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INVESTIGATOR/ INSTITUTION CONTRACT

SMLOUVA SE ZKOUSEJiCiMm /
ZDRAVOTNICKYM ZARIZENIM

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

Tato smlouva (dale ,smlouva“) byla uzaviena

mezi nasledujicimi stranami:

_’

Kyjevska 44, Pardubice, Postcode 532 03, Czech
Republic,

_7

Kyjevska 44, Pardubice, PSC 532 03, Ceska
republika,

Hereinafter the “INVESTIGATOR”,

dale jako ,ZKOUSEJICI*,

AND

Nemocnice Pardubického kraje, a.s.,

Kyjevska 44, Pardubice, Postcode 531 03, Czech
republic, Identification number: 27520536, Tax
Identification Number: CZ27520536,

Nemocnice Pardubického kraje, a.s.,
Kyjevska 44, Pardubice, PSC 531 03, Ceska
republika, IC: 27520536, DIC: CZ27520536,

Hereinafter the “INSTITUTION”

déle jako ,ZDRAVOTNICKE ZARIZENI*

AND

Quintiles Czech Repubilic, s.r.o., having a place

of business at Praha 5, Jinonice, Radlicka

Quintiles Czech Republic, s.r.o. se sidlem
Praha 5, Jinonice, Radlicka 714/113a, PSC 158
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714/113a, zip code 158 00 Prague, Czech
Republic, Identification number: 247 68 651, Tax
identification number: CZ247 68 651,

00 Praha, Ceska republika, IC: 247 68 651, DIC:
CZ247 68 651,

Hereinafter “CRO”

dale jako ,CRO".

The INVESTIGATOR, the INSTITUTION, and
CRO, are hereinafter individually referred to as a

“Party” or collectively referred to as the “Parties”.

ZDRAVOTNICKE ZARIZENI, ZKOUSEJICi a
CRO jsou v tomto dokumentu oznaCovany
souhrnné jako ,smluvni strany“, samostatné

jako ,smluvni strana“.

WITNESSETH:

TiMTO SE STVRZUJE:

WHEREAS, Sanofi-Aventis Groupe, having its
registered office at 54 Rue La Boetie 75 008
Paris (hereinafter the “SPONSOR?”) is sponsoring
a multi-center study (hereinafter the “Study”) to
evaluate alirocumab in accordance with the
following protocol and its amendments: Protocol
Number OBS15072, entitled, “ODYSSEY
LEGACY Disease Observational Study: Long-
term legacy effects of LDL-C lowering with
alirocumab: observational follow-up of the
ODYSSEY OUTCOMES study’ (hereinafter the
“Protocol’, which term shall include any
amendments made to the Protocol from time to
time).

VZHLEDEM K TOMU, ZE Sanofi-Aventis
Groupe, se sidlem 54 Rue La Boetie 75 008
Pafiz (dale jako ,ZADAVATEL®) je zadavatelem
multicentrické studie (dale jako ,Studie)
hodnotici alirocumab v souladu s nasledujicim
protokolem a jeho dodatky: Cislo protokolu
OBS15072, nazvana ,,Observacni studie
ODYSSEY LEGACY: Dlouhodobé zdédéné
ucinky sniZzeni LDL-C pomoci alirocumabu:
observacéni kontrolni studie ODYSSEY
OUTCOMES* (dale jako ,protokol®, pficemz
tento termin zahrnuje jakékoliv zmény provedené
v protokolu v té které dobé).

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.

VZHLEDEM K TOMU, ZE ZADAVATEL uzavrel
smlouvu s CRO, na jejimz z&kladé povéfil CRO
jednanim a uzavienim smluv o klinickych
hodnocenich s pracovisti/zdravotnickymi
zafizenimi U€astnicimi se studie.

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.

VZHLEDEM K TOMU, ZE CRO ujistuje a
zaruCuje, Ze ma veSkerou pravomoc nezbytnou k
uzavieni této smlouvy a Ze ZADAVATEL poveéil
CRO odsouhlasit povinnosti ZADAVATELE
popsané v této smlouvé jménem ZADAVATELE.
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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
participating patients and the references to the
Protocol shall include any protocols related to
such substudies.

VZHLEDEM K TOMU, ZE ZADAVATEL mdze
také provadét dil¢i studie v ramci celkové studie
a Ze vSechny odkazy na studii zahrnuji jakékoliv
dil&i studie, které jsou provadény a u€astnicich
se pacientech a odkazy na protokol zahrnuji
jakékoliv protokoly tykajici se takovych dilich
studii.

WHEREAS, the INSTITUTION and the
INVESTIGATOR having each received and
reviewed the Protocol for the Study to evaluate
their interest in participating in the Study, wish to
participate in the Study and undertakes that they
have sufficient authority, competence and
experience in research, along with the necessary
infrastructure and technical means to perform the
Study,

VZHLEDEM K TOMU, ZE ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICI poté, co kazdy obdrzel
a prostudoval si protokol pro studii, aby
vyhodnotil svij podil na ucasti ve studii, si preji
zUcastnit se studie a ujistuji, ze maji dostatecnou
pravomoc, kompetenci a zkuSenosti s vyzkumem
spole€né s nezbytnou infrastrukturou a
technickymi prostfedky k provadéni studie.

In consideration of the undertakings and
commitments set forth herein, the Parties agree
to enter into the Contract, which provisions shall
apply in compliance with those of the Protocol.

Jako protiplnéni za ujisténi a zavazky stanovené
v této smlouvé strany souhlasi s tim, Ze uzavfou
smlouvu, jejiz ustanoveni plati v souladu s
ustanovenim protokolu.

ARTICLE 1 - PROTOCOL

CLANEK 1 - PROTOKOL

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.

Studie se provadi pfisné ve shodé s protokolem,
jak byl pfedlozen pFislusné nezavislé etické
komisi (,NEK/IRB") k ziskani pFiznivého
nazoru/souhlasu a jak by doplnén od té doby v té
které dobé. Kopie protokolu byla doru¢ena
ZKOUSEJICIMU a jim podepséana.

Any amendment to the Protocol shall be notified
to the relevant IEC/IRB according to local
regulations. All terms of the Protocol and any
further amendments to the Protocol are
incorporated hereunder and are part of the
Contract.

Jakykoliv dodatek protokolu musi byt oznamen
pFislusné NEK/IRB podle mistnich pfedpisu.
VSechny podminky protokolu a jakékoliv dalSi
dodatky protokolu jsou zalenény do této
smlouvy a jsou jeji soucasti.
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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.

Pokud se pfipadné objevi jakékoliv nesrovnalosti
mezi touto smlouvou a protokolem, tato smlouva
bude urcujici s vyjimkou medicinskych a
klinickych zalezZitosti, u nichz bude urcujici
protokol.

ARTICLE 2 - STUDY SITE

CLANEK 2 — STUDIJNi PRACOVISTE

The Study shall be performed at the
INSTITUTION. The INVESTIGATOR and the
INSTITUTION hereby represents warrants and
covenants that they will obtain and maintain any
necessary authorization from the representatives
of the INSTITUTION.

Studie se musi provadét ve ZDRAVOTNICKEM
ZARIZENI. ZKOUSEJICi a ZDRAVOTNICKE
ZARIZENI timto ujistuji, zaruduji se a zavazné
slibuji, Ze ziskaji a udrzi si jakékoliv nezbytné
povoleni od zastupcti ZDRAVOTNICKEHO
ZARIZENI.

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 INSTITUTION, including but not
limited to the costs of the Collaborators (as
defined in article 5.2).

Aby se pfedeslo pochybnostem, &astky
vyplacené podle Pfilohy A smlouvy zahrnuji
globalni nahrady za provadéni studie
vykonavané ve ZDRAVOTNICKEM ZARIZENI,
zejména naklady na spolupracovniky (jak je
definuje odstavec 5.2).

ARTICLE 3 - COMPLIANCE

CLANEK 3 — DODRZOVANI POKYNU

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 Conference on
Harmonization (hereinafter the “ICH —
GCP”), (iv) guidelines for Good
Epidemiology Practice (hereinafter
“GEP”), (v) the Declaration of Helsinki, as
amended and all applicable amendments
laid down by the World Medical
Assemblies, and (vi) the specific
procedures provided by the SPONSOR
applicable for conducting the Study.

31 Studie musi byt provadéna v souladu s (i)
protokolem, (ii) vdemi platnymi zakony,
pravidly a pfedpisy, (iii) Smérnicemio
spravné klinické praxi Mezinarodni rada
pro harmonizaci (dale jako ,ICH — SKP*),
(iv) pokyny pro spravnou
epidemiologickou praxi (dale jako ,GEP*),
(v) Helsinskou deklaraci v platném znéni
a vSemi platnymi zménami stanovenymi
Svétovymi medicinskymi shromazdénimi
a (vi) konkrétnimi postupy stanovenymi
ZADAVATELEM platnymi pro provadéni
studie.

Template — 26August 2016
Study version date: 240ct2017
Site version date:18May2018




Vzorova smlouva se zkousejicim/zdravotnickym zafizenim
C. protokolu: OBS15072
Zemé: Ceska republika

Jméno hlavniho zkousejiciho: | EGTNGEG

ROW

CRF/eCRFs to the SPONSOR.

3.2 The INVESTIGATOR and the 3.2 ZKOUSEJiCi a ZDRAVOTNICKE
INSTITUTION shall ensure that all ZARIZENI zajisti, Ze se budou dodrzovat
procedures defined in the Protocol are vSechny postupy definované protokolem,
complied with, so that all data coming aby vSechny udaje pochéazejici ze
from the INSTITUTION are reliable and ZDRAVOTNICKEHO ZARIZENI byly
have been processed correctly spolehlivé a byly spravné zpracovany
(especially the randomization lists, and (podle situace zejména randomizacni
the blind character of the Study as the seznamy a zaslepeny charakter studie) a
case may be) and will ensure that the zajisti, Ze obsah zaznamu subjektu
content of the case report form (“CRF”) hodnoceni (dale ,CRF*) /elektronického
/electronic case report form (“e-CRF”) will zdznamu subjektu hodnoceni (dale ,e-
accurately reflect source documents. CRF*) bude pfesné odrazet zdrojové

dokumenty.

3.3 The INVESTIGATOR shall submit 33 ZKOUSEJICI predlozi CRF/eCRF

ZADAVATELI.

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.

ZKOUSEJICI a jakykoliv spolupracovnik
(tento termin je definovan v odstavci 5.2)
bude vySkolen CRO v souvislosti s
pouzivanim CRF/eCRF.

ARTICLE 4 - TERM

CLANEK 4 — DOBA PLATNOSTI

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

Tato smlouva vstupuje v platnost posledni den
jejiho podpisu (dale jako ,datum platnosti‘) a
u€innosti nabyde okamzikem zvefejnéni

v registru smluv dle zakona €. 340/2015 Sb.
Uginnost smlouvy vyprsi poté, co ZADAVATEL
obdrzi vS§echny udaje vytvofené podle této
smlouvy a po dokon&eni uzaviraci navstévy.

The Parties estimate that the whole Study will
take approximatoly I
months from the first visit of the first
Patient (as defined below) to the last visit of the
last Patient. The Study duration can be modified

upon written notice from SPONSOR and CRO.

Smluvni strany odhaduiji, Ze cela studie bude
tvat priblizne A N o
prvni navstévy prvniho pacienta (jak je
definovana nize) do posledni navstévy
posledniho pacienta. Doba trvani studie muze byt
upravena na zakladé pisemného oznameni od

ZADAVATELE A CRO.
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ARTICLE 5 - ITEMS SUPPLIED BY THE

SPONSOR

CLANEK 5 - POLOZKY DODANE

ZADAVATELEM

5.1

SPONSOR (or its designee) shall provide
the INVESTIGATOR and/or the
INSTITUTION with all necessary
information, documents and materials,
including but not limited to:

5.1

ZADAVATEL (nebo jim povéfena osoba)
poskytne ZKOUSEJICIMU anebo
ZDRAVOTNICKEMU ZARIZENI vSechny
nezbytné informace, dokumenty a
materidly, zejména:

the Protocol,

protokol,

the CRF/e-CRF

CRF/eCRF.

5.2

The INVESTIGATOR, the Collaborators
and the INSTITUTION shall use the
information and documents 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.

5.2

ZKOUSEJICI, spolupracovnici a
ZDRAVOTNICKE ZARIZENI pouzivaji
informace a dokumenty poskytnuté
ZADAVATELEM vylu€né pro ucely studie
nebo pro splnéni svych vlastnich
regulaénich povinnosti s vylou€enim
jejich pouziti ke svému prospéchu i
prospéchu tfeti strany.

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.

Pro u€ely smlouvy termin
~Sspolupracovnici‘ znamena jakoukoliv
osobu zapojenou do studie, zejména
partnery, dil¢i zkouSejici, biology,
asistenty a zdravotni sestry.

Unless otherwise instructed by the
SPONSOR or required by applicable laws
and regulations, the information and
documents shall, upon completion of the
Study be returned to the SPONSOR or
put at its disposal for removal.

Pokud ZADAVATEL nevyda jiné pokyny
nebo pokud to nevyZaduji platné zakony
a predpisy, informace a dokumenty musi
byt vraceny ZADAVATELI nebo pfedany
k likvidaci pro odstranéni po dokonceni
studie.

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

ZDRAVOTNICKE ZARIZENI anebo
ZKOUSEJICI zavazi spolupracovniky
plnit povinnosti nejméné tak pfisné, jako
jsou povinnosti stanovené smlouvou.
Proto ZDRAVOTNICKE ZARIZENI anebo
ZKOUSEJICI odpovidaji za ptipadné

.
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liable should any of the Collaborators fail
to comply with any of the obligations
provided for in this Contract.

nedodrZeni povinnosti stanovenych v této
smlouvé ze strany kteréhokoliv ze
spolupracovnik.

ARTICLE 6- PATIENTS RECRUITMENT

CLANEK 6 — NABOR PACIENTU

the SPONSOR reserves the right to
request the INVESTIGATOR to limit the
recruitment of further Patients 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 patient who has not yet
signed informed consent. The
INVESTIGATOR shall upon receipt of
such notice immediately stop further
recruitment of Patients. Payments shall
only be made according to the number of
Patients recruited up to the date of receipt
of the notice. CRO or the SPONSOR will
not take any responsibility and make any
payment for the Patients recruited after
this date.

6.1 The INVESTIGATOR has estimated that | 6.1 ZKOUSEJICI odhadl, ze maze provést
he/she can recruit a maximum OI nabor maximalné ] pacientt (dale
Patients (the “Patients”), within pacienti“) b&hem within ﬁ

. This target of recruitment . Tento naborovy cil Ize zvySit
can be increased or decreased only upon nebo snizit na zakladé pisemného
written notice from the SPONSOR or oznameni od ZADAVATELE nebo CRO.
CRO. The INVESTIGATOR undertakes to ZKOUSELJICI ujistuje, ze dodrzuje v
comply with the Sponsor’s or CRO’s souvislosti s cilovym naborem pacientt
instructions in regards to the Patient pokyny ZADAVATELE nebo CRO.
recruitment target.

6.2 Especially in case of multicenter studies, | 6.2 Zvlasté v pfipadé multicentrickych studii

si ZADAVATEL vyhrazuje pravo
pozadovat od ZKOUSEJICIHO, aby
omezil nabor dal$ich pacientt nebo s
naborem pfestal, zejména v pfipadg, Zze
bylo dosazeno globalniho naborového
cile pro studii. V takovém pfipadé musi
ZADAVATEL anebo CRO oznamit
ZKOUSEJICIMU, Ze musi zastavit nabor
jakéhokoliv pacienta, ktery dosud
nepodepsal informovany souhlas.
ZKOUSEJICI po dorugeni takového
oznameni neprodlené zastavi dalSi nabor
pacientl. Platby se provadi pouze podle
poctu pacientl ziskanych v naboru az do
dne doruceni oznameni. CRO ani
ZADAVATEL neprebira zadnou
odpovédnost za pacienty ziskané v
naboru po tomto datu a neuhradi za né
Zadnou platbu.

ARTICLE 7 - CONSENT OF THE PATIENTS

CLANEK 7 — SOUHLAS PACIENTU
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Before any Patient’s participation in the Study,
the INVESTIGATOR shall fully inform any Patient
and/or, as the case may be, his/her legal
representative, in language understandable to
them, of all pertinent aspects of the Study.

Pred udasti pacienta ve studii musi ZKOUSEJICI
jakéhokoliv pacienta anebo podle situace jeho
zakonného zastupce plné informovat o vSech
pFisludnych aspektech studie v jazyce, kterému
oba rozumi.

The INVESTIGATOR shall ensure that all
Patients participating in the Study and/or their
legal representative (i) have received a copy of
the Patient informed consent form, and (ii) 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.

ZKOUSEJICI zajisti, aby vsichni pacienti
UCastnici se studie anebo jejich zakonny
zastupce (i) obdrzeli kopii formularie
informovaného souhlasu pacienta a (ii) vyjadfili
svUj pfedchozi souhlas podpisem formulare
informovaného souhlasu bez nepatficného
ovliviiovani nebo natlaku jakékoliv osoby pfimo
se podilejici na studii a pouze po fadném
pouceni.

ARTICLE 8 - MONITORING OF THE STUDY

CLANEK 8 — MONITOROVANI STUDIE

INSTITUTION and be regularly informed
about the performance of the Study and
shall collect all the documents and
information about the Study in
accordance with the Protocol, GEP, and
the ICH-GCP. He/she shall have access
to all records on the Patients (in the
extent specified by informed consent) and
all information pertaining to the Study, as
well as, copies thereof, if needed.

8.1 CRO will appoint monitor(s), bound by a | 8.1 CRO bude jmenovat monitora(y)
professional confidentiality obligation, vazaného profesionalni povinnosti
who will work with the INVESTIGATOR zachovavat davérnost, ktery bude
and the INSTITUTION to ensure proper spolupracovat se ZKOUSEJICIM a
conduct of the Study (hereinafter the ZDRAVOTNICKYM ZARIZENIM, aby
“Monitor(s)”). zajistil spravné provadéni studie

»monitor(Fi)).
8.2 The Monitor shall be entitled to visit the 8.2 Monitor ma opravnéni navstévovat

ZDRAVOTNICKE ZARIZENI a byt
pravidelné informovan o provadéni studie
a bude shromazdovat vSechny
dokumenty a informace o studii v souladu
s protokolem, GEP a ICH-SKP. Ma
pFistup ke véem zaznamuim pacientt (v
rozsahu stanoveném informovanym
souhlasem) a v8em informacim tykajicich
se studie a rovnéz i k jejich kopiim, pokud
je to zapotiebi.

ARTICLE 9 - ARTICLE LEFT INTENTIONALLY

CLANEK 9 — TENTO CLANEK BYL UMYSLNE

BLANK

VYNECHAN
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ARTICLE 10 - FINANCIAL TERMS AND
CONDITIONS

CLANEK 10 — FINANCNi PODMINKY

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
patients who are randomized into the
Study and do not conform to the
Protocol's inclusion and exclusion criteria
or for whom serious deviations from the
Protocol are made. If Patients are
enrolled in the Study but haven’t
completed it, the amount to be paid will
be calculated according to the fees of the
visits actually performed by this Patient.
No payment will be made for an ineligible
Patient incorrectly randomized into the

10.1  As consideration for the proper 10.1  Jako protiplnéni za fadné provadéni
performance by the INVESTIGATOR and povinnosti ZKOUSEJICIHO a
the INSTITUTION of their obligations ZDRAVOTNICKEHO ZARIZENI z jejich
under the Contract, CRO shall pay and/or strany podle smlouvy CRO zaplati anebo
reimburse on behalf of SPONSOR the bude refundovat jménem ZADAVATELE
INSTITUTION in compliance with the ZDRAVOTNICKEMU ZARIZENI v
payment terms defined in Exhibit A. souladu s platebnimi podminkami

definovanymi v pfiloze A.

10.2 The INSTITUTION will bear the 10.2 ZDRAVOTNICKE ZARIZENI ponese
responsibility for the declaration of these odpovédnost za pfihlaSeni téchto Castek
sums and for the payment of all taxes and ke zdanéni a za Uhradu v8ech dani a
social contributions on the fees received pFispévkl na socialni pojisténi z poplatku
hereunder. ziskanych podle této smlouvy.

10.3 Once payments set forth in Exhibit Aare | 10.3 Jakmile budou provedeny platby
made, SPONSOR or CRO shall have no stanovené v Pfiloze A, ZADAVATEL
further obligation toward the nebo CRO nebudou mit vici
INVESTIGATOR and/or the ZKOUSEJICIMU anebo
INSTITUTION. ZDRAVOTNICKEMU ZARIZENI zadné

dalSi zavazky.
10.4 Patient is considered as having 10.4 Ma se za to, Ze pacient dokoncil studii,

kdyz dokongil stanovené studijni obdobi a
byl vyhodnocen podle protokolu. Ma se
za to a je odsouhlaseno, Ze za pacienty,
ktefi jsou randomizovani do studie, ale
nesplfiuji zafazovaci a vylu€ovaci kritéria
protokolu nebo u nichZ doslo k zdvaznym
odchylkam od protokolu, nebude
vyplacena 24dné refundace. Pokud
budou pacienti zafazeni do studie, ale
nedokondi ji, bude vyplacena Castka
vypocitana podle poplatkll za navstévy
skute&né timto pacientem vykonané. Za
nezpusobilého pacienta nespravné
randomizovaného do studie nebo v
pFipadé, Ze pacient studii nedokongil kvl
nedbalosti, nespravnému lé€eni, poruseni
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Study or in case the Patient 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.

protokolu, imysinému protipravnim
ujednani ¢i opomenuti na strané
ZKOUSEJICIHO anebo
ZDRAVOTNICKEHO ZARIZENI, nebude
uhrazena zadna platba.

10.5 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.

10.5

Pro tuto studii poskytuje financovani
ZADAVATEL. ZADAVATEL se zavazuje
poskytnout CRO dostatek finan&nich
prostfedkud, aby CRO provadeéla platby
ZDRAVOTNICKEMU ZARIZENi v
souladu s podminkami této smlouvy. Aniz
by tim bylo dot&eno jakékoliv ustanoveni
této smlouvy, které mize byt vykladano
opacné, vSechny platby, které ma proveést
CRO podle této smlouvy, jsou podminény
skute¢nym doruc€enim takovych Castek k
vyplaté od ZADAVATELE CRO.

ARTICLE 11 - CONFIDENTIALITY AND
RESTRICTED USE

CLANEK 11 - DUVERNOST A OMEZENE

POUZITI

11.1  All information disclosed or provided by
the SPONSOR and/or CRO or produced
during the Study, including but not limited
to the Protocol, 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.

11.1

VSechny informace zpfistupnéné i
poskytnuté ZADAVATELEM anebo CRO,
pfipadné vyprodukované béhem studie,
zejména protokol, CRF/eCRF, vysledky
ziskané v prabéhu studie, finanéni
podminky smlouvy (dale ,diivérné
informace*), jsou duvérné. ZKOUSEJICI
a ZDRAVOTNICKE ZARIZENI souhlasi s
tim, Ze budou divérné informace
uchovavat jako divérné a nezpfistupni je
zadné treti strané bez pfedchoziho
pisemného souhlasu ZADAVATELE.
ZKOUSEJiCi a ZDRAVOTNICKE
ZARIZENI pouzivaji davérné informace
vyluéné pro ucely této studie.

Furthermore, the Parties agree to adhere
to the principle of confidentiality of the
personal data of the Patients,
INVESTIGATOR, INSTITUTION and
Collaborators involved in the Study. Each
Collaborator shall be subject to these
obligations of confidentiality and restricted

Smluvni strany dale souhlasi s tim, Ze
budou dodrzovat zasadu divérnosti
osobnich udaju pacientd,
ZKOUSEJICIHO, ZDRAVOTNICKEHO
ZARIZENI a spolupracovnik( zapojenych
do studie. Tyto povinnosti zachovavat
davérnost a omezeni pouZiti se vztahuji
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use. The INVESTIGATOR shall inform
the Collaborators of the confidential
nature of the Study and will only provide
them with the Confidential Information
that is strictly necessary for the
accomplishment of their tasks.

na kazdého spolupracovnika.
ZKOUSEJICI informuje spolupracovniky
o divérné povaze studie a poskytne jim
pouze divérné informace, které jsou
pfisné nezbytné k pInéni jejich ukold.

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.

11.2  Confidential Information shall not include | 11.2  Davérné informace nezahrnuji informace,
information that: (1) is at the time of které: (1) jsou v dobé& zpfFistupnéni
disclosure, or thereafter becomes, vefejné dostupné bez zavinéni
publicly available through no fault of ZKOUSEJICIHO ¢&i ZDRAVOTNICKEHO
INVESTIGATOR or INSTITUTION; (2) is ZARIZENI nebo se poté takovymi stanou;
disclosed to INVESTIGATOR or to (2) jsou zpfistupnény ZKOUSEJICIMU
INSTITUTION by a third party entitled to nebo ZDRAVOTNICKEMU ZARIZENI
disclose such information in a non- tfeti stranou opravnénou takové
confidential manner; (3) is known to informace zpfistupnit jako nedivérné; (3)
INVESTIGATOR or to INSTITUTION prior jsou znamy ZKOUSEJICIMU nebo
to disclosure under this Contract, as ZDRAVOTNICKEMU ZARIZENI pred
shown by INVESTIGATOR’s or zpfistupnénim podle této smlouvy, jak to
INSTITUTION'’s prior written records; (4) vyplyva z pfedchozich pisemnych
can be documented to have been zaznami ZKOUSEJICIHO nebo
independently developed by ZDRAVOTNICKEHO ZARIZENI; (4) Ize
INSTITUTION’s personnel without dokumentovat, Ze byly nezavisle vyvinuty
reliance on Confidential Information; or personalem ZDRAVOTNICKEHO
(5) is required by applicable law to be ZARIZENI bez spoléhani se na divérné
disclosed, provided that INVESTIGATOR informace nebo (5) se zvefejiuji na
or INSTITUTION gives SPONSOR zakladé pozadavkl danych zakonem s
prompt notice of such fact so that it may tim, e ZKOUSEJICI nebo
obtain a protective order or other ZDRAVOTNICKE ZARIZENI neprodieng
appropriate remedy concerning any such o této skute¢nosti bude informovat
disclosure, cooperate fully with ZADAVATELE, aby mohl ziskat
SPONSOR in connection with its efforts pFedbé&zné soudni opatfeni nebo jiny
to obtain any such order or other remedy, vhodny opravny prostfedek v souvislosti s
and disclose, where disclosure is jakymkoliv takovym zpfistupnénim, bude
necessary, only the information legally se ZADAVATELEM plIné spolupracovat v
required to be disclosed. rémci jeho uUsili na ziskani takového

pfedbézného opatfeni nebo jiného
opravného prostfedku a zpfistupni, pokud
bude zpfistupnéni nezbytné, pouze
informace, jejichz zpfistupnéni je
pravoplatné pozadovano.

11.3  The obligations of confidentiality and 11.3  Povinnost zachovavat davérny charakter

a omezené pouziti obsazené v této
smlouveé plati po dobu U¢&innosti smlouvy
a pretrvavaji 10 (deset) let ode dne jejiho
ukonceni, at' jiz je to na zakladé vyprSeni
jeji doby uginnosti, nebo pfed¢asného
ukonceni.
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ARTICLE 12 - RECORD RETENTION

CLANEK 12 — UCHOVAVANI ZAZNAMU

INVESTIGATOR and/or INSTITUTION shall
retain and preserve one (1) copy only of all data
generated in the course of the Study for the
longest of those time periods:

ZKOUSEJICi anebo ZDRAVOTNICKE ZARIZENi
uchovaji a ulozi pouze jednu (1) kopii vSech
udaj vytvofenych v pribéhu studie po nejdelsi z
téchto ¢asovych obdobi:

- five (5) years after final report or
publication of study results, whichever
comes later or ,

- pét (5) let po zavéreCné zpravé nebo
zverejnéni vysledkl studie, podle toho,
co nastane pozdéji, nebo

- such longer period as required by
applicable regulatory requirements, (the
“‘Retention Period”).

- takoveé delSi obdobi, jaké vyplyva z
pozadavku platnych pravnich pfedpisu
(dale ,obdobi uchovavani*).

Following the Retention Period, as instructed by
SPONSOR, INVESTIGATOR and/or
INSTITUTION will either forward such records to
SPONSOR at SPONSOR’s expense, retain such
records for a reasonable additional charge to be
negotiated, or destroy the records, and send
SPONSOR proof of such destruction. Patient files
should be retained as per GEP and GCP
requirements as defined in the Protocol and in
compliance with local regulations. No destruction
of records shall occur without SPONSOR’S
advance written approval.

Po obdobi uchovavani v souladu s pokyny
ZADAVATELE, ZKOUSEJICI anebo
ZDRAVOTNICKE ZARIZENI bud doruéi takové
zdznamy ZADAVATELI na naklady
ZADAVATELE, ulozi takové zaznamy za
pfiméfeny dodatecny poplatek, ktery bude
pFfedmétem jednani, nebo zaznamy znici a zasle
ZADAVATELI dukaz o takovém zniceni.
Zaznamy pacienta je zapotfebi uchovavat podle
pozadavkl SEP a SKP definovanych v protokolu
a v souladu s mistnimi pfedpisy. Bez pisemného
prfedbézného souhlasu ZADAVATELE nesmi
probéhnout Zadné zni¢eni zaznam.

ARTICLE 13 - DATA PROTECTION

CLANEK 13 - OCHRANA UDAJU

13.1  The Patient data, which may be included
in the SPONSOR's databases, shall be
treated by the Parties in compliance with
all applicable laws and regulations. When
archiving or processing data pertaining to
the Patients, the SPONSOR shall take all
appropriate measures to safeguard and
prevent access to this data by

unauthorized third party.

13.1  Smluvni strany budou zachézet s udaji
pacient(, které mohou byt zac¢lenény do
databazi ZADAVATELE, v souladu se
v8emi platnymi zdkony a pfedpisy. Pri
archivaci nebo zpracovani udajl
tykajicich se pacientd ZADAVATEL
podnikne vSechna vhodna opatfeni k
zabezpeceni téchto udaju a jejich
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ochrané pfed pfistupem neopravnéné
tieti strany.

13.2 INVESTIGATOR, INSTITUTION and the
Collaborators (hereinafter “the
Recipients”) understand and agree that
CRO, SPONSOR and/or their respective
affiliates and subcontractors (the
“Processors”) may, for a period of thirty
(30) years or for any longer period of time
if required by applicable laws, for the
purpose of the initiation or
implementation of the Study or any other
future study, retain in their databases,
transfer, use or access (the “Processing”)
the personal information provided by
Recipient, including Recipient’'s name
and address and information about
Recipient’s specialties (the “Personal
Data”). The Processing will be carried out
by personnel of Processors assigned to
Study management and for whom the
information is needed in the performance
of their duties (further described as
“Authorized Personnel”). The Personal
Data may also be made available to
regulatory authorities or as required by
law.

13.2

ZKOUSEJiCi, ZDRAVOTNICKE
ZARIZENI a spolupracovnici (dale
,pfijemci“) berou na v&domi a souhlasi s
tim, Ze CRO, ZADAVATEL anebo jejich
pFislusné pfidruzené spolecnosti a dilci
dodavatelé (dale ,zpracovatelé“) mohou
po dobu tficeti (30) let nebo po obdobi,
pokud to pozaduji platné zakony, za
ucelem zahajeni Ci realizace studie nebo
jakékoliv jiné budouci studie uchovavat
ve svych databazich osobni udaje
poskytnuté pfijemcem, véetné jména a
adresy pfijemce a informaci o
specializacich pfijemce (dale ,osobni
udaje®), pfenaset je, pouzivat nebo mit k
nim pfistup. Zpracovani bude provadét
personal zpracovatell pfidéleny k vedeni
studie, a ktery bude pro plnéni svych
povinnosti potfebovat informace (dale
uvadén jako ,opravnény personal®).
Osobni udaje mohou byt rovnéz
zpfistupnény regulaénim organim nebo v
souladu s poZadavky zakona.

As SPONSOR studies are being
conducted worldwide, the Personal Data
collected will be available to Authorized
Personnel who may be located in
countries where there is no personal data
protection law or where the level of
protection imposed by local law is less
stringent than the requirements of the
European Union under which SPONSOR
is governed. In order to ensure the
protection of Personal Data, SPONSOR
has established policies and procedures
to ensure the security of limited access to
these data. As such, the policies and
procedures are uniform throughout the
SPONSOR’s group and they comply with
the high standards of personal data
protection applicable within the European
Union.

Protoze se studie ZADAVATELE provadi
po celém svété, shromazdéné osobni
udaje budou k dispozici pro opravnény
personal, ktery maze sidlit vzemich, kde
neni Zadny zakon na ochranu osobnich
udajl nebo kde je Urover ochrany
uvalena mistnim zakonem méné pfisna
nez pozadavky Evropské unie, kterymi se
fidi ZADAVATEL. V zajmu zajisténi
ochrany osobnich udaju vytvoril
ZADAVATEL zésady a postupy k
zajisténi bezpecnosti omezeného
pFistupu k témto Udajim. Zasady a
postupy samy o sobé jsou jednotné pro
celou skupinu ZADAVATELE a splfiuji
vysoké standardy ochrany osobnich
udajl platné v Evropskeé unii.
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Regarding CRO, it will take reasonable
steps to protect the security of Personal
Data retained in its databases and ensure
that its affiliates, agents, subsidiaries and
suppliers comply with its own standards
of privacy, regardless of their location.

Pokud jde o CRO, pfijme pfiméfené kroky
na ochranu bezpecnosti osobnich udajl
uchovavanych v jejich databazich a
zajisti, Ze jeji pfidruzené spolecnosti,
zastupci, dcefiné spole¢nosti a
dodavatelé budou splfiovat své viastni
normy ochrany soukromi bez ohledu na
misto.

The Recipient is hereby informed that he
or she has the right to access, modify,
rectify as the case may be, and suppress
in case where right to suppression is
provided by applicable regulations, any of
his or her Personal Data, by simple
notification to Sponsor Global Privacy
Office

or to CRO.

PFijemce je timto informovan o tom, Ze
ma pravo pfistupovat ke svym osobnim
udajim pomoci jednoduchého oznameni

Celosvétove kancelafi ochrany osobnich
udajt zadavatele i
_ nebo CRO, upravovat je,
opravovat podle situace a zatajit je v
pfipadé, Ze prisludné pfedpisy pravo na
jejich zatajeni davaji.

ARTICLE 14 - PUBLICATIONS AND

COMMUNICATIONS

CLANEK 14 — ZVEREJNENI A SDELENI

14.1

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.

14.1

ZKOUSEJiCi a ZDRAVOTNICKE
ZARIZENI se zavazuiji, Ze nevytvori
Zadnou publikaci ani nezvefejni udaje
tykajici se studie anebo vysledk( studie
bez pfedchoziho pisemného souhlasu
ZADAVATELE, pfi€emz se ma za to, Ze
ZADAVATEL nebude svij souhlas
nepfiméfené zadrzovat.

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.

Protoze se Studie provadi na vice
pracovistich, ZKOUSEJICI a
ZDRAVOTNICKE ZARIZENI souhlasi s
tim, Ze v souladu s védeckymi standardy
se provede prvni pfedstaveni nebo
zverejnéni vysledku studie pouze jako
soucast zvefejnéni vysledkud ziskanych
vS8emi pracovisti provadéjicimi protokol.

14—
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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.

Pokud v§ak béhem dvanacti (12) mésict
od dokonc¢eni této studie nebude vydana
zadna multicentricka publikace pro
véechna pracovi$té, ZKOUSEJICi a
ZDRAVOTNICKE ZARIZENI maji pravo
zvefejnit nebo predstavit nezavisle
vysledky pfedmétu studie s vyhradou
kontrolniho postupu, ktery je uveden nize.

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.

ZKOUSEJiCi a ZDRAVOTNICKE
ZARIZENI poskytnou ZADAVATELI kopii
jakékoliv takové prezentace nebo
publikace odvozené ze studie ke kontrole
a pfipominkam nejméneé tficet (30) dnl
pfed jakymkoliv pfedstavenim nebo
pfedloZenim ke zvefejnéni. Navic, pokud
to bude ZADAVATEL pozadovat,
jakékoliv pfedstaveni nebo predloZeni ke
zvefejnéni se zpozdi o omezenou dobu
neprekracujici devadesat (90) dn(, aby
bylo mozné podat patentovou pfihlasku
nebo podniknout takova dalSi opatfeni,
ktera ZADAVATEL uzna za vhodna ke
zfizeni a ochrané svych vlastnickych
prav.

to publish the results of the Study.

14.2 The INVESTIGATOR and the 14.2 ZKOUSEJiCi a ZDRAVOTNICKE
INSTITUTION shall not use the name(s) ZARIZENI nepouZiji jméno(a)
of the SPONSOR and/or of its employees ZADAVATELE ani jeho zaméstnancl v
in advertising or promotional material or reklamnim &i propaga&nim materialu
publication without the prior written nebo publikaci bez pfedchoziho
consent of the SPONSOR. The pisemného souhlasu ZADAVATELE.
SPONSOR shall not use the name(s) of ZADAVATEL nepouZije jméno(a)
the INVESTIGATOR, the INSTITUTION ZKOUSEJICIHO, ZDRAVOTNICKEHO
and/or the Collaborators in advertising or ZARIZENI ani spolupracovnikt v
promotional material or publication reklamnim &i propaga&nim materialu Ci
without having received their prior written publikaci bez ziskani jejich pfedchoziho
consent(s). pisemného souhlasu(G).

14.3 The SPONSOR has the right at any time | 14.3 ZADAVATEL ma pravo kdykoliv zvefejnit

vysledky studie.

ARTICLE 15 - PROPERTY RIGHTS

CLANEK 15 - MAJETKOVA PRAVA
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INVESTIGATOR, the INSTITUTION
and/or the Collaborators shall provide all
assistance required by the SPONSOR, at
the SPONSOR’s expense, for obtaining

15.1  All information, documents, materials 15.1  VSechny informace, dokumenty, materialy
(hereinafter collectively “Information”) (dale spoleéné ,informace®) poskytnuté
provided by the SPONSOR are and shall ZADAVATELEM jsou a zustavaji
remain the sole and exclusive property of vyhradnim a vyluénym majetkem
the SPONSOR or its designee ZADAVATELE nebo jim povéfené osoby.
The INVESTIGATOR and INSTITUTION ZKOUSEJiCi a ZDRAVOTNICKE
shall not and shall cause the ZARIZENI nezmini zadné divérné
Collaborators not to mention any informace v Zadné patentové pfihlaSce
Confidential Information in any application ani v zadnych jinych pravech k
for a patent or any other intellectual dusevnimu vlastnictvi, at jiz jsou
property rights whatsoever. jakakoliv, a zajisti, Ze tak neucini ani

spolupracovnici.

15.2  All the results, data, documents, 15.2 VSechny vysledky, udaje, dokumenty,
discoveries and inventions which arise objevy a vynalezy, které vzniknou pfimo
directly or indirectly from the Study in any ¢i nepfimo ze studie v jakékoliv formé,
form, shall be the immediate and jsou bezprostfednim a vyhradnim
exclusive property of the SPONSOR or its majetkem ZADAVATELE nebo jim
designee. For this purpose, the povéfené osoby. Za timto ucelem
INVESTIGATOR, and the INSTITUTION ZKOUSEJiCi a ZDRAVOTNICKE
presently assign and warrant ZARIZENI sougasné postupuiji
Collaborators will assign to the ZADAVATELI (nebo jim povéfené osobé)
SPONSOR (or its designee) all veSkera prava k duSevnimu viastnictvi
intellectual property rights (including all (v€etné vSech patentd, autorskych prav,
patents, copyrights, databases and any databazi a jakychkoliv pfihlasek k
application or right to apply for registraci jakéhokoliv z téchto prav nebo
registration of any of those rights) which prava pozadat o takovou registraci), které
may arise directly or indirectly from the mohou pfimo ¢&i nepfimo vzniknout ze
Study and all existing or future materials studie, a v8echny stavajici nebo budouci
created in relation to the Study. materidly vytvofené v souvislosti se

studii, a dale zaruci, Ze spolupracovnici
postoupi ZADAVATELI totéz.

15.3 The SPONSOR may use or exploit all the | 156.3 ZADAVATEL mUze pouzivat nebo
results at its own discretion, without any vyuzivat vSechny vysledky podle
limitation to its property right (territory, vlastniho uvazeni bez jakéhokoliv
field, continuance...), and without any omezeni svych majetkovych prav (Uzemi,
additional payment. The SPONSOR shall obor, trvani...) a bez jakékoliv dodate¢né
be under no obligation to patent, develop, platby. ZADAVATEL nema Zadnou
market or otherwise use the results of the povinnost patentovat, vyvijet, uvadét na
Study, issued under this Contract. trh nebo jinak pouzivat vysledky studie,

které budou vydany podle této smlouvy.

15.4 Asthe case may be, the 15.4 ZKOUSEJICIi, ZDRAVOTNICKE

ZARIZENI anebo spolupracovnici podle
situace poskytnou veskerou pomoc
poZadovanou ZADAVATELEM na jeho
Ucet pro ziskani a obhajobu jakéhokoliv
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and defending any patent, including
signature of all legal documents.

patentu, a to v€etné podpisu vSech
pravnich dokumentd.

ARTICLE 16 - LIABILITY - INDEMNIFICATION -

CLANEK 16 — ODPOVEDNOST -

INSURANCE ODSKODNENI — POJISTENI

16.1 SPONSOR has subscribed to a liability 16.1 ZADAVATEL sjednal pojistnou smlouvu
insurance policy to cover its liability as pojisténi odpovédnosti, ktera kryje jeho
required by applicable law. CRO will odpovédnost v souladu s platnymi
provide the INVESTIGATOR and/or the zakony. CRO dorugi ZKOUSEJiCiMU
INSTITUTION with a copy of anebo ZDRAVOTNICKEMU ZARIZENI
SPONSOR’s certificate of insurance in kopii pojistného certifikatu ZADAVATELE
the countries where this document is v zemich, kde se tento dokument
required. pozaduje.

16.2 Notwithstanding the subscription by the 16.2  Aniz by tim bylo dotéeno sjednani
SPONSOR to a liability insurance policy pojistné smlouvy pojisténi odpovédnosti
as provided above, the INVESTIGATOR ze strany ZADAVATELE uvedené shora,
and the INSTITUTION shall subscribe to ZKOUSEJiCi a ZDRAVOTNICKE
or maintain their own liability insurance ZARIZENI sjednaji nebo udrzuji své
policy to cover their liability in accordance vlastni pojisténi odpovédnosti na pokryti
with Act No. 372/2011, as amended. své odpovédnosti podle zakona €.

372/2011 Sb. v platném znéni.

16.3 Neither CRO nor SPONSOR shall be 16.3 CRO ani ZADAVATEL neodpovida

responsible to INSTITUTION and/or
INVESTIGATOR for any lost profits, lost
business, lost opportunities, or any
punitive, incidental, indirect or
consequential damages, nor shall
INSTITUTION and/or INVESTIGATOR be
responsible to CRO or SPONSOR for any
lost profits, lost business, lost
opportunities, or any punitive, incidental,
indirect or consequential damages.

ZDRAVOTNICKEMU ZARIZENI anebo
ZKOUSEJICIMU za jakykoliv usly zisk,
ztratu podnikani, uslé prilezitosti nebo
jakékoliv postihy, nahodné, nepfimé nebo
nasledné $kody a ZDRAVOTNICKE
ZARIZENI anebo ZKOUSEJICI rovnéz
neodpovida CRO & ZADAVATELI za
jakékoliv postihy, nahodné, nepfimé nebo
nasledné Skody.

ARTICLE 17 - AUDITS AND INSPECTIONS

CLANEK 17 — AUDITY A KONTROLY

171

For the purpose of ensuring compliance
with the Protocol, GEP, Good Clinical
Practice, applicable regulatory
requirements and Anti-Bribery Provisions

17.1

V zajmu zajisténi souladu s protokolem,
GEP, spravnou klinickou praxi, platnymi
pravnimi pfedpisy a ustanovenimi proti
uplatkarstvi (jak jsou definovana v
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(as defined in Article 21.2 below), the
INVESTIGATOR and the INSTITUTION
shall permit audits by or on behalf of the
SPONSOR and inspections by applicable
regulatory authorities.

odstavci 21.2 nize) povoli ZKOUSEJICi a
ZDRAVOTNICKE ZARIZENI audity ze
strany ZADAVATELE a provadéné jeho
jménem a kontroly pfisludnych
regulacnich organd.

Upon prior notice, the SPONSOR or CRO
(or their appointed representatives) will
have the right, during normal business
hours and at SPONSOR’s own
reasonable expense, to conduct an
investigation and/or audit of the facilities
in which the Study has been performed.

Po pfedchozim oznameni budou mit
ZADAVATEL nebo CRO (nebo jejich
vyjmenovani zastupci) pravo béhem
normalni pracovni doby a na vlastni
pfiméfené naklady ZADAVATELE provést
vySetfovani anebo audit zafizeni, v nichz
se studie provadi.

The INVESTIGATOR agrees to allow the
auditors and/or inspectors to have direct
access to his/her Study records, to
Patients files and to any other records
(but only to the extent that these relate to
the performance of his/her obligations
under this Contract and in accordance
with informed consent of the Study
subjects) for review, being understood
that this personnel is bound by
professional secrecy, and as such will not
disclose any personal identity or personal
medical information.

ZKOUSEJICI souhlasi s tim, Ze povoli
pFimy pfistup auditorGm anebo
inspektordm k jeho studijnim zaznamdm
souborl pacient nebo k jakymkoliv jinym
zaznamum (ale pouze v rozsahu, v némz
se tyto zdznamy tykaji pInéni jeho
zavazkl podle této smlouvy a v souladu
s informovanym souhlasem subjektd
hodnoceni) ke kontrole, pficemz se ma za
to, Ze jsou tyto osoby vazany
profesionalni mi¢enlivosti a samy o sobé
nezpfistupni Zadné udaje o totoznosti
osob nebo jejich zdravotni informace.

the INSTITUTION is notified of a future
inspection by the authorities, they shall
inform the SPONSOR or CRO and
authorize the SPONSOR and CRO to
participate to this inspection.
INVESTIGATOR and/or INSTITUTION to
undertake to communicate to SPONSOR
and CRO any communication,
notification, report, comment, remark or

17.2 The INVESTIGATOR and the 17.2 ZKOUSEJICi a ZDRAVOTNICKE
INSTITUTION shall devote their best ZARIZENI vynakladaji své nejlepsi asili,
efforts to facilitate the performance of any aby usnadnili provadéni jakéhokoliv
audit and inspection and shall give to the auditu a prohlidky a zpfistupni
SPONSOR or to any person designated ZADAVATELI nebo jakékoliv osobé
by the SPONSOR access to all jmenované ZADAVATELEM vSechna
necessary facilities, data and documents. nezbytna zafizeni, Udaje a dokumenty.

17.3  As soon as either the INVESTIGATOR or | 17.3  Jakmile bude informovan bud

ZKOUSEJICI, nebo ZDRAVOTNICKE
ZARIZENI o budouci kontrole ze strany
Ufadd, informuji ZADAVATELE nebo
CRO a dovoli ZADAVATELI nebo CRO
Ucastnit se této kontroly. ZKOUSEJICI
anebo ZDRAVOTNICKE ZARIZENI se
zavazuji oznamit ZADAVATELI a CRO
jakakoliv sdéleni, oznameni, zpravy,
pfipominky, poznamky a pozadavky
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request made by such health agency if
related to the Services.

vznesené takovou zdravotni agenturou,
pokud se tykaji sluzeb.

Section shall remain in effect for the
duration of fifteen (15) years after the end
of the Study.

17.4 The INVESTIGATOR and the 17.4 ZKOUSEJiCi a ZDRAVOTNICKE
INSTITUTION shall take appropriate ZARIZENI pfijmou vhodna opatfeni
measures required by the SPONSOR or poZadovana ZADAVATELEM nebo CRO
CRO to take corrective actions without k neprodlenému provedeni napravnych
delay in order to solve all problems found opatfeni, aby vyfeSily vSechny problémy
during the audits or inspections. zjisténé béhem auditi nebo kontrol.

17.5 ltis expressly agreed between the Parties | 17.5  Smluvni strany se timto vyslovné
that the SPONSOR will not compensate dohodly, ze ZADAVATEL nebude
the INVESTIGATOR and/or vyplacet ZKOUSEJICIMU anebo
INSTITUTION for the audits and ZDRAVOTNICKEMU ZARIZENI nahradu
inspections and that the assistance and za audity a kontroly a Ze pomoc a
availability of the INVESTIGATOR or the dostupnost ZKOUSEJICIHO nebo
INSTITUTION for the audits and ZDRAVOTNICKEHO ZARIZENI pro
inspections is included in the amount audity a kontroly je zahrnuta do ¢astky
mentioned in Exhibit A. uvedené v Pfiloze A.

17.6  The rights and obligations under this 17.6  Prava a povinnosti podle tohoto odstavce

zUstavaji uginna po dobu patnacti (15) let
od ukonceni studie.

ARTICLE 18 - TERMINATION OF THE
CONTRACT

CLANEK 18 — UKONCENIi SMLOUVY

This Contract may be terminated: (1) by a joint
decision of the INVESTIGATOR and
INSTITUTION upon thirty (30) days prior written
notice if INSTITUTION or INVESTIGATOR for
any reason becomes unable to perform or
complete this Study; or (2) by CRO or SPONSOR
upon written notice.

Tato smlouva mize byt ukoncena: (1) spoleénym
rozhodnutim ZKOUSEJICIHO a
ZDRAVOTNICKEHO ZARIZENI pisemnym
oznamenim s vypovédni lhatou tficeti (30) dnd,
pokud se ZDRAVOTNICKE ZARIZENI nebo
ZKOUSELJICI z jakéhokoliv dGvodu stane
neschopnym provadét tuto studii nebo ji dokongit,
nebo (2) CRO nebo ZADAVATELEM na zakladé
pisemného oznameni.

In the event this Contract is terminated, CRO will
be responsible for compensating

V pfipadé, Ze bude tato smlouva ukonéena, CRO
bude odpovidat za vyplaceni nahrady
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INVESTIGATOR and/or 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
INVESTIGATOR and/or 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

ZKOUSEJICIMU anebo ZDRAVOTNICKEMU
ZARIZENI za ginnosti efektivné vykonané podle
této smlouvy ke dni ukon€eni platnosti v souladu
s podminkami této smlouvy a pfiméfené
nezrusitelné vydaje vzniklé pfed oznamenim o
ukonceni, pokud takové vydaje byly vyzadovany
podle protokolu a uvedeny na seznamu v Pfiloze
A. Jakékoliv finanéni prostfedky vyplacené
pfedem budou vraceny pomérné a jakékoliv
nadbytecné finan¢ni prostfedky musi
ZKOUSEJICI anebo pfipadné ZDRAVOTNICKE
ZARIZENI vratit CRO. Nejpozdsji devadesat dnii
(90) po dokoné&eni nebo pfi pfed€asném
ukon&eni smlouvy ZKOUSEJICI poskytne
ZADAVATELI veSkerou studijni dokumentaci a
materialy podle pokynt ZADAVATELE nebo
CRO a v souladu s platnymi zakony a pfedpisy.

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

Podminky ¢lanka 3, 11, 13, 14, 15,16 a 19
pfetrvavaji po vyprseni platnosti nebo
pfedCasném ukonceni této smlouvy.

ARTICLE 19 - DEBARMENT AND
SENTENCING FOR MALPRACTICE

CLANEK 19 = ZAKAZ \(YKONU POVOLANI A
ODSOUZENI ZA ZNEUZITI PRAVOMOCI

The INVESTIGATOR represents 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.

ZKOUSEJICI ujistuje a zaruduje, Ze ani
ZKOUSEJICI ani zadni spolupracovnici podilejici
se na vykonu studie nemaji zakaz vykonu
povolani, nebyli vylou€eni, diskvalifikovani Ci
omezeni ve své schopnosti vykonavat Iékafrskou
praxi, u¢astnit se klinického hodnoceni nebo
poskytovat sluzby souvisejici s hodnocenim
farmaceutického pfipravku podle jakychkoliv
zakon, predpist nebo profesionalniho kodexu
chovani, zejména podle zakoniku Spojenych
statd 21 USC §335a a 21 CRF §312.70.

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

ZKOUSEJICI neprodiené oznami ZADAVATELI,
pokud by byl jemu nebo kterymkoliv
spolupracovnikim podilejicim se na provadéni
studie zakdzan vykon povolani, byl by vylou€en,
diskvalifikovan nebo omezen ve vykonavani
|ékaiské praxe nebo by proti nému bylo zahajeno
fizeni ¢i podana Zaloba, ktera by mohla mit za
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during the term of this Contract and during the
twelve months following the expiration or
termination of the Contract.

nasledek zakaz vykonu povolani, vylouceni,
diskvalifikaci ¢i omezeni kdykoliv béhem doby
platnosti této smlouvy a béhem dvanacti mésicu
po vyprseni platnosti nebo ukonéeni smlouvy.

ARTICLE 20 - FINANCIAL DISCLOSURE

CLANEK 20 — ZPRiISTUPNENIi FINANCGNICH
UDAJU

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.

V zdjmu prihlednosti tykajici se finan¢nich vztaht
ZADAVATELE se zkouSejicimi a institucemi muize
ZADAVATEL vetejné zpfistupnit financovani
souvisejici s touto smlouvou véetné plateb
uhrazenych ZDRAVOTNICKEMU ZARIZENI a
plateb uhrazenych jednotlivcim, pokud to
poZaduje pfislusny zakon.

ARTICLE 21 — ANTI-BRIBERY

CLANEK 21 — PROTIKORUPCNi OPATRENI

21.1 The INVESTIGATOR and the
INSTITUTION agree that the
compensation provided (i) constitutes the
fair market value and fair compensation
for the services rendered in light of their
expertise; (ii) is not an inducement to, or
in return for, the past, present or future
prescribing, purchasing, recommending,
using, obtaining preferential formulary
status, or dispensing any SPONSOR
product or in any way contingent or
dependent upon any such activity; and,
(iii) will not affect INVESTIGATOR'’s and
the INSTITUTION’s judgment with
respect to the advice and care of each
Subject.

21.1 ZKOUSEJiCi a ZDRAVOTNICKE
ZARIZENI souhlasi, ze poskytnuta
odména (i) pfedstavuje trzni hodnotu
sluZzeb poskytovanych s ohledem na
jejich odbornost; (ii) neni pobidkou ani
nahradou za pfedepisovani, nakupy,
doporuceni, pouzivani, preferencni
pfedepisovani nebo vydej libovolného
pfipravku ZADAVATELE, coZ se tyka
minulosti, sou¢asnosti a budoucnosti, ani
Zadnym zplsobem neni podminéna nebo
z4avisla na jakékoliv takové aktivité a
(iii) neovlivni Usudek
ZDRAVOTNICKEHO ZARIZENI nebo
ZKOUSEJICIHO, pokud jde o
poradenstvi a péci poskytované
jednotlivym subjektim hodnoceni.

21.2 The INVESTIGATOR and the
INSTITUTION represent and warrant that

ZKQ’USEqui a ZDRAVOTNICKE
ZARIZENI vjidtuji a zaruduji, Ze ani

21.2
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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 or maintain business or obtain a
business advantage.

ZKOUSEJICI a ani personal
ZKOUSEJICIHO anebo
ZDRAVOTNICKEHO ZARIZENI nejsou
Ufedniky, zastupci, pfedstaviteli nebo
zameéstnanci jakékoliv viady €i politické
strany ani Z&dné mezinarodni vefejné
organizace, kde mohou zastavat funkce
oficialni viadni autority a mohou tuto
funkci vyuzit na pomoc CRO nebo
ZADAVATELI pfi ziskani ¢i udrzeni
podnikani &i k ziskani obchodni vyhody.

213

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”).

213

ZKOUSEJiCi a ZDRAVOTNICKE
ZARIZENI dale ujistuji a zaruduiji, ze
pfimo ¢€i nepfimo neuhradili a souhlasi,
Ze neuhradi Zadnou platbu ani neudini
nabidku &i pfislib platby penéz nebo
jinych aktiv, pfipadné pfevodem
¢ehokoliv cenného ufednikiim viady ¢i
politické strany, Ufednikdm
mezinarodnich organizaci, kandidatim
na vefejny Ufad nebo predstavitelim
jinych podnik( €i osobam jednajicim
jménem jakychkoliv shora uvedenych
0sob za ucelem ovlivnéni rozhodnuti
nebo jednani nebo tam, kde by takova
platba ¢i vyhoda pfedstavovala poruseni
jakékoliv platné protikorupéni legislativy,
predpistl anebo zakonikd, a to jak
narodnich, tak zahraniCnich, zejména
zakona USA, ktery zakazuje korup&ni
praktiky v zahrani€i a zakona Velké
Britanie o boji proti uplatkarstvi (zde a
shora uvadény jako ,protikorupéni
opatfeni®).

ARTICLE 22 - MISCELLANEOUS

CLANEK 22 — RUZNA USTANOVENI

221

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

221

Protokol, smlouva a v8echny ostatni
dokumenty vyménéné mezi stranami
pfedstavuji celé ujednani smluvnich
stran. VSechny pfilohy pfipojené k této
smlouvé se povazuji za v€lenéné do této
smlouvy.

-22 —

Template — 26August 2016
Study version date: 240ct2017
Site version date:18May2018




Vzorova smlouva se zkousejicim/zdravotnickym zafizenim
C. protokolu: OBS15072
Zemé: Ceska republika

Jméno hlavniho zkousejiciho: | EGTNGEG

ROW

its obligations in accordance with the
terms of this Contract due to force
majeure (as defined by competent law
and/or competent court), this Party shall
be released from performance to the
extent that it is prevented from doing so
for the duration of force majeure. The
Party wishing to claim relief on the
grounds of the said force majeure shall
notify the other Party in writing without
delay on the intervention or cessation
thereof. The Party so prevented from
fulfilling its obligation shall devote its best
endeavors to remove or avoid the
impediment as soon as possible. If a
Party is prevented from fulfilling its
obligations under this Contract due to
force majeure for a period exceeding two
(2) running months, each Party shall have
the right to terminate this Contract by
registered mail with acknowledgment of
receipt. The termination will become
effective forthwith.

22.2 Any work performed by the 22.2  Jakakoliv prace provadéna
INVESTIGATOR, the Collaborators ZKOUSEJiCIiM, spolupracovniky anebo
and/or the INSTITUTION under this ZDRAVOTNICKYM ZARIZENIM podle
Contract shall be considered to be této smlouvy se povaZuje za praci jimi
performed by them as independent provadénou jakozto nezavislymi
contractors and not as employees, dodavateli a ne zaméstnanci, partnery
partners or agents of CRO or the nebo zastupci CRO & ZADAVATELE a
SPONSOR and neither CRO nor ani CRO a ani ZADAVATEL nebudou
SPONSOR will be responsible for any odpovidat za Zadné dang, pozitky Ci
employment-related taxes, benefits or pojisténi spojené se zaméstnanim. Zadna
insurance. No Party shall have the smluvni strana nema vyslovnou,
authority, either express, implied or nepfimou ¢i zjevnou pravomoc zavazovat
apparent, to bind the other Party, except druhou stranu s vyjimkou pfipadu, kdy
to the extent that same may be consistent takova pravomoc muze byt ve shodé s
with the performance of that Party’s plnénim povinnosti smluvni strany v
obligations in accordance with the terms souladu s podminkami této smlouvy.
of this Contract.

22.3 Except as otherwise expressly mentioned | 22.3 Pokud zde vyslovné neni uvedeno jinak,
hereinabove; any notification shall be jakékoliv oznameni se provadi postou
made by mail or fax. nebo faxem.

224 If either Party is prevented from fulfilling 22.4 Pokud kterékoliv smluvni stran& zabrani v

pInéni jejich povinnosti v souladu s
podminkami této smlouvy zasah vyssi
moci (jak ji definuje pfislusny zakon
anebo pfisludny soud), je tato smluvni
strana zbavena povinnosti plnit povinnosti
po dobu trvani zédsahu vy3si moci v
rozsahu, v némz ji je zabranéno toto
uc€init. Smluvni strana, ktera si pfeje
zbavit se povinnosti z ddvodd uvedené
vy88i moci, ozndmi neprodlené druhé
smluvni strané pisemné, Ze takovy zasah
nastal nebo Ze skoncil. Smluvni strana,
jiZ je takto zabrané&no v pInéni jejich
zavazku, vynalozi své nejlepsi usili na co
nejrychlejsi odstranéni ¢i likvidaci
pfekazky. Pokud je smluvni strané
znemoznéno plnit své povinnosti podle
této smlouvy z dGvodu zasahu vy$Si moci
po dobu pFekracujici dva (2) po sobé
jdouci mésice, ma kazda smluvni strana
pravo ukongit tuto smlouvu doporuc¢enym
dopisem s dorucenkou. Ukonc¢eni bude
ucinné neprodlené.
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agreement between the Parties relative to
the subject matter hereof and supersedes

22.5 Noindulgence granted by either Partyto | 22.5 Z&dna shovivavost poskytnuta kteroukoliv
the other in relation to any term hereof smluvni stranou strané druhé v
shall be deemed a waiver of such term or souvislosti s jakoukoliv podminkou této
prejudice the later enforcement of that or smlouvy se nepovaZzuje za zfeknuti se
any other term hereof. takové podminky ani neni pfekazkou

pozdéjsiho uplatfiovani této nebo
jakékoliv jiné smluvni podminky.

22.6 Should a provision of this Contract in any | 22.6 Pokud by ustanoveni této smlouvy
manner whatsoever contravene any jakykoliv zpisobem poru$ovalo jakékoliv
applicable laws and regulations, such platné zakony a predpisy, bude takové
provision shall be deemed to be ustanoveni povazovano za oddélitelné a
severable and shall not affect any other neovlivni zadné jiné ustanoveni této
provision of this Contract, nor affect the smlouvy a ani neovlivni vymahatelnost
enforceability of those remaining zbyvajicich ustanoveni smlouvy, ktera
provisions which are not in contravention nejsou v rozporu s Zadnym zakonem ¢i
of any law and regulation. pfedpisem.

22.7 The INVESTIGATOR and the 22.7 ZKOUSEJiCia ZDRAVOTNICKE
INSTITUTION shall not be allowed to ZARIZENI nepovoli ptenos povinnosti,
transfer totally or partially the obligations které na né pfenesla CRO vcelku nebo
CRO charged them with, nor to z&asti, ani je nepfenesou na dil&i
subcontract them without the prior written dodavatele bez pfedchoziho pisemného
consent of CRO. The INVESTIGATOR souhlasu CRO. ZKOUSEJICi a
and the INSTITUTION shall, where ZDRAVOTNICKE ZARIZEN!I, pokud to
applicable, transmit to the Collaborators bude vhodné, informuji o smlouvé
the Contract and shall cause them to spolupracovniky a zajisti, aby dodrzovali
abide by its terms and conditions. CRO jeji podminky. CRO muze prevést tuto
may transfer this Contract to the smlouvu na ZADAVATELE nebo
SPONSOR or an affiliate of the pfidruzenou spole¢nost ZADAVATELE
SPONSOR or to a successor in interest nebo na nasledovnika s podilem na jejim
to its business, or to the SPONSOR’s podnikani nebo na podnik ZADAVATELE
business, by reason of any merger, z dlvodu jakéhokoliv slouceni, akvizice,
acquisition, partnership, license partnerstvi, licenéni dohody nebo jinak s
agreement or otherwise, provided that the tim, Ze nastupce se bude fidit
assignee is subject to the terms and podminkami a povinnostmi stanovenymi
obligations provided in this Contract. For touto smlouvou. Za timto ucelem se bere
this purpose, it shall be understood that na védomi, Zze pfidruzena spole¢nost je
an affiliate company is one in which spole€nosti, v niz spole€nost Sanofi
Sanofi (holding company of SPONSOR (holdingova spole¢nost ZADAVATELE s
with a trade registered number: Paris B identifikacnim &islem: Pafiz B 395 030
395 030 844) holds at least direct or 844) drzi pod pfimou €i nepfimou
indirect control of 50% of the voting kontrolu nejméné 50 % akcii s
share. hlasovacim pravem.

22.8 This Contract constitutes the entire 22.8 Tato smlouva pfedstavuje celou smlouvu

mezi stranami ohledné pfedmétu této
smlouvy a je nadfazena vSem ujisténim,
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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.

zarukam, dohodam nebo ujednanim jiz
dfive u€inénym v souvislosti s takovym
pfedmétem smlouvy a Zadna takova
ujisténi, zaruky, smlouvy a ujednani
nemaji Zadnou platnost a u€innosti,
pokud nejsou obsaZzena v této smlouveé.
Zadna zména jakychkoliv podminek této
smlouvy nebude pro smluvni strany
zavazna, pokud nebude mit pisemnou
podobu a nebude pfisluSsnymi stranami
podepsana.

and English. In case of discrepancy
between the two versions, the Czech
version shall prevail.

22,9 This Contract shall be governed by the 22.9 Tato smlouva se Fidi zakony Ceské
law of Czech Republic and the competent republiky a soudni pravomoc bude mit
court shall be in Pardubice, Czech pfislusny soud v Pardubicich, Ceska
Republic. The Parties waive any other republika. Smluvni strany se zfikaji
forum to which they may be entitled by jakéhokoliv jiného fora k feSeni spord, na
reason of their present or future address né&jZz mohou mit pravo z jakéhokoliv
or for any other reason. Prior to taking ddvodu kvl jejich stavajici ¢i budouci
any legal action, the Parties shall adrese nebo z jakéhokoliv jiného davodu.
endeavor to settle by amicable Pfed podanim jakékoliv pravni Zaloby se
arrangement any disputes arising smluvni strany vynasnazi dosahnout
between them regarding this Contract. smirného feseni jakychkoliv spor(
Should the Parties fail to reach an vzniklych mezi nimi v souvislosti s touto
amicable settlement within two (2) smlouvou. Pokud smluvni strany
months from the occurrence of the nedosahnou smirného urovnani b&hem
dispute; the parties agree to submit the dvou ( 2) mésicd od vzniku sporu,
dispute to the exclusive jurisdiction of the smluvni strany souhlasi s tim, Ze podridi
competent court. spor vyluéné soudni pravomoci

pFislusného soudu.
22.10 This Contract is drafted in both Czech 22.10 Tato smlouva je sepsana jak v ¢esting,

tak v anglicting. V pfipadé jakychkoli
nesrovnalosti mezi obéma verzemi je
uréujici verze v Cestiné.
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IN WITNESS WHEREOF, the Parties hereto

shall be deemed to be an original, as of the
Effective Date.

NA DUKAZ TOHO smluvni strany zajisti, Ze tato

have caused this Contract to be duly executed on | smlouva bude fadné podepsana ve tfech
their behalf in three counterparts, each of which vyhotovenich, kdy kazdé z nich se povazuje za

original ke dni U&innosti.

CRO/CRO

Name/Jméno:

Title/Funkce:

Date/Datum: 28.5.2018

Signature/Podpis:

THE INVESTIGATOR/ ZKOUSEJICI

Name/Jmeéno: [N

Date/Datum: 31.5.2018

Signature/Podpis:

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Name/Jméno: MUDr. Tomas Gottvald

Date/Datum: 31.5.2018

Signature/Podpis:

THE INSTITUTION/ ZDRAVOTNICKE ZARIZENI

Title/Funkce: Chairperson of the Board of Directors / Pfedseda pfedstavenstva

Name/Jméno: MUDr. Vladimir Ninger, Ph.D.

Date/Datum: 31.5.2018

Signature/Podpis:

THE INSTITUTION/ ZDRAVOTNICKE ZARIZENI

Title/Funkce: Chair of the Board of Directors / Clen predstavenstva
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EXHIBIT A

PRILOHA A

CONDITIONS OF PAYMENT

PLATEBNi PODMINKY

ODYSSEY LEGACY

ODYSSEY LEGACY

A. PAYEE DETAILS

A. UDAJE O PRIJEMCI PLATEB

INSTITUTION and INVESTIGATOR agree that
the payee designated below is the proper payee
for this Contract, and that payment under this
Contract to the payee designated below will not
violate any rules or policies of the INSTITUTION,
will not violate applicable national, state, or local
laws or regulations, and that payment under this
Contract will be made only to the following payee
(the “Payee”):

ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI
souhlasi s tim, Ze pfijemce plateb uvedeny nize
je Fadnym pfijemcem plateb podle této smlouvy a
Ze platba uhrazena pfijemci plateb uvedenému
niZze neni porusenim pravidel nebo smérnic
nemocnice, neni porusenim vnitrostatnich nebo
mistnich zakonu a pfedpisu, a Ze platba dle této
smlouvy bude ucinéna pouze nasledujicimu
pfijemci plateb (dale jen ,pFijemce plateb®):

PAYEE NAME: / JMENO

PRIJEMCE PLATEB:

Nemocnice Pardubického kraje, a.s.,

Kyjevska 44,

PAYEE ADDRESS: / ADRESA
PRIJEMCE PLATBY:

Pardubice, Postcode / PSC 532 03
Czech republic / Ceska republika

PAYEE EMAIL ADDRESS: /

BANKY:

E-VI\{IAILOVA ADRESA I
PRIJEMCE PLATEB:
BANK NAME: / NAZEV CSOB, a. s.

BANK ADDRESS: / ADRESA
BANKY:

Radlicka 333/150,
150 57 Praha 5
Czech republic / Ceska republika

BANK ACCOUNT NUMBER: /
CiSLO BANKOVNIHO UCTU:

280123725/0300

IBAN NUMBER: / IBAN:

CZ24 0300 0000 0002 8012 3725

SWIFT CODE / BRANCH
CODE: / SWIFT KOD / KOD
POBOCKY:

CEKOCZPP

VAT/GST/TAX ID NUMBER: /
DPH/DIC:

CZ27520536
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In case of changes in the Payee’s bank details,
Payee is obliged to inform CRO in writing. The
parties agree that in case of any such changes, a
formal amendment to this Contract shall not be
required, and that Payee shall inform CRO of the
change in bank details by written notice provided
to the CRO at the address stipulated in Exhibit A
clause E ‘Invoices’.:

V pFipadé zmén bankovnich udaja pFijemce
plateb je pfijemce plateb povinen o tom pisemné
informovat spole€¢nost CRO. Smluvni strany
souhlasi, Zze v pfipadé takovych zmén nebude
tfeba uzavfit formalni dodatek k této smlouvé a
Ze prijemce plateb informuje CRO o0 zméné
bankovnich udaji v pisemném oznameni
zaslaném CRO na adresu uvedenou v ¢lanku E
Pfilohy A JFaktury":

If the INVESTIGATOR is not the Payee, then the
Payee’s obligation to reimburse the
INVESTIGATOR, if any, shall be determined by a
separate arrangement between INVESTIGATOR
and Payee, which may involve different payment
amounts and different payment intervals than the
payments made by CRO to the Payee carried out
pursuant to the internal policy. INVESTIGATOR
acknowledges that if INVESTIGATOR is not the
Payee, CRO will not pay INVESTIGATOR even if
the Payee fails to reimburse INVESTIGATOR.

Pokud ZKOUSEUJICI neni P¥ijemcem plateb,
bude pfipadna povinnost Pfijemce plateb
odménit ZKOUSEJICIHO provedena na zakladé
interniho predpisu mezi ZKOUSEJICIM a
pFijemcem plateb, kterda mize obsahovat jiné
Castky a jiné platebni intervaly, nez pro platby
vyplacené CRO ptijemci plateb. ZKOUSEJICI
bere na v&domi, Ze pokud ZKOUSEJICI neni
pFijemcem plateb, CRO nebude ZKOUSEJiCIMU
platit ani v pfipadé, Ze pfijemce plateb nevyplati
ZKOUSEJICIMU odménu.

B. PAYMENT TERMS

B. PLATEBNi PODMINKY

CRO, or a CRO affiliate on behalf of CRO,
will reimburse the Payee every three (3)
months, in accordance with this Contract and
attached budget. Compensation will be based
upon completed Case Report Forms
(“CRFs”). The payment cycle commences
thirty (30) days after the first patient within
Europe is enrolled into the study. Payments
will be made based upon prior three (3)
months enrolment data confirmed by subject
CRFs received from the INVESTIGATOR and
data verification supporting subject visitation.
A payment batch report, which contains the
completed subject visits and associated
payments for the period, will be sent to the
payee within thirty (30) days of the end of this
three-month period. The payee will raise their
invoice to match the report. Due date of the

CRO nebo pfidruzena spole¢nost CRO jednajici
jménem CRO vyplaci odménu pfijemci platby
jednou za tfi (3) mésice v souladu s touto
smlouvou a pfipojenym rozpoctem. Odména
bude zaloZena na vyplnénych formulafich pro
individualni zadznam subjektu hodnoceni (dale
,CRF*). Platebni cyklus bude zah3jen tficet (30)
dn0 po zafazeni prvniho pacienta na Uzemi
Evropy do klinického hodnoceni. Platby budou
poskytovany na zakladé udajl o zafazeni za
pfedchozi tfi (3) mésice dolozenych formulafi
CRF od ZKOUSEUJICIHO a po ovéfeni udajti o
uskuteénénych navstévach subjektd. Hromadny
platebni pfehled zahrnujici provedené navstévy
Subjektu studie a souvisejici platby za dané
obdobi bude zaslan PFijemci plateb ve haté tficet
(30) dnud od ukonceni tohoto tfimésiéniho obdobi.
Pfijemce plateb vystavi fakturu, ktera bude
odpovidat tomuto platebnimu pfehledu. Splatnost
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invoice shall be thirty (30) days from the date
of issue of the invoice.

faktury bude ¢init tficet (30) dnd od data
vystaveni této faktury.

Services performed that result in disqualified data
due to major, disqualifying Protocol violations are
not payable under this Contract.

Platba z této smlouvy nebude provedena za
poskytnuté sluzby, které zplsobi nakonec
diskvalifikaci udajd z divodu zasadnich a
diskvalifikujicich poruseni protokolu.

Any expense or cost incurred by INSTITUTION
and/or INVESTIGATOR in performing this
Contract that is not specifically designated as
reimbursable by CRO or SPONSOR under the
Contract (including this Budget and Payment
Schedule) is INSTITUTION’s and/or
INVESTIGATOR’s sole responsibility.

Jakekoliv vydaje &i naklady vzniklé
ZDRAVOTNICKEMU ZARIZENI anebo
ZKOUSEJICIMU pti pInéni této smlouvy, které
nejsou konkrétné oznaceny jako refundovatelné
CRO & ZADAVATELEM podle této smlouvy
(v€etné tohoto rozpoctu a platebniho
harmonogramu), jsou vyluénou odpovédnosti
ZDRAVOTNICKEHO ZARIZENI anebo
ZKOUSEJICIHO.

C. PAYMENT DISPUTE

C. SPORY OHLEDNE PLATEB

INSTITUTION will have thirty (30) days from the
receipt of final payment to dispute any payment
discrepancies during the course of the Study.

ZDRAVOTNICKE ZARIZENI bude mit tficet (30)
dnu od pfijeti zavérecné platby na rozporovani
pfipadnych nesrovnalosti plateb v pribéhu
Studie.

D. DISCONTINUED OR EARLY TERMINATION
PAYMENTS

D. PLATBY V PRIPADE PRERUSENI NEBO
PREDCASNEHO UKONCENI STUDIE

Reimbursement for discontinued or early
termination of Study participants will be prorated
based on the number of completed CRFs for
those Study participants in accordance with the
Protocol.

Uhrady v pFipadé prerugeni nebo predéasného
ukonéeni ucastnikd studie budou vypocteny
pomérné na zdkladé poctu vypinénych CRF za
tyto ucastniky studie v souladu s protokolem.

E. INVOICES

E. FAKTURY

Original invoices pertaining to this Study must be
issued to and submitted to CRO at the following
address:

Originaly faktur nélezejicich k této studii za
nasledujici poloZzky musi byt vystaveny na CRO a
predlozeny CRO na nasledujici adresu:
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Quintiles Czech Repubilic, s.r.o.
Radlicka 714/113a, Jinonice
158 00 Praha 5
Czech Republic
Identification Number/IC: 24768651
Tax Identification Number/DIC: CZ24768651

In case that the Payee is a payer of VAT,
appropriate rate of VAT according to a mandatory
statute, will be included to the above mentioned
invoice amounts.

Pokud je PFijemce plateb platcem DPH, bude ke
vSem vySe uvedenym fakturovanym ¢astkam
pfipo¢tena DPH v zakonné vysi.

All government taxes are the sole responsibility
of the Payee.

PInéni veSkerych dafiovych povinnosti je
vyluénou odpovédnosti Pfijemce plateb.

Invoices will not be processed unless they
reference the SPONSOR name, Study name,
Protocol number and INVESTIGATOR. After
receipt and verification, reimbursement for
invoices will be included with the next regularly
scheduled payment for Study activity.

Faktury nebudou zpracovany, pokud nebudou
uvadét jméno ZADAVATELE, nazev klinického
hodnoceni, €islo protokolu a jméno
ZKOUSEJICIHO LEKARE. Po prijeti a ovéfeni
bude proplaceni faktur zahrnuto do dalsi
pravidelné platby za Cinnosti v klinickém
hodnoceni.

F Institutional Review Boards (“IRB”)/Ethics
Committee (“EC”) Payments

F Poplatky institucionalni revizni komisi
(Institutional Review Board, IRB)/etické
komisi (EK)

IRB/EC costs will be reimbursed on a pass-
through basis and are not included in the
below budget. Any subsequent re-
submissions or renewals, upon approval by
CRO and SPONSOR, will be reimbursed
upon receipt of appropriate documentation.

Naklady IRB/EK budou proplaceny jako
piefakturovavané a nejsou zahrnuty v nize
uvedeném rozpoctu. Jakakoliv nasledna
opakovana podani nebo obnoveni budou po
schvaleni spole¢nosti CRO a
ZADAVATELEM hrazena po obdrzeni
pfislusné dokumentace.

G Conditional Procedures

Podminéné vykony

Additional Conditional Procedures, where
required by the Protocol, will be reimbursed

Dodatec¢né podminéné vykony, pokud je
poZaduje protokol, bude refundovany v
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in accordance with the table below. To be
eligible for payment an original invoice must
be submitted to CRO along with any
additional information which may be
requested by CRO to appropriately document
the procedure. Subject numbers and date of
procedure must be included on an original
invoice.

souladu s nasledujici tabulkou. V zajmu
zpUsobilosti k platbé musi byt CRO
pfedloZena originalni faktura spole¢né s
jakymikoliv dodate&nymi informacemi, které
muze CRO pozadovat ke vhodnému
zadokumentovani vykonu. Na originalni
faktufe musi byt uvedeny pocty subjektt a
datum vykonu.

Patient follow- | Maximum 10 | [l czK Kontrola Maximalng 10 <
up per per subject pacienta podle za subjekt
questionnaire dotazniku hodnoceni
Upon Il CzK | Shromazdéni Na Zadost B <
Endpoint Sponsor dokumentu zadavatele
document Request pro cilovy
collection parametr

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED.

NA ZADNE DALSi FINANCNi POZADAVKY
NEBUDE BRAN OHLED.

H. BUDGET

H. ROZPOCET

The Budget is as follows:

Rozpocet je nasledujici:

Visit Amount (CZK) Navstéva Castka %Ké%
Enroliment Visit CZK Naborova navstéva K&
Total per completed CZK per Celkem za K¢ za subjekt
Subject Subject* dokonéeny subjekt hodnoceni*
hodnoceni

*All amounts are inclusive of any overhead.

*V8echny €astky jsou vEetné vSech rezijnich
nakladu.
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