této
smlouvé, co by mohlo byt vykladano
rozporné, veSkere platby provedené CRO
podle této smlouvy budou zavislé na
vlastnim pfijeti CRO téchto ¢&astek od
ZADAVATELE.

CLANEK 11 — MLCENLIVOST A OMEZENI
POUZITI

11.2

11.2

V8echny informace zpfistupnéné nebo
poskytnuté ZADAVATELEM a/nebo CRO
nebo vytvoiené b&hem studie, mimo jiné
vCetné protokolu, IB a formulara
CRF/eCRF, vysledky ziskané bé&hem
provadéni studie, finanéni podminky
smlouvy (dale jen ,duvérné informace®),
jsou davérné. ZKOUSEJICI a
ZDRAVOTNICKE ZARIZENI se zavazuji
uchovavat v davérnosti a nezpfistupriovat
davérné informace zadné treti strané bez
predchoziho pisemného souhlasu
ZADAVATELE. ZKOUSEJiCIi a
ZDRAVOTNICKE  ZARIZENi  budou
pouzivat davérné informace vyhradné pro
ucely studie.

Davérné informace nezahrnuji takové
informace, o nichZz plati: (1) jsou v
okamziku zpfistupnéni vefejné dostupné
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11.3

available  through no fault of
INVESTIGATOR or INSTITUTION; (2) is
disclosed to INVESTIGATOR or to
INSTITUTION by a third party entitled to
disclose such information in a non-
confidential manner; (3) is known to
INVESTIGATOR or to INSTITUTION prior
to disclosure under this Contract, as
shown by INVESTIGATOR’s or
INSTITUTION’s prior written records; (4)
can be documented to have been
independently developed by Study Site’s
personnel without reliance on Confidential
Information; or (5) is required by
applicable law to be disclosed, provided
that INVESTIGATOR or INSTITUTION
gives SPONSOR prompt notice of such
fact so that it may obtain a protective order
or other appropriate remedy concerning
any such disclosure, cooperate fully with
SPONSOR in connection with its efforts to
obtain any such order or other remedy,
and disclose, where disclosure is
necessary, only the information legally
required to be disclosed.

The obligations of confidentiality and
restricted use contained herein are
applicable during the term of the Contract
and shall survive for 10 (ten) years from its
date of termination, whether by expiration
or by early termination.

ARTICLE 12 - RECORD RETENTION

121

The INSTITUTION through the Study Site
shall retain and preserve one copy of the
study file containing the essential
documents related to the Study and
records generated during the Study
(“Study File”) for the longest of the
following periods (the “Retention
Period”):

o Twenty five (25) years after the
signature of the final Study report
or,

11.3

bez zavinéni ZKOUSEJICIHO nebo
ZDRAVOTNICKEHO ZARIZENI, ptipadé
tak pozdeji budou; (2) jsou zpfistupnéne
ZKOUSEJICIMU nebo
ZDRAVOTNICKEMU  ZARIZEN| treti
stranou, ktera je opravnéna tyto informace
nedaveérné sdélovat, (3) jsou znamé
ZKOUSEJICIMU nebo
ZDRAVOTNICKEMU  ZARIZENi pred
zpfistupnénim podle této smlouvy, jak je
prokazano  pfedchozimi  pisemnymi
zaznamy ZKOUSEJICIHO nebo
ZDRAVOTNICKEHO ZARIZENI; (4) Ize
prokazat, Ze byly nezdvisle vyvinuty
personalem studijniho pracovi$té bez
pouziti davérnych informaci; nebo (5)
jejich zpfistupnéni je vyZzadovano platnymi
zakony, pokud ZKOUSEJICI nebo
ZDRAVOTNICKE ZARIZENI oznami tuto
skute&nost véas ZADAVATELI, aby mohl
zajistit ochranny pfikaz nebo jiny pfisludny
prostitedek s ohledem na toto
zpristupnéni, budou plné spolupracovat
se ZADAVATELEM v souvislosti s jeho
usilim o ziskani takového pfikazu nebo
jiného opravneho prostiedku, a zpfistupni
(pokud je zpfistupnéni nutné) pouze
informace, jejichz  zpfistupnéni je
vyZadovano zakonem.

Zavazky davérnosti a omezeného pouZiti
zde uvedené se vztahuji na dobu trvani
smlouvy a plati po dobu 10 (deseti) let od
data ukonéeni smlouvy, at jiz z davodu
uplynuti platnosti nebo pfed&asného
vypovézeni.

CLANEK 12 — UCHOVANIi ZAZNAMU

121

ZDRAVOTNICKE ZARIZENI bude
prostfednictvim  studijniho  pracovisté
uchovavat a =zachovavat jednu kopii
studijniho souboru obsahujiciho zakladni
dokumentaci souvisejici se studii a
zdznamy vytvofené Dbé&hem  studie
(,studijni soubor®) po nejdelsi obdobi z
nasledujicich (,,obdobi uchovavani‘):

o Dvacet pét (25) let po podpisu
zaverecne zpravy ze studie nebo
o Libovolné del&i obdobi
vyZadované platnymi pravnimi
piedpisy a zakonnymi nafizenimi.
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o Any longer period required by

applicable regulatory
requirements and egal regulation. | 12.2  Pokud b&hem obdobi uchovavani nebude
ZDRAVOTNICKE  ZARIZENi  nadale

12.2 If during the Retention Period, the schopno uchovavat studijni soubor z
INSTITUTION is no longer able to retain ddvodu mimoradnych okolnosti (napfiklad
the Study File due to exceptional Zz davodu Upadku), obrati  se
circumstances (such as bankruptcy), the ZDRAVOTNICKE ZARIZENI na
INSTITUTION shall contact  the ZADAVATELE, aby zajistii pfenos
SPONSOR to organize the transfer of the studijniho souboru na povéfenou osobu
Study File to the SPONSOR’s designee at ZADAVATELE na naklady ZADAVATELE.
SPONSOR’s expense.

12.3 Following the Retention Period, the | 12.3 Po obdobi uchovavani budou
INVESTIGATOR and/or the ZKOUSEJICI amebo ZDRAVOTNICKE
INSTITUTION are responsible to dispose ZARIZENi  odpovidat za likvidaci
of the Study File according to the studijnino  souboru  podle platnych

applicable regulations. Study participant
medical records shall be retained in
compliance with local regulations.

ARTICLE 13 - DATA PROTECTION

131 For the purpose of this Section 13,
“Personal data” means any information
relating to an identified or identifiable
natural person (“Data Subject”); an
identifiable natural person is one who can
be identified, directly or indirectly, in
particular by reference to an identifier such
as a name, an identification number,
location data, an online identifier or to one
or more factors specific to the physical,
physiological, genetic, mental, economic,
cultural or social identity of that natural
person.

13.2 INVESTIGATOR, the INSTITUTION and
SPONSOR will comply with Exhibit B
“Data Processing Agreement’.

13.3 INSTITUTION shall Inform the
INVESTIGATOR and the Collaborators that:

For the purposes of the implementation
of the Study as described in the
Protocol, their Personal Data will be
collected and processed by the
SPONSOR, acting as the Data

pfedpist. Zdravotni zaznamy u(c¢astnika
studie budou uchovavény v souladu s
mistnimi pfedpisy.

CLANEK 13 - OCHRANA UDAJU

131 Pro G&ely tohoto bodu 13 se ,0sobnimi
udaji“ rozumi veskeré informace tykajici
se identifikované nebo identifikovatelné
fyzické osoby (dale ,subjekt udaju).
Identifikovatelnou fyzickou osobou je
fyzicka osoba, kterou Ize pfimo ¢i nepfimo
identifikovat, zejména odkazem na urcity
identifikator, napfiklad jméno, identifikani
Cislo, lokacni udaje, sitovy identifikator
nebo na jeden &i vice zvlastnich prvki
fyzicke, fyziologické, genetické,
psychicke, ekonomické, kulturni nebo
spole¢enské identity této fyzické osoby.

ZKOUSEJICI, ZDRAVOTNICKE
ZARIZENI a ZADAVATEL budou
dodrzovat pfilohu B ~smlouvu o
zpracovani udaji”.

13.2

13.3 ZDRAVOTNICKE ZARIZENI bude
informovat ZKOUSEJiCIHO a
spolupracovniky o nasledujicim:

Pro uely implementace studie, jak je
popsano v protokolu, budou jejich
osobni Uudaje shromazdovany a
zpracovavany ZADAVATEL, ktery
bude vystupovat jako spravce udajl
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Controller (as defined under the
General Data Protection Regulation
(EU) 2016/679).

Within the framework of the Study, and
only for the purposes described below,
the following categories of personal
data might be collected and processed
by the SPONSOR: (i) their name,
surname, contact details, age, where
deemed necessary, their professional
identification number (i.e. RPPS) (ii)
where strictly necessary, bank account
details, (iii) information on their
education — qualification(s), (iv)
information on their professional life
including but not limited to their
specialty or academic activities, (v)
amount of allowances and
remuneration received, and (vi)
information on their participation to the
Study, including quality events,
adverse events reports, history of
access and connections to the medical
data of persons taking part in the
research.

Their Personal Data will be collected
and processed on the basis of: (i) this
Contract, and (ii) legal obligation(s)
SPONSOR has to comply with.

Their Personal Data will be collected
and processed for the following
purposes: (i) for the purpose of carrying
out the Study in compliance with
applicable requirements, including but
not limited to regulatory and
transparency requirements, (ii) for the
purpose of publishing the results of the
Study, where relevant, and (iii) or the
purpose of identifying them for further
study projects for which their
participation might be of interest for
them and SPONSOR.

Unless INVESTIGATOR and
Collaborators have agreed to be
recontacted for other studies by
separate agreement, their Personal
Data will not be retained longer than
necessary to achieve the above-

(jak je definovano v obecném nafizeni
o0 ochrané udaji (EU) 2016/679).

V ramci studie a pouze pro ucely
popsané nize mlze ZADAVATEL
shromazdovat a zpracovavat
nasledujici kategorie osobnich udaju:
(i) jejich jmeéno, pfijmeni, kontaktni
udaje, vék, pokud je to nezbytné, jejich
profesni identifikaéni &islo (tj. RPPS),
(i) bude-li to naprosto nezbytné, pak
bankovni udaje, (iii) informace o
vzdélani — kvalifikace, (iv) informace o
profesnim Zivot&, mimo jiné vcetné
jejich odbornosti nebo akademické
¢innosti, (v) vy3e  obdrzenych
pfispévkl a odmeén a (vi) informace o
ucasti ve studii, v€etné pfihod kvality,
zprav 0 neZadoucich pfihodach,
historie pfistupd  a spojeni se
zdravotnimi udaji osob ucastnicich se
vyzkumu.

Jejich osobni udaje budou
shromazdovany a zpracovavany na
zakladé: (i) teto smlouvy a (i)
zadkonného  zavazku  (zakonnych
zavazku) ZADAVATELE ji dodrzovat.

Jejich osobni udaje budou
shromazdovany a zpracovavany pro
nasledujici ucely: (i) pro ucel provadeni
studie v souladu s platnymi pfedpisy,
mimo jiné v&etné regulacnich predpist
a pozadavk( na transparentnost, (ii)
pro ucely publikovani vysledku studie,
bude-li to relevantni, a (iiij) nebo ucely
jejich identifikace pro dalsi studijni
projekty, u kterych by mohl
ZADAVATEL zvazovat jejich ucast.

Pokud se ZKOUSEJiCi a
spolupracovnici nedohodli, ZzZe je
mozne je znovu kontaktovat kvuli
dal$im studiim na zakladé samostatné
smlouvy, jejich osobni udaje nebudou
uchovavany déle, nez je nutné k
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mentioned purposes. In any case, their
Personal Data will be deleted after the
Retention Period.

For the purposes set forth above,
SPONSOR may communicate and/or
disclose their Personal Data (i) to
SPONSOR’s affiliates, partners, and
successors (i) to contract research
organizations, including but not limited
to CRO, and/or any service provider
working on the Study under the
responsibility of the SPONSOR, and
(iii) to regulatory authorities and ethics
committees or on a public repository as
required to comply with legal or
regulatory requirements or judicial or
administrative orders.

Their Personal Data may be
transferred to legal entities or
individuals located outside the
Economic European Area, in countries
where the legislation does not
necessarily offer the same level of data
protection or in countries not
recognized by the  European
Commission as offering an adequate
level of protection. In order to
adequately protect their Personal Data,
these transfers will be subject to the
implementation by SPONSOR of
protective measures complying with
the requirements of European law, in
particular: (i) for transfers to
SPONSOR’s partners or service
providers, the execution by SPONSOR
and these partners or service providers
of Standard Contractual Clauses
approved by the European
Commission (“SCCs”) or agreements
including provisions at least as
protective as said SCCs, and (ii) for
SPONSOR’s intra-group transfers, the
implementation of adequate Binding
Corporate Rules.

In accordance with the rights granted to
them by law, they are entitled to: (i)
access upon request, their Personal
Data; (ii) request a rectification of their
Personal Data if they are inaccurate,

dosazeni vy$e uvedenych uceld. Tak Ci
onak, jejich osobni udaje budou po
obdobi uchovavani vymazany.

Pro ucely uvedené vy3e muze
ZADAVATEL sdélit a/nebo zpfistupnit
jejich osobni udaje (i) pfidruzenym
spole¢nostem, partneriim a
nastupnikim  ZADAVATELE, (i)
smluvnim vyzkumnym organizacim,
mimo jiné véetné CRO, a/nebo
jakémukoli poskytovateli sluzby
podilejicim se na studii na
odpovédnost ZADAVATELE a (iii)
regulaénim ufaddm a etickym komisim
nebo velejnému uloZisti, jak je uloZeno
zakonnymi nebo regulaénimi
pozadavky nebo soudnimi €i spravnimi
pfikazy.

Jejich osobni udaje mohou byt
pfenadeny pravnim subjektim a
jednotlivedm mimo Evropsky
hospodaisky prostor, do zemi, kde
legislativa nutn& nenabizi stejnou
uroven ochrany udaju, nebo do zemi, u
nichz Evropska komise nepovazuje
udaje za dostate€né chranéné. Aby
bylo mozZné chranit jejich osobni udaje
odpovidajicim zpasobem, budou tyto
pfenosy podiéhat zavedeni (ze strany
ZADAVATELE) ochrannych prostfedku
dodrzujicich poZadavky evropskych
zakonu, obzviasté: (i) u prenosu
partnerim ZADAVATELE nebo jeho
poskytovatelim  sluzby  uzavfeni
standardnich  smluvnich  doloZek
schvalenych Evropskou komisi
(,SCC") ze strany ZADAVATELE a
téchto partnerd & poskytovatell
sluzby, pfipadné smluv, vletné
ustanoveni pfingjmensim tak
ochrannych jako SCC, a (ii) u pfenosu
v ramci skupiny ZADAVATELE
zavedeni odpovidajicich zavaznych
korporatnich pravidel.

V souladu s pravy pfiznanymi jim
zakonem maji narok na nasledujici: (i)
na vyzadani pfistup ke svym osobnim
udajum; (ii) zadat o opravu osobnich
udaji, pokud jsou nepfesné, neuplné
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incomplete or obsolete; (iii) obtain the
deletion of their Personal Data unless
otherwise required by applicable law
(iv) obtain a limitation of the processing
of their Personal unless otherwise
required by applicable law , (v) directly
send an information request to
SPONSOR’s Data Protection
Officer should any difficulty arise,
and/or (vi)‘lodge a complaint with
SPONSOR’s lead authority, the
“Commission Nationale de
I'lnformatique et des Libertés” or to any
competent local Regulatory Authority”:

13.4 Sanofi Data Protection Officer contact
address is: Sanofi DPO - 54 rue La Boétie
- 75008 PARIS — France (to contact
SPONSOR by email, visit sanofi.com or
send email to the Study Monitor).

ARTICLE 14 - PUBLICATIONS AND
COMMUNICATIONS

141 The INVESTIGATOR and the
INSTITUTION undertake not to make any
publication or release pertaining to the
Study and/or results of the Study without
SPONSOR’s prior written consent, being
understood that the SPONSOR will not
unreasonably withhold its approval.

As the Study is being conducted at
multiple sites, the INVESTIGATOR and
the INSTITUTION agree that, consistent
with scientific standards, first presentation
or publication of the results of the Study
shall be made only as part of a publication
of the results obtained by all sites
performing the Protocol.

However, if no multicenter publication has
occurred within twelve (12) months
following the completion of this Study at all
sites, the INVESTIGATOR and the
INSTITUTION shall have the right to
publish or present independently the
results of this Study subject to the review
procedure set forth herein.

nebo zastaralég; (iii) dosahnout vymazu
osobnich udaja, pokud platné zakony
nevyZzaduji néco jiného, (iv) dosahnout
omezeni zpracovani osobnich udaj(,
pokud platné zakony nevyzZaduji néco
jiného, (v) pfimo odeslat zadost o
informace povéfenci pro ochranu
osobnich udaji ZADAVATELE, pokud
se objevi néjaké potize, a/nebo (vi)
,vznést stiznost u hlavniho Ufadu
ZADAVATELE, Lcommission
Nationale de [lInformatique et des
Libertés” nebo u jakéhokoli
opravnéného mistniho regula&niho
ufadu®:

13.4 Kontaktni adresa povéfence pro ochranu
osobnich udaju ve spole¢nosti Sanofi je:
Sanofi DPO - 54 rue La Boétie - 75008
PARIZ — Francie (chcete-li ZADAVATELE

kontaktovat e-mailem, navstivte
sanofi.com nebo zaslete e-mail monitorovi
studie).

CLANEK 14 — PUBLIKACE A SDELENI

141 ZKOUSEJIiCI a ZDRAVOTNICKE
ZARIZENI se zavazuji, ?e nebudou
realizovat zadné publikace nebo
zvefejnéni tykajici se studie a/nebo
vysledkad  studie bez pfedchoziho
pisemneho souhlasu ZADAVATELE,
pficemz se rozumi, Ze ZADAVATEL
bezddvodné neodepre souhlas.

Jelikoz se studie provadi na nékolika
pracovistich, ZKOUSEJiCi a
ZDRAVOTNICKE ZARIZENI se dohodly,
Ze v souladu s védeckymi standardy bude
prvni prezentace a publikace vysledk(
studie realizovdana pouze v ramci
publikace vysledkl ziskanych ze vSech
pracovist zapojenych do protokolu.

Pokud se v8ak neobjevi Zadna
multicentricka publikace do dvanacti (12)
mésict po dokonceni této studie na vdech
pracovistich, ZKOUSEJICI a
ZDRAVOTNICKE ZARIZENIi budou mit
pravo  nezavisle publikovat nebo
prezentovat vysledky této studie v souladu
s kontrolnim postupem zde uvedenym.
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The INVESTIGATOR and the
INSTITUTION  shall  provide the
SPONSOR with a copy of any such
presentation or publication derived from
the Study for review and comment at least
thirty (30) days in advance of any
presentation or submission for publication.
In addition, if requested by the
SPONSOR, any presentation or
submission for publication shall be
delayed for a limited time, not to exceed
ninety (90) days, to allow for filing of a
patent application or such other measures
as the SPONSOR deems appropriate to
establish and preserve its proprietary
rights.

14.2 The INVESTIGATOR and the
INSTITUTION shall not use the name(s) of
the SPONSOR and/or of its employees in
advertising or promotional material or
publication without the prior written
consent of the SPONSOR. The
SPONSOR shall not use the name(s) of
the INVESTIGATOR, the INSTITUTION
and/or the Collaborators in advertising or
promotional material or publication without
having received their prior written
consent(s).

14.3 The SPONSOR has the right at any time
to publish the results of the Study.

ARTICLE 15 - PROPERTY RIGHTS

151 All information, documents, materials
(hereinafter collectively “Information”)
and Investigational Product provided by
the SPONSOR are and shall remain the
sole and exclusive property of the
SPONSOR or its designee

The INVESTIGATOR and INSTITUTION
shall not and shall cause the Collaborators
not to mention any Confidential
Information or the Investigational Product
in any application for a patent or any other
intellectual property rights whatsoever.

156.2 All the results, data, documents,
discoveries and inventions which arise

14.2

14.3

ZKOUSEJICI a ZDRAVOTNICKE
ZARIZENI poskytnou ZADAVATELI kopii
jakékoli takove prezentace nebo publikace
vyvozené ze studie ke Kkontrole a
komentovani pfinejmensim tficet (30) dni
pied prezentaci nebo odeslanim k
publikovani. Dale, na Zadost
ZADAVATELE, bude jakakoli prezentace
nebo odeslani k publikovani pozdrzeno po
omezenou dobu, ktera nepfesahne
devadesat (90) dni, aby bylo mozné
zaZadat o patent nebo pfijmout jiné takove
kroky, které ZADAVATEL bude povaZovat
za vhodné, aby ustanovil a zachoval sva
vlastnickd prava.

ZKOUSEJiCI a ZDRAVOTNICKE
ZARIZENI  nepouzii  nazev/jméno
(nazvy/jména) ZADAVATELE a/nebo jeho
zaméstnancl pfi propagaci nebo v
reklamnich materidlech nebo publikacich
bez pfedchoziho pisemného souhlasu
ZADAVATELE. ZADAVATEL nepouZije
jméno (jmeéna) ZKOUSEJICIHO,
ZDRAVOTNICKEHO ZARIZENI a/nebo
spolupracovnikil pfi propagaci nebo v
reklamnich materidlech nebo publikacich
bez pfedchoziho pisemného souhlasu
(souhlasu).

ZADAVATEL ma pravo kdykoli publikovat
vysledky studie.

CLANEK 15 — VLASTNICKA PRAVA

15.1

15.2

V3echny informace, dokumenty, materialy
(dale  souhrnné  oznaCované jako
.nformace”) a hodnoceny pfipravek
poskytnuty ZADAVATELEM jsou a
zustanou  vyhradnim a  vyluénym
majetkem ZADAVATELE nebo jeho
povéiené osoby.

ZKOUSEJiCI a ZDRAVOTNICKE
ZARIZENI neuvedou z&dné davérné
informace ani hodnoceny pfipravek v
zadné zadosti o patent ani absolutné
Zadném jiném pravu duSevniho viastnictvi
a zajisti, aby je neuvadéli ani
spolupracovnici.

V8echny vysledky, udaje, dokumenty,
objevy a vynalezy, které pfimo &i nepfimo
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directly or indirectly from the Study in any
form, shall be the immediate and exclusive
property of the SPONSOR or its designee.
For this purpose, the INVESTIGATOR,
and the INSTITUTION presently assign
and warrant Collaborators will assign to
the SPONSOR (or its designee) all
intellectual property rights (including all
patents, copyrights, databases and any
application or right to apply for registration
of any of those rights) which may arise
directly or indirectly from the Study and all
existing or future materials created in
relation to the Study. Any financial
compensation for such assignment that
may be due pursuant to applicable
regulations is deemed as included in the
amounts to be paid by SPONSOR or its
designee under this Contract.

15.3 The SPONSOR may use or exploit all the
results at its own discretion, without any
limitation to its property right (territory,
field, continuance...), and without any
additional payment. The SPONSOR shall
be under no obligation to patent, develop,
market or otherwise use the results of the
Study, issued under this Contract.

154 Asthe case may be, the INVESTIGATOR,
the INSTITUTION and/or the
Collaborators shall provide all assistance
required by the SPONSOR, at the
SPONSOR'’s expense, for obtaining and
defending any patent, including signature
of all legal documents.

ARTICLE 16 - LIABILITY - INDEMNIFICATION -
INSURANCE

161 SPONSOR has subscribed to a liability
insurance policy to cover its liability as
required by applicable law. CRO will
provide the INVESTIGATOR and/or the
INSTITUTION with a copy of SPONSOR’s
certificate of insurance in the countries
where this document is required.

16.2 Notwithstanding the subscription by the
SPONSOR to a liability insurance policy

vzniknou v jakekoli podobé ve studii,
budou bezprostfednim a vylu¢nym
vlastnictvim ZADAVATELE nebo jeho
povefené osoby. Pro tento ucel
ZKOUSEJiCI a ZDRAVOTNICKE
ZARIZENI aktualné ptidéluji (a zajisti, aby
tak ucinili i spolupracovnici) ZADAVATELI
(nebo jeho povéfené osobé&) veskerd
prava dudevniho vlastnictvi (véetné viech
patentd, autorskych prav, databazi a
veSkerych Zadosti nebo prava Zadat o
registraci jakychkoli téchto prav), kterd
mohou pfimo & nepfimo vzniknout ze
studie, a v8echny stavajici nebo budouci
materialy vzniklé v souvislosti se studii.
Jakdkoli finanéni odména za toto
postoupeni, ktera mize vzniknout na
zakladé platnych predpisu, se povazuje za
zahrnutou do ¢&astek k  vyplaté
ZADAVATELEM nebo jeho povéfenou
osobou podle této smlouvy.

15.3 ZADAVATEL mize pouzit nebo wvyuzit
veSkeré vysledky dle svého uvazeni, bez
omezeni svych vlastnickych  prav
(teritorialnich, oborovych, setrvani..) a
bez jakékoli dalsi platby. ZADAVATEL
nebude mit Zadnou povinnost patentovat,
vyvijet, uvést na trh nebo jinak pouZivat
vysledky studie vydané podle této
smiouvy.

154 Dle situace ZKOUSEJICI,
ZDRAVOTNICKE ZARIZENi  a/nebo
spolupracovnici  poskytnou  ve$kerou
asistenci vyZadovanou ZADAVATELEM,
na naklady ZADAVATELE, k ziskani a
obhajobé patentu, vZetné podpist vdech
pravnich dokumentu.

CLANEK 16 — ODPOVEDNOST —
ODSKODNENI - POJISTENI

16.1 ZADAVATEL uzavrel pojisténi
odpovédnosti ke kryti své odpov&dnosti, jak to
vyZaduje platny zakon. CRO poskytne
ZKOUSEJiCiMU a/nebo
ZDRAVOTNICKEMU ZARIZENI kopii
pojistného osvédCeni ZADAVATELE v
zemich, kde se tento dokument vyZaduje.

16.2 Bez ohledu na uzavieni pojistné smlouvy
ZADAVATELEM, jak je uvedeno vy$e,
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16.3

16.4

as provided above, the INVESTIGATOR
and the INSTITUTION shall maintain their
own general liability insurance policy to
cover the damages that may arise out or
in connection with the performance of the
Study, such as damages caused by their
negligence, willful misconduct, and/or
reckless acts or omissions.

SPONSOR has agreed to indemnify, hold
harmless and defend the
INVESTIGATOR, the INSTITUTION, and
Collaborators (“Indemnitees™ from and
against any and all claims and suits,
including reasonable attorneys’ fees
incurred in the defence thereof, arising out

of an injury to a Study participant
(including death) caused by the
administration of the Investigational

Product or the performance of any
procedure required under the Protocol,
except to the extent such claim or suit is
attributable to:

(1) afailure by the Indemnitees to adhere
to the terms of this Contract, the
Protocol or any written instructions
from SPONSOR regarding the
administration of the Investigational
Product or the performance of any
required procedure;

(2) afailure by the Indemnitees to comply
with any applicable laws, regulations
and government requirements
(including, without limitation,
obtaining informed consents); or

(3) the negligence or wilful malfeasance
of the Indemnitees.

SPONSOR shall have no obligation under
this Section 16, however, unless: (i)
SPONSOR is promptly notified of any
such claim or suit; (ii) the Indemnitees
cooperate fully in the handling thereof; and
(iii) INVESTIGATOR and/or INSTITUTION
agree that SPONSOR has sole control
over the disposition of such claim or suit,
including the selection of counsel and any
settlement thereof, provided, however,
that no settlement shall include an
admission of liability on the part of the
Indemnitees without their prior written
consent, not to be unreasonably withheld.

16.3

16.4

ZKvOgJéE.JiCi a ZDRAVOTNICKE
ZARIZENI povedou sveé vlastni pojisténi
obecné odpovédnosti na pokryti $kod,
které mohou vzniknout v souvislosti s
provadénim Studie nebo v souvislosti s
nim, jako jsou 3kody zplsobené jejich

nedbalosti, umysinym pochybenim
a/nebo neuvaZzenym jednanim nebo
opomenutim.

ZADAVATEL se =zavazuje od$kodnit,

obhajovat a chranit ZKOUSEJICIHO,

ZDRAVOTNICKE ZARIZENI a

spolupracovniky (,od$kodrované osoby*)

vuéi upIné vedkerym narokim a fizenim,
v€etné pfiméfené odmény na pravni
zastoupeni vzniklé pfi obhajob& téhoz,
které vznikly na zakladé ujmy ucastnikovi
studie (v€etn& umrti) zapfi€inéné podanim
hodnoceného pfipravku nebo provedeni

postupu vyZadovaneého protokolem, s

vyjimkou situaci, kdy Ize tento narok nebo

fizeni pfipsat:

(1) nedodrzeni podminek této smilouvy,
protokolu nebo jinych pisemnych
pokynl od ZADAVATELE tykajicich
se podani hodnoceného pfipravku
nebo provedeni jakéhokoli
vyZzadovaného postupu ze strany
odskodriovanych osob;

(2) nedodrzeni platnych zakonu, nafizeni
a vlddnich pozadavki (mimo jiné

véetné ziskani informovanych
souhlast) ze strany od8kodnovanych
osob; nebo

(3) nedbalosti nebo umysiného pfecinu
odskodriovanych osob.

ZADAVATEL nebude mit zadné
povinnosti podle bodu 16, pokud v3ak: (i)
ZADAVATEL nebude ihned informovan o
takovém naroku nebo fizeni; (i)
od3kodriované osoby pIné nespolupracuji
na fedeni situace; a (i) ZKOUSEJICI
a/nebo  ZDRAVOTNICKE ZARIZENI
souhlasi, ze ZADAVATEL ma vyhradni
kontrolu nad fe$enim takoveho naroku
nebo fizeni, v&etné wvybéru pravniho
zastoupeni a urovnani naroku, pokud viak
plati, Ze urovnani nebude zahrnovat pfijeti
odpovédnosti ze strany od3kodriovanych
osob bez jejich pfedchoziho pisemného
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16.5 The INVESTIGATOR and the
INSTITUTION agree and acknowledge
that the indemnity set out above in Section
16.3 is provided solely by SPONSOR and
not by CRO,. and therefore no claim for
such indemnification by the Indemnitees
may be made against CRO.

ARTICLE 17 - AUDITS AND INSPECTIONS

171 For the purpose of ensuring compliance
with the Protocol, Good Clinical Practice,
applicable regulatory and data protection
requirements and Anti-Bribery Provisions
(as defined in Article 21.2 below), the
INVESTIGATOR and the INSTITUTION
shall permit investigations and audits by or
on behalf of the SPONSOR, subject to the
provisions below, and inspections by any
health or regulatory authority, including
but not limited to European Medicines
Agency and U.S. Food and Drug
Administration (“Regulatory
Authorities”). The INVESTIGATOR and
the INSTITUTION shall prepare for the
aforementioned investigations, audits and
inspections in case where they are
informed in advance and shall make their
best efforts to facilitate their conduct.

17.2 Upon prior written notice, the
INVESTIGATOR and the INSTITUTION
shall give access to the SPONSOR or
CRO (or their appointed representatives),
during normal business hours and at
SPONSOR'’s own reasonable expense, to
the facilities in which the Study has been
performed for the conduct by SPONSOR
or CRO (or their appointed
representatives) of an investigation and/or
audit of said facilities.

The INVESTIGATOR agrees to allow the
auditors and/or inspectors to have direct
access to his/her Study records, to Study
participant medical records and to any
other records (but only to the extent that
these relate to the performance of his/her
obligations under this Contract) for review,
being understood that this personnel is

souhlasu, ktery nebude bezdivodné
odpiran.

16.5 ZKOUSEJICi a ZDRAVOTNICKE
ZARIZEN| souhlasi a potvrzuji, ze
od3kodnéni uvedené vy3e v bodé 16.3
poskytuje pouze ZADAVATEL, a ne
CRO.a tudiz odSkodhované osoby
nemohou vznést Zadny narok na
odskodnéni viigi CRO.

CLANEK 17 — AUDITY A KONTROLY

171 Pro ulely zajisténi dodrZeni protokolu,
spravné klinické praxe, platnych regulaénich
pozadavkl a pozadavk(i na ochranu udaji a
protikorup&nich  ustanoveni  (jak  jsou
definovana v &lanku 21.2 nize) ZKOUSEJICI
a ZDRAVOTNICKE ZARIZENI umozni $etfeni
a audity ze strany a jménem ZADAVATELE,
podle ustanoveni niZze, a kontroly
zdravotnickymi nebo regulaénimi ufady, mimo
jiné vEetné Evropskeé agentury pro Iécivé
pfipravky a amerického Uradu pro kontrolu
potravin a lédiv (,regulaéni organy").
ZKOUSEJICi a ZDRAVOTNICKE ZARIZENI
se pfipravi na vy$e uvedena Setfeni, audity a
kontroly, pokud budou uvédoméni pfedem, a
vynasnazi se usnadnit jejich prabéh.

17.2 Na zaklade predchoziho pisemneho
upozornéni  pfedaji ZKOUSEJICI a
ZDRAVOTNICKE ZARIZENI
ZADAVATELI nebo CRO (nebo jejich
jmenovanym  zastupclim), v béZnée
pracovni dobé a na vlastni pfiméfenée
naklady ZADAVATELE, pfistup do prostor
provadéni studie k provedeni Setfeni
a/nebo auditu uvedenych prostor ze
strany ZADAVATELE nebo CRO (nebo
jejich jmenovanych zastupcu).

ZKOUSEJICI se zavazuje umoznit
auditorim a/nebo inspektorim pfimy
pfistup k jeho zdaznamim ze studie, ke
zdravotnim zaznamUim uc€astnika studie a
vedkerym daldim zaznam{m (ale pouze
pokud se tykaji provadéni jeho zavazku
podle této smlouvy) ke kontrole, pfiemz
se rozumi, Ze tento personal je vazan
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17.3

17.4

17.6

17.6

bound by professional secrecy, and as
such will not disclose any personal identity
or personal medical information.

As soon as the INVESTIGATOR and/or
the INSTITUTION is notified of an
inspection by any Regulatory Authorities
which is related to the Study or may affect
its conduct, they shall, to the extent
permitted by applicable regulations or the
relevant Regulatory  Authorities (i)
promptly inform the SPONSOR or CRO of
the inspection (i) prepare for such
inspections in collaboration with the
SPONSOR or CRO, (iii) provide in
advance the SPONSOR or CRO, for
review and comment, with any draft of
written answer to a question of an
Regulatory Authority, (iv) authorize the
SPONSOR and CRO to participate to the
aforementioned inspections, (v) provide
the SPONSOR or CRO with a copy of any
and all documents given to, sent or
collected by the Regulatory Authorities in
the framework of said inspections, and (vi)
provide the SPONSOR or CRO with any
reports, result or analyses issued by the
Regulatory Authorities in the framework of
said inspections.

The INVESTIGATOR and the
INSTITUTION shall take appropriate
measures required by the SPONSOR or
CRO to take corrective actions without
delay in order to solve all problems found
during the audits, investigations or
inspections.

It is expressly agreed between the Parties
that the SPONSOR will not compensate
the INVESTIGATOR and/or
INSTITUTION for the audits,
investigations and inspections and that the
assistance and availabilty of the
INVESTIGATOR or the INSTITUTION for
said audits, investigations and inspections
is included in the amount mentioned in
Exhibit A.

The rights and obligations under this
Section shall remain in effect for fifteen
(15) years after the end of the Study.

17.3

17.4

17.6

17.6

profesni mi€enlivosti, a tudiZ nezvefejni
totoZznost zadné osoby ani Zzadné osobni
zdravotni informace.

Jakmile budou ZKOUSEJICi a/nebo
ZDRAVOTNICKE ZARIZENI informovani
o kontrole regulaéniho organu, ktera se
tyka studie, pfipadé maze mit vliv na jeji

provadéni, provedou (v  rozsahu
povoleném  platnymi  zakony nebo
prisludnymi regulaénimi organy)

nasledujici: (i) neprodlené o kontrole
informuji ZADAVATELE nebo CRO, (ii)
pfipravi se na tuto kontrolu ve spolupraci
se ZADAVATELEM nebo CRO, (iii)
pfedem ZADAVATELI nebo CRO
poskytnou ke kontrole a komentovani
jakykoli koncept nebo pisemnou odpovéd
na otazku regulaniho organu, (iv) povoli
ZADAVATELI a CRO ugast ve vyde
uvedené kontrole, (v) poskytnou
ZADAVATELI nebo CRO kopii uplng
v8ech dokumentl pfedanych, zaslanych
nebo ziskanych regulanimi organy v
ramci uvedenych kontrol, a (vi) poskytnou
ZADAVATELI nebo CRO jakékoli zpravy,
vysledky ¢i analyzy vydané regula&nimi
organy v ramci uvedenych kontrol.

ZKOUSEJiCI a ZDRAVOTNICKE
ZARIZENI neprodleng pFijmou
odpovidajici opatfeni vyZzadovane
ZADAVATELEM nebo CRO k pifijeti
napravnych kroku, aby doslo k vyfedeni
veskerych probleml zjisténych bé&hem
auditu, Setfeni nebo kontrol.

Smluvni strany se vyslovné dohodly, Ze
ZADAVATEL neposkytne
ZKOUSEJICiMU a/nebo
ZDRAVOTNICKEMU ZARIZEN| Zzadnou
finan¢ni kompenzaci za audity, Setfeni a
kontroly a Ze asistence a dostupnost
ZKOUSEJICIHO nebo
ZDRAVOTNICKEHO  ZARIZENI  pfi
uvedenych  auditech, S3etfenich a
kontrolach je zahrnuta v ¢&astkach
uvedenych v pfiloze A.

Prava a povinnosti podle tohoto bodu
pretrvaji v platnosti po dobu patnacti (15)
let po ukonéeni studie.
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ARTICLE 18 - TERMINATION OF THE CLANEK 18 — UKONCENIi SMLOUVY
CONTRACT
This Contract may be terminated: (1) by a joint | Tuto smlouvu lze ukongit: (1) spoleCnym
decision of the INVESTIGATOR and | rozhodnutim ZKOUSEJICIHO a
INSTITUTION upon thirty (30) days prior written | ZDRAVOTNICKEHO ZARIZENI na zakladé
notice if Study Site, INSTITUTION or | tficetidenni (30) pisemné vypovédni Ihiity, pokud

INVESTIGATOR for any reason becomes unable
to perform or complete this Study; or (2) by CRO
or SPONSOR upon written notice.

In the event this Contract is terminated, CRO will
be responsible for compensating the
INSTITUTION for activities effectively performed
hereunder at the Contract effective termination
date in accordance with the terms of this Contract
and reasonable non-cancellable expenses
incurred prior to notice of termination if such
expenses were required under the Protocol and
listed in Exhibit A. Any funds paid in advance will
be prorated and any excess funds shall be
returned by the INSTITUTION, as applicable, to
CRO. No later than ninety (90) days after the
completion or early termination of the Contract,
the INVESTIGATOR shall provide SPONSOR
with all Study documentation and materials as per
SPONSOR’s or CRO’s instructions and in
accordance with applicable laws and regulations

The terms and conditions of sections 3, 11, 13, 14,
15, 16, 18, 19 and 20 shall survive the expiration
or earlier termination of this Contract.

ARTICLE 19 - DEBARMENT AND
SENTENCING FOR MALPRACTICE

The INVESTIGATOR and the INSTITUTION
represent and  warrants that neither
INVESTIGATOR nor any Collaborators involved
in conducting the Study, has been debarred,
excluded, disqualified or restricted in their ability
to practice medicine, participate in a clinical trial,
or perform services in connection with the
evaluation of a pharmaceutical product under any
laws, regulations or professional code of conduct
including without limitation United States 21
U.S.C. §335a and 21 CRF §312.70.

studiini  pracovité, =~ ZKOUSEJICI  nebo
ZDRAVOTNICKE ZARIZEN| z jakéhokoli ddivodu
nadale nebudou schopni provadét nebo dokonéit
tuto studii; nebo (2) ze strany CRO nebo
ZADAVATELE na zakladé pisemného oznameni.

V pfipadé vypovédi této smlouvy bude CRO
odpovidat za odmény ZDRAVOTNICKEMU
ZARIZENI za ¢&innosti uginn& provedené podle
této smlouvy k datu ucinnosti vypovédi smlouvy v
souladu s témito smluvnimi podminkami a za
ddvodné nezruditelné vydaje vzniklé pred
oznamenim vypovédi, pokud byly tyto vydaje
vyZadovany protokolem a uvedeny v pfiloze A.
Veskeré finanéni prostfedky vyplacené pifedem
budou vypoéteny pomé&rné a vedkeré nadbytecné
finanéni prostfedky budou ZDRAVOTNICKYM
ZARIZENIM vraceny zp&t CRO. Nejpozdéji
devadesat (90) dni po ukonCeni nebo predCasné
vypoveédi smlouvy preda ZKOUSEJICI
ZADAVATELI vedkerou studijni dokumentaci a
materialy dle pokynu ZADAVATELE nebo CRO a
v souladu s platnymi zakony a nafizenimi.

Smluvni podminky boda 3, 11, 13, 14, 15, 16, 18,
19 a 20 zdstanou v platnosti i po uplynuti platnosti
nebo pfedCasné vypovédi této smlouvy.

CLANEK 19 - ZAKAZ CINNOSTI A )
ODSOUZENI ZA PROFESNI POCHYBENI

ZKOUSEJICi a ZDRAVOTNICKE ZARIZENI
prohladuiji a zaruduji, ze ani pro ZKOUSEJICIHO
ani spolupracovniky zapojené do provadéni studie
neplati, Z2e jim byla zakazana c&innost, byl
vyfazeni, vylou€eni nebo jim byla omezena
¢innost s ohledem na praktikovani lékafstvi,
zapojeni do klinickych hodnoceni nebo provadéeni
sluzeb ve spojeni s hodnocenim nebo
farmaceutickym pfipravkem podle zakond,
nafizeni nebo profesniho kodexu chovani, mimo
jiné v&etné& nafizeni ¢. 21 U.S.C. par. 335, pism
(@), a ¢ 21 CFR par. 312.70 Spojenych statd
americkych.
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The INVESTIGATOR shall immediately notify
SPONSOR should he/she or any Collaborators
involved in conducting the Study, be so debarred,
excluded, disqualified or restricted, or should a
procedure or action be initiated against any of
them that could result in their being so debarred,
excluded, disqualified or restricted, at any time
during the term of this Contract and during the
twelve months following the expiration or
termination of the Contract.

ARTICLE 20 - FINANCIAL DISCLOSURE

201 The INVESTIGATOR shall ensure that
he/she, and the Collaborators involved in
this Study at Study Site, provide CRO with
the appropriate financial disclosures
required for compliance with 21 CFR Part
54, on such forms as SPONSOR may

supply or approve.

During the term of this Contract and for

one (1) year following termination or

completion of the  Study, the

INVESTIGATOR shall promptly notify

CRO of any material change in the

information disclosed on a previous form.
20.2 In the interest of transparency relating to
SPONSOR’s financial relationships with
investigators and institutions, SPONSOR
may publicly disclose the funding
associated with this Contract, including
payments made to INSTITUTION and
payments made to individuals, if required
by applicable law.

ARTICLE 21 — ANTI-BRIBERY

211  The INVESTIGATOR and the
INSTITUTION represent and warrant that
neither INVESTIGATOR nor any of
INVESTIGATOR’s and/or INSTITUTION’s
personnel are officials, agents,
representatives or employees of any
government or political party or any
international public organization where
they may be in positions of official
government authority able to use that
position to help CRO or SPONSOR obtain

ZKOUSEJICI neprodlen& uvédomi
ZADAVATELE, pokud o ném/ni nebo jakémkoli
spolupracovnikovi zapojeném do provadéni
studie bude platit, Ze jim byla zakazéna ¢innost,
byli vyfazeni, vylouCeni nebo jim byla omezena
¢innost, pfipadné pokud vici nim bude zahajeno
fizeni nebo podniknut krok, ktery by mohl vést k
zdkazu &innosti, wvyfazeni, vylou€eni nebo
omezeni ¢innosti, a to kdykoli béhem trvani této
smlouvy a v obdobi dvanacti mésict po uplynuti
platnosti nebo vypovédi smlouvy.

CLANEK 20 — FINANCNIi PRIZNANi

20.1 ZKOUSEJICI zajisti, aby on/na a
spolupracovnici zapojeni do této studie na
studijnim  pracovisti pfedloZili CRO
pfisludné finan¢ni pfiznani vyZzadované
podle nafizeni ¢. 21 CFR, bod 54, na
takovych formulafich, které poskytne i

schvali ZADAVATEL.

Béhem trvani této smlouvy a po dobu
jednoho (1) roku po vypovedi nebo
ukon€eni studie bude ZKOUSEJICI ihned
informovat CRO o ve$kerych zasadnich
zménach v informacich uvedenych na
predchozim formulafi.
20.2 V zajmu transparentnosti s ohledem na
financni  vztahy @ ZADAVATELE se
zkouSejicimi a zdravotnickymi zafizenimi
mize ZADAVATEL vefejné zpfistupnit
finanéni stranku spojenou s touto
smlouvou, véetné vedkerych uhrad
ZDRAVOTNICKEMU ZARIZENIi a uhrad
jednotlivedim, budou-li to vyZzadovat platné
zakony.

CLANEK 21 — PROTIKORUPCNi USTANOVENI

ZKOUSEJiCI a ZDRAVOTNICKE
ZARIZENI prohlaguiji a zaruéuiji, Ze ani oni,
ani zadny z jejich zaméstnanci nejsou
Urednici, zprostiedkovatelé, zastupci &i
zaméstnanci jakékoli vilady &i politické
strany nebo jakekoli mezindrodni vefejné
organizace, kde mohou byt v pozici
ufednika vladniho organu, kdy by mohli
vyuzivat této pozice k napomoci CRO
nebo ZADAVATELI k ziskani nebo
udrzeni obchodu nebo ziskani obchodni

vyhody.

211
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21.2

221

22.2

22.3

or maintain business or obtain a business
advantage.

The INVESTIGATOR and the
INSTITUTION further represent and
warrant that they have not made and
agree that they shall not make any
payment or any offer or promise for
payment, either directly or indirectly, of
money or other assets, or transfer
anything of value, to government or
political party officials, officials of
international organizations, candidates for
public office, or representatives of other
businesses or persons acting on behalf of
any of the foregoing for the purpose of
influencing decisions or actions or where
such payment or advantage would
constitute violation of any applicable anti-
bribery legislation, regulations and/or
codes, both national and foreign, including
but not limited to, the US Foreign Corrupt
Practices Act and the UK Bribery Act
(hereinafter and above designated by
“Anti-Bribery Provisions”).

ARTICLE 22 - MISCELLANEOUS

The Protocol, the Contract and all other
documents exchanged between the
Parties constitute the whole undertaking of
the Parties. All appendices attached
hereto shall be deemed to be incorporated
herein.

Any work performed by the
INVESTIGATOR, the Collaborators
and/or the INSTITUTION under this
Contract shall be considered to be
performed by them as independent
contractors and not as employees,
partners or agents of CRO or the
SPONSOR. No Party shall have the
authority, either express, implied or
apparent, to bind the other Party, except
to the extent that same may be consistent
with the performance of that Party’s
obligations in accordance with the terms of
this Contract.

Except as otherwise expressly mentioned
hereinabove; any notification shall be
made by mail.

21.2 ZKOUSEJICI a ZDRAVOTNICKE
ZARIZENI dale prohladuji a zaruduji, ze
neucinili a dohodli se, Ze ani neucini, Zadné
platby ani Zadne nabidky nebo pfisliby plateb,
at uz pfimé & nepfimé, finanénich Castek
nebo jinych aktiv, pfipadé hodnotnych
pfevod(, vladnim Ufednikim nebo Gfednikim
politickych stran, ufednikim mezinarodnich
organizaci, kandidatim na vefejny Ufad ani
zastupcim jinych podniki nebo osob
jednajicich jménem vySe uvedenych za
ucelem ovlivnéni rozhodnuti nebo krok{l nebo
kde by takova platba nebo vyhoda mohla
piedstavovat porueni jakéhokoli
protikorup&niho zakona, nafizeni a/nebo
kodexu, jak narodnich, tak zahrani¢nich,
mimo jiné v€etné amerického zakona proti
zahrani¢nim korup&nim praktikdm a britského
protikorup&niho zakona (nize a vy3e jako
Lprotikorupéni ustanoveni®).

CLANEK 22 — RUZNA USTANOVENI

221 Protokol, smlouva a v3echny dal$i
dokumenty vyménéné mezi smluvnimi
stranami  pfedstavuji celé ujednani
smluvnich stran. Ve3keré pfilohy zde
pfilozené budou povazovany za soufast
této smiouvy.

222 Veskere ~  Cinnosti provedené
ZKOUSEJICIM, spolupracovniky a/nebo
ZDRAVOTNICKYM ZARIZENIM podle
této smlouvy budou povazovany za
provadéné nezavislymi smluvnimi
partnery a ne zaméstnanci, partnery nebo
zastupci CRO nebo ZADAVATELE.
Zadna smiluvni strana nebude mit
pravomoc, at uz vyslovnou,
nazna¢ovanou nebo zjevnou, zavazat
druhou smluvni stranu, s vyjimkou situaci,
které mohou byt konzistentni s
provadénim zdvazkd této smiuvni strany
podle téchto smluvnich podminek.

22.3 S vyjimkou situaci jinak vyslovné
uvedenych  vySe, budou veSkera
oznameni provadéna postou.
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22.4 Ifeither Party is prevented from fulfilling its | 22.4 Pokud jedna smluvni strana nemu(ze plnit
obligations in accordance with the terms of své povinnosti podle téchto smluvnich
this Contract due to force majeure (as podminek z ddvodu vis major (jak je
defined by competent law and/or definovano pfisludnym zakonem a/nebo
competent court), this Party shall be prislusnym soudem), bude tato smluvni
released from performance to the extent strana zbavena této povinnosti po dobu,
that it is prevented from doing so for the kdy je nebude moci plnit v dobé trvani vis
duration of force majeure. The Party major. Smluvni strana usilujici o ulevu na
wishing to claim relief on the grounds of zékladé vis major bude neprodlené
the said force majeure shall notify the pisemné& informovat druhou smluvni
other Party in writing without delay on the stranu o tomto zasahu nebo pferudeni.
intervention or cessation thereof. The Smiluvni strana, ktera takto nemohla pinit
Party so prevented from fulfilling its své povinnosti, vynalozi maximalni usili k
obligation shall devote its best endeavors odstranéni nebo vyhnuti se piekazce,
to remove or avoid the impediment as jakmile to bude mozné. Pokud je smluvni
soon as possible. If a Party is prevented strané branéno v pInéni zavazk( podle
from fulfilling its obligations under this této smlouvy z davodu vis major po dobu
Contract due to force majeure for a period deli nez dva (2) po sobé& jdouci mésice,
exceeding two (2) running months, each kazda smluvni strana bude mit pravo
Party shall have the right to terminate this vypovédét tuto smlouvu doporucenym
Contract by registered mail with dopisem s potvrzenim pfijeti. Vypovéd
acknowledgment of receipt. The vstoupi v platnost bezodkladné.
termination will become effective forthwith.

22.5 No indulgence granted by either Party to | 22.6  Pokud bude jednou smluvni stranou druhé
the other in relation to any term hereof prokazana shovivavost s ohledem na
shall be deemed a waiver of such term or jakoukoli podminku této smlouvy, nebude
prejudice the later enforcement of that or to povaZovano za zfeknuti se této
any other term hereof. podminky nebo za ohroZeni pozdé&jSiho

vymahani této podminky nebo jakékoli jiné
podminky této smilouvy.

226 Should a provision of this Contract in any | 22.6 Pokud bude nékteré ustanoveni této
manner whatsoever contravene any smlouvy jakymkoli zpusobem poru$ovat
applicable laws and regulations, such jakékoli platné zakony a nafizeni, bude
provision shall be deemed to be severable toto ustanoveni  povaZovano  za
and shall not affect any other provision of oddélitelné a nebude mit vliv na jakékoli
this Contract, nor affect the enforceability jiné ustanoveni teto smlouvy, ani nebude
of those remaining provisions which are mit vliv na vynutitelnost t&ch zbyvajicich
not in contravention of any law and ustanoveni, které nepredstavuji porudeni
regulation. zékona nebo nafizeni.

22.7 The INVESTIGATOR and the | 22.7 ZKOUSEJICI A ZDRAVOTNICKE

INSTITUTION shall not be allowed to
transfer totally or partially the obligations
CRO charged them with, nor to
subcontract them without the prior written
consent of CRO. The INVESTIGATOR
and the INSTITUTION shall, where
applicable, transmit to the approved
subcontractors the Contract and shall
cause them to abide by its terms and

ZARIZENI nebudou moci ptevadét — Gplné
ani z&asti — své zavazky, kterymi je
povefila CRO, ani je zadavat
subdodavateli bez pfedchoziho
pisemného souhlasu CRO. ZKOUSEJICi
A  ZDRAVOTNICKE ZARIZENi v
relevantnich pfipadech pienesou tuto
smlouvu na schvélené subdodavatele a
zajisti jejich dodrzovani téchto smluvnich
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22.8

22.9

conditions. CRO may transfer this
Contract to the SPONSOR or an affiliate
of the SPONSOR or to a successor in
interest to its business, or to the
SPONSOR’s business, by reason of any
merger, acquisition, partnership, license
agreement or otherwise, provided that the
assignee is subject to the terms and
obligations provided in this Contract. For
this purpose, it shall be understood that an
affiliate company is one in which Sanofi
(holding company of SPONSOR with a
trade registered number: Paris B 395
030 844) holds at least direct or indirect
control of 50% of the voting share.

This Contract constitutes with the Protocol
the entire agreement between the Parties
relative to the subject matter hereof and
supersedes all representations,
warranties, agreements or undertakings
previously made relative to such subject
matter, and no such representations,
warranties, agreements or undertakings
shall have any force and effect unless
contained herein. No variation of any
terms and conditions of this Contract will
be binding upon the Parties unless
committed in writing and signed by them
respectively.

This Contract shall be governed by the law
of Czech Republic and the competent
court shall be locally competent court in
Czech Republic. The Parties waive any
other forum to which they may be entitled
by reason of their present or future
address or for any other reason. Prior to
taking any legal action, the Parties shall
endeavor to settle by amicable
arrangement any disputes  arising
between them regarding this Contract.
Should the Parties fail to reach an
amicable settlement within two (2) months
from the occurrence of the dispute the
parties agree to submit the dispute to the
exclusive jurisdiction of the competent
court.

22.10 This Contract is drafted in both Czech and

English. In case of discrepancy between

22.8

22.9

podminek. CRO mlze prenést tuto
smlouvu na ZADAVATELE nebo na
pfidruzenou osobu ZADAVATELE nebo
na nastupnika v zajmu podnikani,
pfipadné na podnik ZADAVATELE, na
zakladé fuze, akvizice, partnerstvi,
smlouvy o licence nebo jinak, pokud
nabyvatel podléha podminkam a
ustanovenim uvedenym v této smlouvé.
Pro tento ucel se rozumi, zZe pfidruzenou
spoleCnosti je spoleCnost, ve které
spoleCnost Sanofi (holdingova spoleénost
ZADAVATELE s obchodnim registraénim
Cislem: Paris B 395 030 844) vlastni
alespori pfimou nebo nepfimou kontrolu
50 % hlasovacich prav.

Tato smlouva pfedstavuje s protokolem
Uplné ujednani mezi smluvnimi stranami s
ohledem na pfedmét této smlouvy a
nahrazuje veSkera prohlaSeni, zaruky,
ujednani nebo zavazky diive uginéné v
souvislosti s timto pfedmétem, a zadna
prohlddeni, zaruky, ujednédni nebo
zavazky nebudou mit zadnou platnost a
uginnost, pokud zde nejsou obsaZeny.

Zadna alternativa té&chto  smluvnich
podminek nebude pro smluvni strany
zadvazna, pokud nebude uvedena

pisemné a podepsana témito stranami.

Tato smlouva bude upravena zakony
Ceske republiky a prislusny soud bude
mistné pfislusny soud v Ceské republice.
Smluvni strany se zfikaji jakéhokoli jiného
féra, na které mohou mit narok na zakladé
souCasne nebo budouci adresy nebo z
jakehokoli  jiného  dvodu. Pred
podniknutim jakéhokoli pravniho kroku se
smluvni strany vynasnazi dosahnout
smiflivého urovnani veskerych spor(,
které mezi nimi vzniknou v souvislosti s
touto smlouvou. Pokud se smluvnim
stranam nepodafi dosahnout smiflivého
urovnani do dvou (2) mésici od vzniku
sporu, smluvni strany se dohodly, Ze spor
piredaiji do vyhradni pravomoci
prisluného soudu.

22 10 Tato smlouva byla vyhotovena v ¢esting i

angli¢tiné. V pripadé nesrovnalosti mezi
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the two versions, the Czech version shall
prevail.

22 11 In accordance with the law 340/2015 Coll.
on Contract Register, as amended, this
Contract and/or any amendment shall be
published on the Ministerial Contract
Register within thirty (30) days from last
signature. The Parties agree that
Institution shall publish this Contract, its
Exhibits and any future amendments, but
shall limit its disclosure to the information
required by law.

Prior to publication, CRO shall remove from the
Contract all information consisting in
Confidential Information, Personal
Information, and business and trade
secrets, as defined by the Civil Code
(“Excluded Information”),  including,
without limitation, the Protocol, the
investigator brochure and the budget
exhibit detailing the costs per procedures.
Only the expected total Study budget
(contract value) can be published.

CRO shall prepare the final form of the version of
the Contract to be published (“Draft
Publication Document”), which shall not
contain any Excluded Information and
shall submit the Draft Publication
Document to the Institution and the
Sponsor for review at least thirty (30)
calendar days before the Agreement is
expected to be executed. The Sponsor
shall provide any comments to Institution
on the Draft Publication Document within
fifteen (15) calendar days from receipt and
the Institution shall make any
amendments reasonably suggested by
Sponsor. The Contract shall only be
executed after the Parties have agreed
upon the final form and format of the Draft
Publication Document (“Final Document”).

The Institution agrees to publish the Final
Document and complete the metadata on
the Ministerial Contract Register within 5
working days after final signature of the
Contract. The Institution shall add CRO as
a secondary recipient. If the Institution
fails to publish the Final Document within
the time specified above, CRO and

témito dvéma verzemi bude mit pfednost
Ceska verze.

2211 V souladu se zakonem 340/2015 Sb. o

registru smluv, v platném znéni, bude tato
smlouva a/nebo  jakykoli  dodatek
zvefejnén v ministerském registru smluv
do tficeti (30) dnli od posledniho podpisu.
Strany souhlasi s tim, Ze zdravotnické
zafizeni zvefejni tuto smlouvu, jeji pfilohy
a jakekoli budouci zmény, ale omezi jeji
zvefejnéni na informace poZadované
zadkonem.

Pfed zveiejnénim CRO odstrani ze smlouvy

veSkeré informace  sestavajici z
Davérnych informaci, Osobnich udaji a
obchodniho  tajemstvi ve  smyslu
obCanského  zakoniku  (dale jen
~Vylougené informace®), mimo jiné véetné
protokolu, zkou$ejiciho, brozury pro
zkousejiciho a rozpocltove pfilohy s
podrobnostmi o procedurnich nakladech.
Zvefejnit 1ze pouze olekavany celkovy
rozpoCet studie (hodnotu smlouvy).

CRO pfipravi kone¢nou podobu verze smlouvy ke

zvefejnéni  (,Navrh  dokumentu o
zvefejnéni“), ktera nebude obsahovat
Z&dné vyloutené informace, a piedlozi
navrh  dokumentu ke  zvefejnéni
Zdravotnickému zafizeni a zadavateli ke
kontrole nejmené tficet (30) kalendarua dnd
prfed ofekavanym uzavienim smlouvy.
Zadavatel poskytne  zdravotnickému
zafizeni jakékoli pfipominky k ndvrhu
dokumentu ke zvefejnéni do patnacti (15)
kalendafnich dnd od obdrzeni a
zdravotnické zafizeni provede jakékoli
zmény pfiméfené navrzené zadavatelem.
Smilouva bude uzaviena az poté, co se
Strany dohodnou na konetné podobé a
formatu navrhu dokumentu ke zvefejnéni
(dale jen ,KoneCny dokument®).

Zdravotnické zafizeni souhlasi se zvefejnénim

Konetneho dokumentu a doplnénim
metadat do ministerského registru smluv
do 5 pracovnich dnd po kone&ném
podpisu smlouvy. Zdravotnické zafizeni
pfidd CRO jako sekundarniho pfijemce.
Pokud zdravotnické zatizeni nezvefejni
Konetny dokument ve vy3e uvedené
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Sponsor reserve the right to publish the
Final Document and shall notify the
Institution in writing of such publication.
The Parties understand that Institution will
not be initiated for the Study until the Final
Document has been published.

CRO shall ensure that:

0 CRO provides Sponsor with the final
redacted form of the Draft Publication
Document to Sponsor for review at least
thirty (30) calendar days before the
Agreement is expected to be executed;

0 Institution publishes the Final Document
on the Ministerial Contract Register within
5 working days after final signature of the
Contract,

0 If Institution fails to publish the Final
Document within the time specified above,
CRO will publish the Final Document
within thirty (30) days from last signature
of Contract.

Ihaté, CRO a zadavatel si vyhrazuji pravo
zvefejnit Kone¢ny dokument a pisemné o
tom zdravotnické zafizeni vyrozumi.
Strany jsou srozumény s tim, Ze studie

nebude zahdjena ve zdravotnickém
zafizeni, dokud nebude zvefejnén
Konetny dokument.

CRO zajisti, Ze:

O CRO poskytne zadavateli konecnou

zaslepenou podobu navrhu dokumentu ke
zverejnéni ke kontrole nejméné tficet (30)

kalendafnich dna pfed ocekdvanym
uzavienim smlouvy;
OZdravotnické  zafizeni  zvefejni  Kone&ny

dokument v ministerském registru smluv
do 5 pracovnich dnd po kone&ném
podpisu smiouvy,

0 Pokud Zdravotnické zafizeni nezvefejni
Kone¢ny dokument ve vySe uvedené
Ihaté, CRO zvefejni Kone€ny dokument
do tficeti (30) dnli od posledniho podpisu
smiouvy.

IN WITNESS WHEREOF, the Parties hereto have caused this Contract to be duly executed on their
behalf in three counterparts, each of which shall be deemed to be an original, as of the Effective Date. If
this Contract is signed electronically, it is made in one counterpart signed electronically by all parties /
NA DUKAZ CEHOZ smluvni strany tuto smlouvu svym jménem tadné uzaviely ve tfech stejnopisech, z
nichZz kazdy bude mit platnost k datu u&innosti. Pokud je tato smlouva podepisovana elektronicky, je
vyhotovena v jednom stejnopise podepsaném elektronicky vdemi smluvnimi stranami.

CRO/CRO

Name:/Jméno:
Title:/Funkce:
Date: /Datum

Signature:/Podpis:

THE INVESTIGATOR / ZKOUSEJICIi

Name:/Jméno;:
Title:/Funkce:
Date: /Datum:

Signature:/Podpis:
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THE INSTITUTION/ ZDRAVOTNICKE
ZARIZENI

Name:/Jméno:

Title:/Funkce:

Date:/Datum:

Signature:/Podpis:
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EXHIBIT A/ PRILOHA A

CONDITIONS OF PAYMENT/ PLATEBNi PODMINKY
)

NOTE - SPONSOR will not compensate the INSTITUTION for the audits and inspections and that the
assistance and availability of the INVESTIGATOR or the INSTITUTION for the audits and
_inspections is included in the amount mentioned in Exhibit A. /

POZNAMKA - ZADAVATEL nebude finan&n& kompenzovat ZDRAVOTNICKE ZARIZENI za audity a
kontroly a asistence a dostupnost ZKOUSEJICIHO nebo ZDRAVOTNICKEHO ZARIZENI pro
audity a kontroly je zahrnuta v ¢astce uvedené v pfiloze A.

Total amount paid according to this Contract will be approximatelly CZK 1,450,000.00/ Celkova
Castka vyplacena dle této smlouvy bude dosahovat vyse pfiblizné 1.450.000,00 K¢.
XXX
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EXHIBIT B - DATA PROCESSING
AGREEMENT (“DPA”)

This DPA details SPONSOR, INSTITUTION and
INVESTIGATOR’s  respective roles and
obligations regarding the processing of Personal
Data under the Contract.

1. Definitions

1.1. Under this DPA, the Parties agree that the
terms  “Controller’, “Data  Subject,
“‘Personal Data’, “Personal Data Breach”,
“‘Processor’, and “Supervisory Authority’
shall have the meaning assigned to them in
the General Data Protection Regulation (EU)
2016/679 (“GDPR”).

1.2. Applicable Data Protection Law: means, (i)
in any case the GDPR; (i) the French
regulation on the protection of Personal Data
as applicable to any Processing performed by
and on behalf of the SPONSOR; and (iii) as
the case may be, any other law or regulation
applicable to the Processing of Personal

Data.
1.3. "Approved Subprocessor” means any
natural or legal person engaged by

INVESTIGATOR or INSTITUTION in
accordance with section 22.7 of the Contract,
for the performance of any Processing under
the Contract.
1.4. “Patient Medical Files” means any file other
than clinical trial database and the Study File
as defined in the current Good Clinical
Practices and ICH Guidelines in which
INSTITUTON and/or INVESTIGATOR record
the demographic, medical and treatment
information about a Data Subject. It may be
paper based and/or electronic records.

1.5. “Processing”. means any operation or set
of operations performed on Personal Data or
on sets of Personal Data under the Contract,

whether or not this processing is performed

PRILOHA B - SMLOUVA O ZPRACOVANI

UDAJU (,,DPA%)

Tato DPA uvadi podrobnosti

ulohach a zavazcich ZADAVATELE,

ZDRAVOTNICKEHO ZARIZENI A

ZKOUSEJICIHO s ohledem na zpracovani
osobnich udaju podle smlouvy.

o pfisludnych

1. Vymezeni pojmu

1.1. Podle této DPA se smluvni strany dohodly, Ze
pojmy ,spravce udaju’, ,subjekt udaju’,
,osobni udaje‘, .poruseni zabezpecéeni
osobnich udaju’, ,zpracovatel’ a ,dozorovy
organ" budou mit vyznam jim pfifazeny v
obecném nafizeni o ochrang udaju (EU)
2016/679 (dale jen ,GDPR").

1.2.Platné zakony na ochranu osobnich
udaju: predstavuji (i) v kazdém pripadé
GDPR; (ii) francouzske nafizeni o ochrané
osobnich Gdaju platné pro veskeré zpracovani
provadéné ZADAVATELEM a jeho jménem; a
(iii) dle situace jakékoli dal$i zakonné pfedpisy
nebo nafizeni platné pro zpracovani osobnich
udaja.

1.3.,,Schvaleny diléi zpracovatel” znamena
jakoukoli fyzickou nebo pravnickou osobu

najatou ZKOUSEJICIM nebo
ZDRAVOTNICKYM ZARIZENIM podle bodu
227 smlouvy k provadéni jakéhokoli
zpracovani podle smlouvy.

1.4. ,Zdravotni dokumentace pacienta*”

pfedstavuje jakykoli soubor kromé databaze
klinickych hodnoceni a studijni soubor, jak je
definovany v aktualni spravné klinické praxi a
pokynech SKP, do ktere ZDRAVOTNICKE
ZARIZENI a/nebo ZKOUSEJICI
zaznamenavaji demografické, zdravotni
informace a udaje o le¢hé subjektu udaja.
Muze mit papirovou podobu a/nebo se maze
jednat o elektronické zaznamy.

1.5. ,,Zpracovani‘: pifedstavuje jakoukoli operaci
nebo soubor operaci provadénych s
osobnimi udaji nebo souborem osobnich
udaju podle smlouvy, bez ohledu na to, zda

by automated means, including the je zpracovani provadéno automaticky, a to
collection, recording, organization, véetné shromazdovani, zaznamenavani,
structuring, storage, adaptation or alteration, organizovani, strukturovdni, uchovavani,
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retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise
making available, alignment or combination,
restriction, erasure or destruction of Personal
Data.

2. Role of the Parties

2.1. SPONSOR shall be deemed as a Controller
and INSTITUTION and/or INVESTIGATOR
as Processor(s) for any Processing of
Personal data performed in accordance with
the Protocol for the purpose of conducting the
Study (“Study Purpose”).

22 |t is agreed between the Parties that
INSTITUTION and/or INVESTIGATOR shall
be deemed as independent controller(s) for
(i) the Processing of Personal Data collected
or generated in the course of the Study for the
purpose of exercising independent medical
judgment outside the Protocol requirements,
(ii) for the retention and further use of Patient
Medical Files and (i) for meeting its
confidentiality obligations and the obligations
imposed on the INSTITUTION and/or
INVESTIGATOR by applicable laws and
regulations in the area of clinical trials
(together  “Study  Participant  Care
Purpose”). For any Processing performed for
the Study Participant Care Purpose,
INSTITUTION and/or INVESTIGATOR shall
process Personal Data in compliance with
applicable data protection law and intellectual
property and confidentiality sections of the
Contract. INSTITUTION and/or
INVESTIGATOR shall be solely responsible
for the implementation of such Processing
including, notably, to ensure that it has a legal
ground to implement such Processing.

3. Obligations of the Parties

3.1. Processor expressly agrees that, for the
Study Purpose:

a. it shall process Personal Data in
accordance with the provisions of (i) the
Contract and, in particular, this DPA, (ii)
the Protocol as amended from time to
time by SPONSOR, (iii) the Informed
Consent Form, as drafted and

adaptovani nebo pozménéni, ziskani,
konzultovani, pouZiti, zpfistupnéni
pfenosem, 8ifenim nebo jinym sdilenim,
uspofadavani nebo kombinovani, omezeni,
vymaz nebo znieni osobnich udajd.

2. Uloha smluvnich stran

2.1.ZADAVATEL bude povaZzovan za spravce
udaja a ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJICI za zpracovatele pro vedkeré
zpracovani osobnich udaji provadéné v
souladu s protokolem pro ulely provadéni
studie (dale jen ,aéel studie®).

2.2. Smluvni strany se  dohodly, Ze
ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJiCi budou povazovani za nezavislé
spravce udaji pro (i) zpracovani osobnich
udaju shroméazdénych nebo vytvofenych v
pribéhu studie pro ucel stavajiciho
nezavislého Iekarskeho usudku nad ramec
pozadavkU protokolu, (ii) uchovavani a dalsi
pouZiti zdravotni dokumentace pacienta a (iii)
pinéni zavazkia micenlivosti a zavazkd
uvalenych na vZDRAVOTNICKE ZARIZENI
a/nebo ZKOUSEJICIHO platnymi zakony a
nafizenimi v oblasti klinickych hodnoceni
(spole¢né jako ,u€el péce o ucastnika
studie®). Pfi jakémkoli zpracovani pro ucel
péce o} ucastnika studie budou
ZDRA\V/OT,NI,CKE ZARIZENI a/nebo
ZKOUSEJICI zpracovavat osobni udaje v
souladu s platnymi zakony na ochranu
osobnich udaji a ¢astmi smlouvy o dudevnim
vlastnictvi a migenlivosti. ZDRAVOTNICKE
ZARIZENi alnebo ZKOUSEJICi budou
vyluén& odpovidat za zavedeni takoveho
zpracovani, pfedevSim vcetné zajisténi, Ze
zavedeni takoveho zpracovani ma pravni
zaklad.

3. Povinnosti smluvnich stran

3.1.Zpracovatel se vyslovné zavazuje, Ze pro
ucel studie:

a. bude zpracovavat osobni Udaje v souladu
s ustanovenimi (i) smlouvy a pfedevsim
teto DPA, (ii) protokolu, jehoz zné&ni bude
ZADAVATEL ¢as od €asu aktualizovat,
(iii) formulafe informovaného souhlasu,
ktery vypracoval a sdélil ZADAVATEL, a
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communicated by the SPONSOR and as
applicable (iv) any instructions from the
Controller. All these documents define
notably the scope, modalities and means
of the Processing for the Study Purpose,
as well as categories of Data Subjects
concerned by such Processing

b. it shall process any data defined as
personal data under Applicable Data
Protection Law in compliance with such
law.

3.2. In this respect Processor shall:

a. comply for any Processing with the
instructions from any Supervisory
Authority. If such instructions are
contradictory to the provisions of this
DPA, Processor shall inform in advance
the Controller provided it is authorized to
do so — in which case the Parties shall
negotiate in good faith a review of this
agreement to ensure it complies with
such instructions;

b. immediately inform the Controller of its
inability or the inability of any of its
Approved Subprocessor, to comply with
Processor obligations under Applicable
Data Protection Laws or this DPA for
whatever reason, with due justification
as to the nature, cause and expected
consequences of such inability;

¢. maintain (i) all relevant documentation to
be able to demonstrate its compliance
with Applicable Data Protection Laws
and with the provisions of this DPA, and
(i) a record of all categories of
Processing activities carried out under
the Contract. Such records of
Processing activities shall contain, at
least, its legal designation and the
names and contact details of its
representatives (including, for instance,
its data protection officer, if any), the
categories of processing activities
carried out, the transfers of personal
data to a third party country and the
technical and organizational security

dle situace, (iv) veSkerymi pokyny od
spravce udaji. V8echny tyto dokumenty
definuji hlavné rozsah, zpusoby a
prostfedky zpracovani pro ucel studie,
ale i kategorie subjekt( udaja dotéenych
timto zpracovanim;

bude zpracovavat veSkeré udaje
definované jako osobni udaje podle
platnych zakon(i na ochranu osobnich
udaju v souladu s témito zakony.

3.2.V tomto ohledu bude zpracovatel:

a.

dodrZzovat pfi zpracovani pokyny od
libovolného dozorového organu. Pokud
budou pokyny v rozporu s ustanovenimi
této DPA, zpracovat bude pfedem
informovat spravce udajd, pokud k tomu
ma opravnéni — v takovém pfipadé se
smluvni strany dohodnou v dobré vife na
kontrole této smlouvy, aby se ujistily, Zze
pini v8echny tyto pokyny;

neprodlené informovat spravce udaji o
své neschopnosti nebo neschopnosti
libovolného schvdaleného dil¢iho
zpracovatele z libovolného duavodu
dodrzovat povinnosti zpracovatele podle
platnych zakonu na ochranu osobnich
udajd nebo této DPA, s Fadnym
oduvodnénim ohledn& povahy, pfi€in a
otekavanych nasledk takové
neschopnosti;

vést (i) veSkerou pfislusnou dokumentaci,
aby byl schopen prokazat dodrZovani
platnych zakonu na ochranu osobnich
udaju a ustanoveni této DPA, a (i)
zdznam o v8ech kategoriich &innosti
zpracovani provadénych podle smilouvy.
Tyto zaznamy o ¢&innostech zpracovani
budou pfinejmensim obsahovat jeho
pravni ur€eni a jmeéna a kontaktni udaje
jeho zastupcl (napfiklad véetné jeho
povéience pro ochranu osobnich udaju,
existuje-li), kategorie provadénych
¢innosti zpracovani, pfenosy osobnich
udaju do zemi tfeti strany a technické a
organizacni bezpecnostni opatieni, ktera
prijal.  Tyto zdznamy o &innostech
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measures it has implemented. It shall
make such records of Processing
activities available upon request to any
competent Supervisory Authority and/or
to the Controller;

d. immediately inform the Controller if it has
reason to believe that all or part of the
Processing infringes Applicable Data
Protection Law or any relevant
applicable law. In such a case, Controller
and Processor shall cooperate in good
faith to determine whether the
Processing must be regarded as a
breach of Applicable Data Protection
Law, and whether, as a result, the
Processing should be suspended,
amended and re-initiated or alternatively
if the Processing - as well as the Contract
and this DPA - shall be terminated;

e. only disclose or permit the disclosure of
Personal Data to Approved
Subprocessor or collaborators who are
(i) properly trained on the Processing of
Personal Data and (i) subject to
confidentiality and data protection
obligations at least as stringent as those
contained in the Contract and this DPA,
or as required by applicable Supervisory
Authorities.  Processor shall  be
responsible for any breach of this DPA
by its Approved Subprocessors or
Collaborators;

f. where it intends to transfer Personal
Data in the context of the Contract
outside of the region where it is originally
collected or hosted, (i) ensure that the
transfer is governed by relevant
safeguards, as defined by Applicable
Data Protection Law, to maintain an
adequate protection of Personal Data in
compliance with  Applicable Data
Protection Law(s) and (ii) obtain, as
applicable, any relevant consents,
authorizations or permits from Data
Subjects or competent Supervisory
Authorities.

g. process and retain the Personal Data
only for the period set out in Article 12 of
the Contract and in any event for no
longer than any statutory or professional

zpracovani na  zadost  zpfistupni
jakémukoli  pfislusnému  dozorovému
organu a/nebo spravci udaju;

neprodlené informovat spravce udaju,
pokud bude mit diivod se domnivat, ze
veSkeré nebo &ast zpracovani porusuje
zakony na ochranu osobnich udaju nebo
jakékoli relevantni platné zakony. V
takovém pripadé budou spravce udaji a
zpracovatel v dobré vife spolupracovat,
aby stanovili, zda musi byt zpracovani
povazovano za porudeni platnych zakonu
na ochranu osobnich udaji a zda by, v
dasledku toho, mélo byt zpracovani
pozastaveno, upraveno a znovu zahajeno
nebo alternativné zda bude zpracovani —i
tato smlouva a tato DPA — ukongeno;

pouze zpfistupfiovat nebo povolovat
zpfistupnéni osobnich udaji schvalenym
dil¢im zpracovateliim nebo
spolupracovnikim, ktefi (i) jsou spravné
prodkoleni ve zpracovani osobnich udaju,
a (i) podiehaji mi¢enlivosti a zavazkim na
ochranu udajl pfinejmendim tak pfisnym,
jako jsou ty, obsazené ve smlouvé a této
DPA, pfipadné, jak to vyZaduji pfisludné
dozorové organy. Zpracovatel bude
odpovidat za jakékoli porudeni této DPA
jeho schvalenymi dil€imi zpracovateli
nebo spolupracovniky;

pokud zamysli pfena3et osobni udaje v
ramci smlouvy mimo oblast puvodniho
shromazdovani nebo pofadani, (i) zajisti,
Ze pienos je upraven relevantnimi
bezpeénostnimi pojistkami, definovanymi
v platnych zékonech na ochranu osobnich
udaji, k zachovani adekvatni ochrany
osobnich Udaji v souladu s platnymi
zakony na ochranu osobnich udaja, a (ii)
zajisti, dle situace, ve8keré relevantni
souhlasy, schvdleni nebo povoleni od
subjektd  udaj0  nebo  pfisludnych
dozorovych organa.

zpracovavat a uchovavat osobni udaje
pouze po dobu uvedenou v &lanku 12
smlouvy a v jakémkoli piipadé ne déle,
nez je dano zakonem nebo profesnimi
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3.3.

3.4.

3.5.

3.6.

retention periods under any Applicable
Data Protection Law or other mandatory
laws or regulations;

h. provide Controller with the name of its
representative for the Processing of
Personal Data (for example: the name of
the data protection officer);

It is also agreed between the Parties that
INVESTIGATOR and/or INSTITUTION shall
never disclose, whether directly or indirectly,
any directly identifying Personal Data, such as
names, address and contact details, to the
SPONSOR. INVESTIGATOR and/or
INSTITUTION shall be responsible to put in
place all relevant technical and organizational
measures and procedures to ensure such
disclosures will not happen.

For the Study Purpose, the Parties agree that
INVESTIGATOR shall be responsible to
provide all Data Subjects with all necessary
information regarding the Processing, in
compliance with article 7 of the Contract.

When collecting the Personal Data from the
Data  Subjects, INVESTIGATOR and
INSTITUTION shall ensure that the Personal
Data is accurate and shall maintain them up to
date.

INSTITUTION and INVESTIGATOR shall be
responsible to ensure that Data Subjects can
exercise effectively their rights regarding the
Processing of their Personal Data for Study
Purpose. As a consequence, INSTITUTION
undertakes to implement all adequate
technical and organizational measures
designed to ensure that it can and will, on
behalf of SPONSOR, address all requests from
Data Subjects for the exercise of the rights set
out below within a maximum duration of 1 (one)
month. Notwithstanding the above,
INSTITUTION will forward any inquiries which
cannot be answered or processed to the
SPONSOR so that the SPONSOR can answer

obdobimi uchovavani podle platnych
zakond na ochranu osobnich adaju nebo
jinych povinnych zakond nebo nafizeni;

h. poskytne spravci Udaji jméno svého
zastupce pro zpracovani osobnich udaja
(napfiklad: jméno povéience pro ochranu
osobnich udajd);

3.3.Smluvni strany se rovnéz dohodly, ze
ZKOUSEJICi  amebo  ZDRAVOTNICKE
ZARIZENI nikdy nepfistupni, ani pfimo &i
nepfimo, 2adne pfimo identifikujici osobni
udaje, napfiklad jména, adresu a kontaktni
udaje, ZADAVATELI. ZKOUSEJICI a/nebo
ZDRAVOTNICKE ZARIZENI budou odpovidat
za zavedeni v8ech pfisludnych technickych a
organiza¢nich opatfeni a postupu, aby zajistili,
Ze k takovému zpfistupnéni nedojde.

3.4.Pro ucel studie se smluvni strany dohodly, Ze
ZKOUSEJICI bude odpovidat za poskytnuti
vSech nezbytnych informaci o zpracovani
v8em subjektim udaji v souladu s élankem 7
smlouvy.

3.5. Pfi shromazdovani osobnich Gdaji od subjektd
udaju zajisti ZKOUSEJICi a ZDRAVOTNICKE
ZARIZENI, Ze osobni udaje jsou presné, a
budou je vést v aktudlni podobé.

3.6.ZDRAVOTNICKE ZARIZENI a ZKOUSEJiCi
budou odpovidat za to, Zze subjekty udajl
budou moci u€inné uplatnit sva prava s
ohledem na zpracovani svych osobnich udaja
pro Ggel studie. V dusledku toho se
ZDRAVOTNICKE ZARIZENI zavazuje zavést
vedkera adekvatni technickd a organizacni
opatieni navrZzena s cilem zajistit, Ze jménem
ZADAVATELE bude moci a bude reagovat na
v8echny zadosti subjektd udaji o uplatnéni
prav uvedenych nize v maximalni Ihaté 1
(jednoho) mésice. Bez ohledu na wvySe
uvedené ZDRAVOTNICKE ZARIZENI preda
v8echny dotazy, na které nelze reagovat nebo
je zpracovat, ZADAVATELI, aby ZADAVATEL

to the data subjects through the INSTITUTION. mohl odpovédét subjektim udaju

The communications between INSTITUTION prostfednictvim ZDRAVOTNICKEHO

and SPONSOR will be done in a ZARIZENI. ~ Komunikace mezi

pseudonymized form using the study-specific ZDRAVOTNICKYM ZARIZENIM a

identification number. In addition, ZADAVATELEM bude probihat v

INSTITUTION and/or INVESTIGATOR shall pseudonymizované formé pomoci
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3.7.

3.8.

promptly inform the SPONSOR of any
objection to the Processing that may affect the
use of the Personal Data under the Contract,
or of any claim regarding the Processing of
Personal Data carried out within the framework
of the Contract, including allegation that the
Processing is carried out in violation of the
rights of the Data Subjects. INSTITUTION shall
maintain a register of these requests and
provide it to SPONSOR wupon to
SPONSOR(s)’s request.

In the event of a Personal Data Breach that
compromises the security, privacy,
confidentiality or integrity of Personal Data, the
INVESTIGATOR and/or the INSTITUTION,
when it suffered or committed the Personal
Data Breach, shall comply with Applicable Data
Protection Law and at its own costs:

¢ notify without undue delay and in any
case within twenty-four (24) hours of
becoming aware of it, the SPONSOR
about the Personal Data Breach and
detail in the notification the nature of the
Personal Data Breach, the categories
and approximate number of Data
Subjects concerned, the categories and
approximate number of Personal Data
records concerned and the likely
consequences of the Breach,

o after investigating the causes of such
Personal Data Breach, take such actions
to minimize the effects of any Personal
Data Breach,

¢ shall record all information relating to the
Personal Data Breach, including the
results of its own investigations and
investigations by authorities,

e take all measures as necessary to
prevent future Personal Data Breach.

Upon request, Processor shall provide
reasonable assistance to allow Controller to
develop a data protection impact assessment,
notably by providing clear, complete and
accurate information about the Processing to
the SPONSOR/Party handling the DPIA.

identifikaéniho Cisla specifického pro studii.
Déale budou ZDRAVOTNICKE ZARIZENI
a/nebo ZKOUSEJICI neprodleng informovat
ZADAVATELE o jakékoli namitce vudi
zpracovani, ktera by mohla ovlivnit pouZiti
osobnich udaja podle smlouvy, pfipadné o
jakémkoli naroku tykajicim se zpracovani
osobnich udaju provadéném v ramci smlouvy,
véetné domnénky, Ze zpracovani je provadéno
v rozporu s pravy subjektd udajd.
ZDRAVOTNICKE ZARIZENI povede po celou
dobu registr téchto Zadosti a na Zadost
ZADAVATELE jej pfreda ZADAVATELI.

3.7.V piipadé porudeni zabezpeleni osobnich
udaju, které ohrozi bezpelnost, soukromi,
davérnost nebo celistvost osobnich udajd,
ZKOUSEJICi  a/mebo ~ ZDRAVOTNICKE
ZARIZENI budou v okamZiku utrp&ni nebo
spachani poruSeni zabezpefeni osobnich
udaju postupovat podle platnych zakond na
ochranu osobnich udaji a na své vlastni
naklady:

* neprodlené uvédomi do dvaceti Ctyf (24)
hodin od Zjisténi porudeni
ZADAVATELE o porudeni zabezpeleni
osobnich udajd a podrobné uvedenou v
tomto oznameni povahu porudeni
zabezpeceni osobnich udajl, kategorie
a pfiblizny pocet dotéenych subjektl
udaju, kategorie a pfiblizny pocet
dotéenych z&znamd osobnich udaju a
pravdépodobné nasledky tohoto
poruseni,

o po vySetfeni pfi¢in takového porudeni
zabezpe€eni osobnich udaju pfijme
takové kroky, aby minimalizoval u&inky
tohoto porudeni zabezpedeni osobnich
udaja,

 zaznamend vedkeré informace o tomto
poruseni zabezpedeni osobnich udaji,
vCetng vysledkd vlastniho Setfeni a
Setfeni organa,

o pfijme vedkera opatfeni, jak to bude
nezbytné, aby zabranil budoucimu
porudeni zabezpeleni osobnich udaju.

3.8.Na zZadost poskytne zpracovatel pfimérenou
asistenci, aby spravci udaju  umoznil
vypracovat hodnoceni dopadu na ochranu
udaja, predevdim poskytnuti jasnych, uplnych
a pfesnych informaci o  zpracovani
ZADAVATELI / strané feSici DPIA.
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3.9.

1.1.

1.2,

5.

For the Study Purpose, SPONSOR shall be the
main point of contact to answer any queries or
requests for information by competent
Supervisory Authorities. In the event of such
queries, requests for information or
investigations from competent Supervisory
Authorities, INSTITUTION and
INVESTIGATOR shall immediately inform
SPONSOR and consult with SPONSOR about
the best course of action. As far as possible,
INSTITUTION and INVESTIGATOR shall
submit any intended filing, declaration or
statement to SPONSOR for advice prior to its
communication to any Supervisory Authority.

Security measures

Processor shall take, implement and maintain
during the entire term of the Contract, all
appropriate technical and organizational
security measures which shall ensure the
confidentiality, integrity, availability and
resilience of its Processing systems and
service. To that end, the Controller will define,
implement and monitor the application of a
security and confidentiality policy. Regarding
the technical and organizational measures
designed to mitigate the risks, this policy shall
at least describe:

- measures to ensure the physical security
of equipment and premises and the
provisions made for file backup;

- conditions of access to data, in particular
the management of access rights,
identification and authentication
measures, procedures;

- measures ensuring traceability of access
to medical information and connection
history;

- security measures to be implemented for
data transfer.

- research data must not be entered, even
temporarily, on any tools other than those
used for the processing;

In the event of direct data entry by clinical
research professionals or on the premises of a
data processor, the remote data entry tool must
be secured, in particular by user authentication
and encryption of data flows.

Liability

3.9.Pro ufely studie bude ZADAVATEL hlavni
kontakini osobu pfi odpovidani na dotazy i
Zadosti o informace ze strany pfisluSnych
dozorovych organd. V pfipadé takovych
dotaz(, Zzadosti o informace nebo 3etfeni ze
strany pfisludnych dozorovych organd budou
ZDRAVOTNICKE ZARIZENI a ZKOUSEJiCIi
neprodlené informovat ZADAVATELE a poradi
se se ZADAVATELEM o nejlepSich moznych
krocich. Bude-li to mozné, ZDRAVOTNICKE
ZARIZENI a ZKOUSELJICI predlozi veskeré
zamy$lené podani, prohladeni nebo vyjadieni
ZADAVATELI, aby se poradili, nez budou
komunikovat s dozorovym organem.

4. Bezpecnostni opatieni

4.1. Zpracovatel pfijme, zavede a v priib&hu celého
trvani smlouvy bude vést v platnosti v8echna
pfisludna technicka a organizacéni
bezpe&nostni opatieni, ktera zajisti dlvérnost,
celistvost, dostupnost a odolnost systemu a
sluzby zpracovani. Z toho duvodu bude
spravce udajio definovat, implementovat a
monitorovat  uplatiiovani  bezpe&nostnich
zasad a zasad davémnosti. Co se tyka
technickych a  organizaénich  opatieni
vytvofenych za ugelem zmirnéni rizik, budou
tyto zasady pfinejmensim popisovat:

zasady zajistujici fyzické zabezpeceni
vybaveni a prostor a zaopatieni pro
zélohu souborq;

- podminky pfistupu k udajum, predevsim
spravu pfistupovych prav, identifikaéni a
ovéfovaci opatieni, postupy;

- opatfeni zajistujici sledovatelnost
pfistupu ke zdravotnim informacim a
historii pfipojeni;

- bezpet€nostni opatieni implementovana
pro pfenos udaju.

- vyzkumné udaje nesmi byt zadavany, ani
docasng, do jinych nastrojd, nez do téch,
které se pouzivaji ke zpracovani;

4.2.V pfipadé pfimého zadavani udaju klinickymi
vyzkumnymi odborniky nebo v prostorach
zpracovatele udaju, musi byt nastroj pro
zadavani dat na dalku zabezpelen, pfedevdim
ovéfenim uzivatele a Sifrovanim datovych toka.

5. Odpovédnost
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5.1.

5.2.

5.3.

5.4.

Processor shall be fully accountable and
liable in the event of any breach of its
obligations under this DPA and/or non-
compliance with the Applicable Data
Protection Law.

Each Party (the “Indemnifying Party”) agrees
to indemnify, defend, and hold harmless the
other Party, its affiliates, trustees, officers,
employees, agents, and successors
(hereinafter referred to collectively as
"Indemnitee(s)") from and against any claim,
demand, proceeding, action, liability, suit,
expense, fine, penalty, damage, loss and/or
cost (including without limitation legal and
other professional advisers fees) resulting or
arising from any claims, actions, demand or
suits from a Data Subject, a Third Party
and/or a Supervisory Authority (collectively
“Claim”) that are incurred by or suffered by,
made or instituted against the Indemnitees,
and which arise out of, result from or are
based on (i) the Indemnifying Party failure to
adhere to and comply with the terms of this
DPA, (i) the Indemnifying Party failure to
comply with the Applicable Data Protection
Law, or (iii) the Indemnifying Party gross
negligence or willful misconduct, for a
Processing activity for which it is responsible
as per this DPA. If Controller and Processor
both contributed to the failure that gave rise
to the same Claim, their liability shall be
shared pro rata their contribution. When their
respective contribution cannot be
determined, their liability shall be shared in
equal parts.

Use of a Subprocessor shall not release
Processor from its obligations under this
DPA. Processor remains solely responsible
for the work and activities of its
Subprocessors, and Processor shall be held
liable for the acts and omissions of any of its
Subprocessor(s) to the same extent as if the
acts or omissions were performed by said
Party.

This section prevails over the provisions
relating to liability and/or indemnification in
the Contract and as the case may be, any
separate letter of indemnification.

5.1.Zadavatel

5.3. Vyuziti

bude plné odpovédny a
zodpovédny v pfipadé jakéhokoli porudeni
svych povinnosti podle této DPA a/nebo
nedodrzeni platnych zakon( na ochranu
osobnich udaju.

5.2.Kazda smluvni strana (,0d$kodnujici strana)

se zavazuje od3kodnit, obhajovat a chranit
druhou stranu, jeji pfidruzené spolegnosti,
zplnomocnénce, Ufedniky, zaméstnance,
zastupce a nabyvatele (dale souhrnné jen
jako ,od3kodriovana osoba“) vi&i vedkerym
narokim, pozadavkim, fizenim, krokdam,
odpovédnosti, pfim, vydajum, pokutam,
penalizaci, $kodam, ztraté a/nebo nakladd
(mimo jiné véetné nakladim na pravni a jiné
odborné zastoupeni) vzniklé nebo vytvoiené v
dasledku  vedkerych  narok, krokd,
pozadavk( nebo pfi od subjektll udajd, treti
strany a/nebo dozorového organu (souhrnné
Lnarok®), které vzniknou nebo jsou utrpény,
ucinény nebo zahajeny proti od8kodrfiovanym
osobam a které vznikly z davodu, v dusledku
nebo na zékladé (i) nedodrzeni podminek této
DPA od8kodnujici stranou, (ii) nedodrzeni
platnych zakon( na ochranu osobnich udaja
od3kodriujici stranou nebo (i) hruba
nedbalost nebo zamémné  pochybeni
od3skodriujici strany pfi ¢innosti zpracovani, za
niz je odpovédna dle této DPA. Pokud
spravce Udaju i zpracovatel oba pfispéli k
tomuto nedodrzeni, které bylo pficinou vzniku
tehoz naroku, jejich odpovédnost bude
sdilena pomérné k jejich pfispéni. Pokud
nelze stanovit pfisludny pomér pfispéni,
ponesou odpovédnost rovnym dilem.

dil¢éich  zpracovatell nezbavuje
zpracovatele jeho zavazku podle této DPA.
Zpracovatel vyhradné zistava odpovédny za
praci a ¢&innosti dil¢ich zpracovatell a
zpracovatel ponese odpovédnost za konani i
nekonani libovolného jeho dil€iho
zpracovatele ve stejném rozsahu, jako by toto
konani ¢&i nekonani provedla jmenovana
smluvni strana.

5.4.Tento bod prevlada nad ustanovenimi o

odpovédnosti a/nebo od8kodnéni ve smlouvé
a dle situace nad jakoukoli samostatnou
dohodou o od3kodnéni.
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