SMLOUVA O KLINICKEM HODNOCENI
Smluvni vyzkumnda organizace -—

Zdravotnické

CLINICAL TRIAL AGREEMENT
CRO - Institution

zarizeni
Tato Smlouva se uzavira

mezi

Quintiles Czech Republic s.r.o. (dale jen ,Smluvni
vyzkumna organizace“), spoleCnosti zalozenou a
fungujici podle zakonti Ceské republiky s hlavnim sidlem
v Ceské republice, Radlicka 714, 158 00 Praha 5,
jednajici jménem spole€nosti Janssen-Cilag
International NV, zaloZzené a fungujici podle zakonu
Belgie s registrovanym sidlem na adrese Turnhoutseweg
30. B-2340, Beerse a vlastnim jménem.

a

Nemocnice Jindfichtiv Hradec a.s. (,Zdravotnické
zafizeni*) se sidlem U nemocnice 380/Ill, 377 01
Jindfichtiv Hradec, Ceska republika.

a ucinna ode dne pfipojeni podpisu posledni ze stran
(,Datum déinnosti®).

Klinické hodnoceni: Randomizované, dvojité
zaslepené, poCtem  pfihod Ffizené, placebem
kontrolované, multicentrické klinické hodnoceni G&innosti
canagliflozinu na renalni a kardiovaskularni vyysledky u
diabetikl 2. typu s diabetickou nefropatii, klinické
hodnoceni CREDENCE (Canagliflozin and Renal Events
in Diabetes

with Established Nephropathy Clinical Evaluation Trial)

Zadavatel: Janssen-Cilag International NV,

Turnhoutseweg 30. B-2340, Belgie
Hodnoceny produkt: Canagliflozin
Protokol: 28431754DNE3001

Cislo EUdraCT: 2013-004494-28
Zafizeni provadgjici
hodnoceni: Nemocnice Jindfichiv Hradec
a.s.
Interni oddéleni
U nemocnice 380/Ill
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This Agreement is
by and between

Quintiles Czech Republic s.r.o. (“CRO”), a company
organized and existing under the laws of the Czech
Republic with its principal offices located in Radlicka 714,
158 00 Praha 5 acting on behalf of Janssen- Cilag
International NV, a company organized and existing
under the laws of the Belgium with its registered office at
Turnhoutseweg 30. B-2340, Beerse, and in CRO’s own
name

and

Nemocnice Jindrichuv Hradec a.s. (“Institution”)
located at U nemocnice 380/Ill, 377 01 Jindrichuv
Hradec, Czech Republic

and effective as of the date of execution by the last party
to sign below (“Effective Date”).

Clinical Trial: A Randomized, Double-blind, Event-driven,
Placebo-controlled, Multicenter Study of the Effects of
Canagliflozin on Renal and Cardiovascular Outcomes in
Subjects With Type 2 Diabetes Mellitus and Diabetic
Nephropathy, The “CREDENCE” Trial (Canagliflozin and
Renal Events in Diabetes with Established Nephropathy
Clinical Evaluation Trial)

Sponsor: Janssen- Cilag International NV,

Turnhoutseweg 30. B-2340, Belgium

Study Product: Canagliflozin
Protocol : 28431754DNE3001

EUdraCT number: 2013-004494-28

Nemocnice Jindrichuv Hradec a.s.
Interni oddeleni

Study Site
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377 01 JindfichGv Hradec
Ceska republika

VZHLEDEM K TOMU, ZE Zadavatel pozadal Smluvni
vyzkumnou organizaci, aby fidila Klinické hodnoceni
s nazvem ,Randomizované, dvojité zaslepené, poctem
pfihod Ffizené, placebem kontrolované, multicentrické
klinické hodnoceni ucinnosti canagliflozinu na renalni a
kardiovaskularni vyysledky u diabetikd 2. typu s
diabetickou nefropatii, klinické hodnoceni CREDENCE
(Canagliflozin and Renal Events in Diabetes
with Established Nephropathy Clinical Evaluation Trial)*
jeho jménem.

VZHLEDEM K TOMU, ZE Smiluvni vyzkumna organizace
pozadala Zdravotnické zafizeni a jeji zaméstnance,
vCetné Hlavniho fesitele, aby provedli Klinické hodnoceni
sponzorované spole¢nosti JANSSEN-CILAG
INTERNATIONAL NV, Turnhoutseweg 30. B-2340,
Beerse, Belgie, (,Zadavatel) tykajici se Hodnoceného
produktu podle Protokolu; a

vzHLEDEM K Tomu, ZE I bHuo-

zastavat roli hlavniho feSitele (,Hlavni feSitel“) pro ucely
tohoto Klinického hodnoceni; a

VZHLEDEM K TOMU, ZE Hlavni fesitel je
zaméstnancem Zdravotnického zafizeni a Zdravotnické
zarizeni bude zodpovédné za povinnosti Hlavniho
feSitele podle této Smlouvy; a

VZHLEDEM K TOMU, ZE Hlavni fesitel se seznamil
s dostateCnym mnozZstvim informaci tykajicich se
Hodnoceného produktu a Protokolu pro navrhované
Klinické hodnoceni k vyhodnoceni svého zajmu o ucast
v navrhovaném Klinickém hodnoceni a také zajmu
ucastnit se Klinického hodnoceni jako Hlavni feSitel; a

VZHLEDEM K TOMU, ZE je Zdravotnické zafizeni
vybaveno a opravnéno provadét Klinické hodnoceni.

PROTO NYNI, berouce v Gvahu premisy a vzajemné
sliby a Umluvy v této Smlouvé uvedené, se strany
dohodly takto:
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U nemocnice 380/Ill
377 01 Jindrichuv Hradec
Czech Republic

WHEREAS, Sponsor has requested CRO to manage the
Clinical Trial entitled “A Randomized, Double-blind,
Event-driven, Placebo-controlled, Multicenter Study of
the Effects of Canagliflozin on Renal and Cardiovascular
Outcomes in Subjects With Type 2 Diabetes Mellitus and
Diabetic Nephropathy, The “CREDENCE” Trial
(Canagliflozin and Renal Events in Diabetes with
Established Nephropathy Clinical Evaluation Trial)” on its
behalf.

WHEREAS, CRO has requested Institution and its
employees, including Principal Investigator, to conduct
the Clinical Trial, which is sponsored by JANSSEN-
CILAG INTERNATIONAL NV, Turnhoutseweg 30. B-
2340, Beerse, Belgium, (“Sponsor”) involving the Study
Product according to the Protocol; and

WHEREAS, I sha!l serve as principal

investigator (“Principal Investigator”) for this Clinical Trial;
and

WHEREAS, Principal Investigator is employed by
Institution and Institution will be responsible for Principal
Investigator’s obligations under this Agreement; and

WHEREAS, Principal Investigator has reviewed sufficient
information regarding the Study Product and the Protocol
for the proposed Clinical Trial to evaluate his/her interest
in participating in the proposed Clinical Trial and desires
to participate as a Principal Investigator in the Clinical
Trial; and

WHEREAS, Institution is equipped and authorized to
undertake the Clinical Trial.

NOW THEREFORE, in consideration of the premises
and the mutual promises and covenants expressed
herein, the parties agree as follows:
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1.1

1.2

1.3

1.4

Provedeni Klinického hodnoceni

Strany se dohodly, Zze Protokol, v&etné vSech
pfipadnych naslednych zmén Protokolu
zahrnutych odkazem jako Pfiloha A, neni-li
pfipojena k této Smilouvé, ale je znama vSem
stranam, a pfilohy tvofi nedilnou soucast této
Smlouvy.

Zdravotnické zafizeni vytvofi Hlavnimu FeSiteli
podminky k tomu, aby mohl vyvinout maximalni
usili a vyuzit své odborné znalosti k provedeni
Klinického hodnoceni v souladu s Protokolem,
vSemi platnymi pravnimi a zakonnymi pozadavky,
stanovenymi lhdtami a smluvnimi podminkami této
Smlouvy. Zdravotnické zafizeni a Hlavni feSitel
nesmi zahdjit Klinické hodnoceni bez prfedchoziho
souhlasu etické komise, oznameni a dalSich
zakonem pozadovanych povoleni.

V pfipadé, ZzZe Hlavni FeSitel pFestane byt
zaméstnancem Zdravotnického zafizeni, musi toto
poskytnout Smluvni vyzkumné organizaci co
nejdfive pisemné oznameni, a to nejpozdéji do tfi
(3) kalendafnich dnl po tomto ukonc&eni
pracovniho poméru. Smluvni vyzkumna
organizace ma pravo schvalovat veSkeré nové
hlavni  feSitele  jmenované  Zdravotnickym
zafizenim. Novy hlavni feSitel je povinen souhlasit
s podminkami této Smlouvy. V pfipadgé, ze
Smluvni vyzkumna organizace nového Hlavniho
feSitele neschvali, muze Smluvni vyzkumna
organizace ukonéit tuto Smlouvu v souladu
s oddilem 2.2 niZe a Zdravotnické zafizeni pfijme
veSkera nezbytna opatfeni k tomu, aby toto

rozhodnuti  Smluvni  vyzkumné  organizaci
umoznila.
Zdravotnické zafizeni a Hlavni feSitel mohou

jmenovat takové daldi osoby a feSitele, které
budou povazovat za vhodné pro vykon funkce
spolufeSitele nebo feSitele s cilem pomoci pfi
provadéni  Klinického  hodnoceni.  VSichni
spolufeSitelé a feSitelé musi mit odpovidajici
kvalifikaci, musi byt v€as jmenovani a musi se vést
jejich aktualizovany seznam. Hlavni feSitel je
odpovédny za vedeni takového tymu spolufeSitell
a feSiteld, ktefi se ve vSech ohledech budou Fidit
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1.2

13

14

Performance of the Clinical Trial

The parties agree that the Protocol, including any
subsequent Protocol amendments, incorporated
by reference as Exhibit A, if not attached hereto but
known to all parties, and the Exhibits, form an
integral part of this Agreement.

Institution shall and shall cause Principal
Investigator to use best efforts and professional
expertise to perform the Clinical Trial in
accordance with the Protocol, all applicable legal
and regulatory requirements, the identified
timelines and the terms and conditions of this
Agreement. Institution and Principal Investigator
may not start the Clinical Trial without prior
approval of the ethics committee, notifications and
further legally required approvals.

In the event that the Principal Investigator
becomes no longer employed by the Institution,
Institution shall provide written notice to CRO as
soon as possible and at the latest within three (3)
calendar days of such departure. CRO shall have
the right to approve any new principal investigator
designated by Institution. The new principal
investigator shall be required to agree to the terms
and conditions of this Agreement. In the event
CRO does not approve such new principal
investigator, CRO may terminate this Agreement
in accordance with Section 2.2 below and
Institution shall take all necessary steps to
accommodate CRO’s decision.

Institution and Principal Investigator may appoint
such other individuals and investigational staff as
they may deem appropriate as co-investigator or
investigational staff to assist in the conduct of the
Clinical ~ Trial.  All  co-investigators  and
investigational staff will be adequately qualified,
timely appointed and an updated list will be
maintained. Principal Investigator shall be
responsible for leading such team of co-
investigators and investigational staff, who in all
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stejnymi podminkami jako Hlavni FeSitel podle této
Smlouvy. Zdravotnické zafizeni a Hlavni feSitel
jsou zodpovédni za sluzby vykonané jmenovanymi
zaméstnanci a zavazuji se zejména, Ze budou
vykonavany kompetentnimi osobami.
V pfipadé, Ze Zdravotnické zafizeni a/nebo Hlavni
fesitel vyuZzivaji sluzeb jinych osob pfi provadéni
Klinického hodnoceni na zakladé této Smlouvy,
budou odpovédni za =zajisténi toho, ze jsou
vSechny tyto osoby drziteli pfisluSnych licenci
a povéfeni a ze spliuji podminky této Smlouvy.
Zdravotnické zafizeni a Hlavni FeSitel budou
odpovédni za jakékoli poruseni této Smlouvy ze
strany téchto osob.

Zdravotnické zafizeni musi zajistit, aby se Hlavni
feSitel a urCeni zaméstnanci uc€astnili vSech
Skoleni pofadanych Zadavatelem nebo jeho
zmocnénci tykajicich se Fadného provadéni
Protokolu, bezpec¢nosti a pozadavkl na
vykazovani a dalSich pfipadnych pokyn( tykajicich
se Klinického hodnoceni, zafizeni provadéjici
hodnoceni a provadéni Protokolu.

V pripadé zaslepeni Klinického hodnoceni;
Pouziti randomizaénich koda: Hlavni FesSitel
provadéjici zaslepenou studii souhlasi s tim, ze
bude udrzovat zaslepeni Hodnoceného produktu.
Hlavni feSitel souhlasi, ze randomizacni kody
budou =zvefejnény po dokonceni Klinického
hodnoceni a finalizaci databaze Zadavatelem. U
multicentrickych studii jsou vyZadovany udaje
pfedtim, neZ je Klinické hodnoceni povaZzovano za
ukonené. Pokud by se vyskytla mimofadna
zdravotni udalost vyZadujici, aby Hlavni feSitel
prozradil kéd u uréitého Hodnoceného produktu,
Hlavni feSitel se zavazuje tuto skute€nost ihned
oznamit Smluvni vyzkumné organizaci.

Pro provadéni Klinického hodnoceni Zadavatel
poskytne Hodnoceny produkt a Smluvni vyzkumna
organizace  poskytne  veSkeré  dokumenty
souvisejici s Klinickym hodnocenim (napfiklad
zaznamy Subjektll hodnoceni). Zdravotnické
zafizeni souhlasi a ziska souhlas Hlavniho feSitele
s tim, Ze nebude zadnym zpUsobem vyuzivat
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respects shall be bound to the same terms and
conditions as the Principal Investigator under this
Agreement. Institution and Principal Investigator
are responsible for the services performed by the
appointed staff and undertake in particular to have
it executed by competent persons. In the event that
Institution and/or Principal Investigator use the
services of others to conduct the Clinical Trial
pursuant to this Agreement, Institution and
Principal Investigator shall be responsible for
ensuring that all are appropriately licensed and
credentialed and in compliance with the terms of
this  Agreement. Institution and Principal
Investigator shall be liable for any breach of this
Agreement by such individuals.

Institution shall ensure that Principal Investigator
and designated staff attend all trainings conducted
by Sponsor or its designee in the proper
performance of the Protocol, safety and reporting
requirements, and any other applicable guidelines
relevant to the Clinical Trial, Study Site and
performance of the Protocol.

In Case of Blinding the Clinical Trial; Use of
Randomization Codes: The Principal Investigator
conducting a blinded study agrees to maintain the
blinding of the Study Product. The Principal
Investigator understands that the randomization
codes will be released upon completion of the
Clinical Trial and finalization of the database by
Sponsor. For multi-center studies, data from all
centers are required before the Clinical Trial is
considered complete. Should a medical
emergency occur requiring the Principal
Investigator to break the code for a specific
subject, the Principal Investigator agrees to notify
CRO immediately.

For the performance of the Clinical Trial, Sponsor
shall provide the Study Product and CRO shall
provide all Clinical Trial related documents (such
as case report forms). Institution agrees and shall
cause Principal Investigator to agree not to make
any use of Study Product and Clinical Trial related
documents, materials and equipment other than
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1.6

1.7

Hodnoceny produkt
a dokumenty, materidly a vybaveni souvisejici
s Klinickym hodnocenim pro jiné ucely, nez pro
vykon  Klinického hodnoceni v  souladu
s Protokolem.

Zdravotnické zafizeni bere na védomi a souhlasi s
tim, ze Hlavni FeSitel a ¢lenové hodnoticiho tymu
mohou obdrzet pfimou platbu za sluzby souvisejici
s Klinickym hodnocenim vykonavané podle
zvlastnich smiuv.

DalSi vyzkum: Pokud to Zadavatel pisemné
neschvali, pak Zdravotnické zafizeni a Hlavni
feSitel nesmi provadét zadny vyzkum, ktery neni
vyzadovan Protokolem pro provadéni Klinického
hodnoceni v Zdravotnickém zafizeni nebo jeho
prostfednictvim (i) na Pacientech v prabéhu
Klinického hodnoceni (v€etné vsech dodateCnych
vyzkumnych technik, postupd, dotazniki nebo
pozorovani) nebo (ii) na biologickych vzorcich
odebranych z Pacientd v prabéhu Klinického

hodnoceni nebo datech z nich odvozenych
v pfipadé, Ze Klinické hodnoceni zahrnuje
Hodnoceny produkt a vyzkum se tyka

Hodnoceného produktu nebo jeho farmaceuticky
pfijatelnych soli, enantiomert a polymorfd. Dale se
vyzkum popsany v pfedchozi vété se oznacuje jako
,Dalsi vyzkum®. V kazdém pfipadé, pokud
Zadavatel da souhlas, bude se schvaleny DalSi
vyzkum povazovat za zménu puvodniho Protokolu
nebo musi byt pfedmétem jiné smlouvy
a Zdravotnické zafizeni a Hlavni feSitel provedou
vSechen tento DalSi vyzkum v souladu s platnymi
predpisy, v€etné pozadavk(l na ziskani vhodného
ES schvéleni typu a na informovany souhlas
Pacienta. Dale, pokud je takovy DalSi vyzkum
provadén bez ohledu na vySe uvedena omezeni,

aniz by byla omezena jakakoli jina prava,
Zdravotnické  zafizeni  udéluje  Zadavateli
neodvolatelnou, celosvétovou, splacenou

a bezplatnou vyhradni licenci s pravem udélovat
dil&i licence k budoucimu &i pfedchozimu pouziti,
prodeji a importu jakéhokoli vynéalezu, ktery vyplyva
z tohoto dalSiho vyzkumu. Tento oddil bude platny
i po ukon&eni nebo vyprieni platnosti této Smlouvy.
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1.6

1.7

for the performance of the Clinical Trial in
accordance with the Protocol.

Institution acknowledges and agrees that the
Principal Investigator and members of the study
team may receive direct payment for Clinical Trial
services performed under separate agreements.

Additional Research: Unless it is approved in
writing by Sponsor, Institution and Principal
Investigator shall not conduct any research not
required by the Protocol for the conduct of the
Clinical Trial at or by Institution (i) on Clinical Trial
subjects during the Clinical Trial (including any
additional  research  technique, procedure,
guestionnaire or observation), or (ii) on biological
samples collected from Clinical Trial subjects
during the Clinical Trial or the data derived
therefrom, if the Clinical Trial involves a Study
Product and the research is related to the Study
Product or its pharmaceutically acceptable salts,
enantiomers and polymorphs. Hereinafter, the
research described in the previous sentence shall
be referred to as “Additional Research”. In any case
where Sponsor gives such approval, the approved
Additional Research shall be considered an
amendment to the original Protocol, or shall be the
subject of another agreement, and Institution and
Principal Investigator shall conduct all such
Additional Research in compliance with all
applicable regulations, including requirements for
obtaining appropriate EC approval and subject
informed consent. Further, if such Additional
Research is conducted notwithstanding the
foregoing restriction, without limiting any other
rights, Institution hereby grants to Sponsor an
irrevocable, worldwide, paid up, royalty-free,
exclusive license, with right of sub-license, to
make, have made, use, have used, sell, have sold,
and import any invention that results from such
Additional Research. This Section shall survive
termination or expiration of this Agreement.
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2.2

Zadavatele na Smluvni
vyzkumnou organizaci Zadavatel uzaviel se
Smluvni  vyzkumnou organizaci  smlouvu
o poskytovani pomocnych sluzeb pro usnadnéni
dohledu Zadavatele, monitorovani a spravé
Klinického hodnoceni v souladu s platnymi
pravnimi pfedpisy a s touto Smlouvou. Zadavatel
povéfuje Smluvni vyzkumnou organizaci, aby
zajistovala komunikaci Zadavatele se
Zdravotnickym zafizenim a Hlavnim FeSitelem
v souvislosti s touto Studii a touto Smlouvou. Na
zakladé pisemného oznameni Zdravotnickému
zafizeni a Hlavnimu FeSiteli muze Zadavatel urcit
dalsi organizace, aby nahradily Smluvni
vyzkumnou organizaci nebo s ni spolupracovaly pfi
poskytovani sluzeb Zadavateli, a Zdravotnické
zafizeni a Hlavni feSitel dovoli této Smluvni
vyzkumné organizaci provadét tyto delegované
ukoly jménem Zadavatele.

Delegace pravomoci

Doba trvani a ukonéeni

Doba trvani této Smlouvy za€ind Dnem uc&innosti
a bude pokraCovat az do dokon¢eni Hodnoceni
k plné spokojenosti Zadavatele. Strany odhaduji,
7e Klinické hodnoceni skon&i (i) v [ EGTGczczNNE
nebo (ii) [ po konedném uzaméeni
databaze, pokud nebude ukonéeno dfive
v souladu s podminkami této Smlouvy. Strany se
dohodly, Zze dobu trvani lze zménit vzajemnou
dohodou.

Tuto Smlouvu muze kterakoli ze stran kdykoli dle
svého uvazeni ukoncit, a to na zakladé predchozi
pisemné vypovédi doruené druhé strané do
patnacti (15) kalendafnich dnd. Ddavody pro
ukoné&eni Klinického hodnoceni mohou byt mimo
jiné:

(i) poruseni smlouvy, vCetné nedodrzeni
Protokolu a platnych zakonu a predpis;
(i) ziskani informaci o bezpecnosti, diky
kterym se jevi ukonceni jako rozumné
nebo
pokud zafizeni provadéjici hodnoceni
nepfijalo do tfi (3) mésicl po zahajeni
hodnoceni zadné Pacienty.

(iii)
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2.1

2.2

Delegation by Sponsor to CRO. Sponsor has
contracted with CRO, a clinical research
organization, to provide support services to
facilitate Sponsor's oversight, monitoring and
administration of the Clinical Trial in accordance
with applicable laws and with this Agreement.
Sponsor has authorized the CRO to handle
Sponsor communications with the Institution and
Principal Investigator with respect to the Study and
this Agreement. Upon written notice to Institution
and Principal Investigator, Sponsor may designate
other such organizations to replace or work with
CRO in the performance of such services for
Sponsor, and Institution and Principal Investigator
will permit such CRO to perform such delegated
tasks on behalf of Sponsor.

Term and Termination

The term of this Agreement shall begin on the
Effective Date and continue until the Trial has been
completed to the reasonable satisfaction of the
Sponsor. The parties estimate that the Clinical
Trial will end on () | EGEGNG o )
I <o!lowing final database lock, unless
sooner terminated in accordance with the terms
hereof. The parties agree that the term may be
amended by mutual agreement.

The Clinical Trial Agreement may be terminated by
either party at any time in the exercise of its sole
discretion upon fifteen (15) calendar days prior
written notice to the other party. Reasons for
Clinical Trial termination may include but are not
limited to:

0] breach of contract, including failure to
comply with the Protocol and applicable
laws and regulations;

(i)  receipt of safety information that makes
it prudent to do so; or

(iii)  if no subjects have been recruited at the

Study Site within three (3) months

following the trial initiation at the site.
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2.3

Bez ohledu na vySe uvedena ustanoveni
muze Smluvni vyzkumna organizace ihned
ukondit Klinické hodnoceni na zakladé svého
vyhradniho uvazeni, je-li toto okamzité
ukon€eni nezbytné na zakladé zohlednéni
bezpecénosti pacientll ¢i na zakladé ziskani
udajd naznacujicich nedostate¢nou
ucinnost. Zdravotnické zafizeni a Hlavni
fesitel souhlasi, Zze po obdrzeni upozornéni
ohledné ukon€eni  okamzit¢  ukonCi
provadéni Klinického hodnoceni v rozsahu
lékarsky pfipustném pro jakoukoli osobu
Ucastnici se Klinického hodnoceni (dale jen
.Pacient’). V pfipadé ukonceni v souladu
s touto Smlouvou jinak nez v dlsledku
zavazného poruseni ze strany
Zdravotnického zafizeni nebo Hlavniho
feSitele budou celkové C¢&astky splatné
Zdravotnickému zafizeni ze strany Smluvni
vyzkumné organizace podle této Smlouvy
spravedlivé  pomérné  rozdéleny za
skuteCnou praci provedenou k datu
ukon&eni, pfiemz jakékoli nevylerpané
finanéni prostfedky pFedtim vyplacené
Smluvni vyzkumnou organizaci
Zdravotnickému zafizeni budou vraceny
Smluvni vyzkumné organizaci.

Zdravotnické zafizeni a Hlavni feSitel okamzité
odevzdaji Zadavateli nebo jim uréenému subjektu
vSechny Udaje vygenerované v duUsledku
Klinického hodnoceni a také vSechny odebrané
klinické  vzorky. Dale Smluvni vyzkumné
organizaci vrati, popfipadé na zakladé jejich
pokynu znic¢i, veSkeré nepouzité Hodnocené

produkty, dokumenty, materidl a zafizeni
poskytnuté  Smluvni vyzkumnou organizaci
a vSechny D(vérné informace Zadavatele

vymezené nize v Clanku 7.2 nebo v souladu
s PFilohou B ke dni ukonéeni Klinického hodnoceni
¢i ukonceni této Smlouvy, podle toho, co nastane
diive. Toto ustanoveni se nevztahuje na
dokumenty, které by mél vést a uchovavat Hlavni
feSitel v Zafizeni provadéjicim hodnoceni, jak je
uvedeno v Protokolu a jak vyZaduji platné zékony
a nafizeni.
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Notwithstanding the above, CRO may
immediately terminate the Clinical Trial if
such immediate termination is necessary
based upon considerations of patient safety
or upon receipt of data suggesting lack of
sufficient efficacy. Upon receipt of notice of
termination, Institution agrees and shall
cause Principal Investigator to agree to
promptly terminate conduct of the Clinical
Trial to the extent medically permissible for
any individual who participates in the Clinical
Trial (“Trial Subject”’). In the event of
termination hereunder, other than as a result
of a material breach by Institution or Principal
Investigator, the total sums payable to the
Institution by CRO pursuant to this
Agreement shall be equitably prorated for
actual work performed to the date of
termination, with any unexpended funds
previously paid by CRO to Institution being
refunded to CRO.

Institution and Principal Investigator shall
immediately deliver to Sponsor or its designee all
data generated as a result of the Clinical Trial as
well as all clinical specimen collected and shall
return to CRO or destroy upon instructions of the
CRO, all unused Study Product, all documents,
materials and equipment provided by CRO and all
Sponsor Confidential Information, as defined in
Section 7.2 below, or in accordance with Exhibit B,
at the earlier of the conclusion of the Clinical Trial
or termination of this Agreement. This provision
does not apply to those documents that should be
maintained and retained by the Principal
Investigator at the Study Site, as defined in the
Protocol and as requested by applicable laws and
regulations.
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2.4

3.1

3.2

3.3

Pokud je Kilinické hodnoceni multicentrické,
prevede po jeho ukon&eni Hlavni FeSitel na zadost
Smluvni vyzkumné organizace nebo Zadavatele,
pokud je to mozné, Pacienty na jina vyzkumnd
pracovisté uréena Zadavatelem.

Eticka komise (EK) — Informovany souhlas —
Povoleni

V souladu s platnymi zakony a pfedpisy odpovida
Smluvni vyzkumnd organizace za to, Ze pfed
zahajenim Klinického hodnoceni pfislusna Eticka
komise schvdli Protokol a jeho dodatky,
informovany souhlas, postupy pro nabor Pacientt
(napf. inzertni oznameni, pfipadné finanéni
odmeény)

a jakékoliv dalsi relevantni dokumenty souvisejici
s Klinickym hodnocenim. V pfipadé, ze EK
pozaduje zmény v Protokolu, informovaném
souhlasu nebo postupech pro nabor Pacientd,
nebudou takové zmeény provedeny, dokud o tom

Smluvni vyzkumna organizace nebude
informovana a dokud k tomu neda pisemny
souhlas. Protokol, informovany  souhlas
a vesSkerou inzerci je mozné upravit pouze

s pfedchozim pisemnym souhlasem Smluvni
vyzkumné organizace a Etické komise.

Zdravotnické zafizeni souhlasi s tim, ze Hlavni
feSitel odpovida za dostate¢né informovani
Pacienta a za ziskani formulafe o informovaném
souhlasu podepsaného kazdym Pacientem nebo
jeho jménem, ktery musi k umoznéni jeho ulasti
schvalit Smluvni vyzkumna organizace a EK.
FormuldaFF o informovaném souhlasu musi
obsahovat pravo Smluvni vyzkumné organizace,
Zadavatele a jeho zastupcu a pfisluSnych vladnich
organu prezkoumat surova data z Kilinickych
hodnoceni, véetné puvodnich zaznam
o Pacientech, pfi vSech monitorovacich
a auditorskych innostech nezbytnych k zajisténi
kvality a dodrZzovani Protokolu, stejné jako
vSechny pravni a zakonné poZadavky.

Smluvni vyzkumna organizace odpovida za
splnéni v8ech dalSich formalnich nalezitosti
souvisejicich s povolenim provedeni Klinického
hodnoceni  (napfiklad predlozeni  Zadosti
o povoleni Klinického hodnoceni) a s dodavanim
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3.1

3.2

3.3

Upon termination, if the Clinical Trial is a multi-
center trial, if possible, upon the CRO or Sponsor’s
request, Principal Investigator shall refer the Trial
Subjects to other trial sites designated by Sponsor.

Ethics Committee (EC) - Informed Consent -
Authorizations
In accordance with the applicable laws and

regulations CRO shall be responsible for obtaining
approval of the Protocol and its amendments,
informed consent form, and Clinical Trial
recruitment procedures (e.g. announcements,
financial compensation if any) and any other
relevant documents in connection with the Clinical
Trial, from the appropriate EC prior to
commencement of the Clinical Trial. In the event
the EC requires changes in the Protocol, informed
consent form or Clinical Trial recruitment
procedures, such changes shall not be
implemented until CRO is notified and gives its
written approval. The Protocol, the informed
consent form, and any advertising shall not be
revised without the prior written agreement of CRO
and the EC.

Institution agrees that Principal Investigator shall
be responsible for adequately informing the Trial
Subject and for obtaining an informed consent
form signed by or on behalf of each Trial Subject,
which informed consent form shall be approved by
the CRO and the EC, prior to the Trial Subject’s
participation. The informed consent shall include
the right for CRO, Sponsor and its designees and
applicable government authorities to review raw
Clinical Trial data, including original subject
records, in all monitoring and auditing activities
required to ensure quality assurance and
compliance with the Protocol as well as all legal
and regulatory requirements.

CRO shall be responsible for fulfilling all other
authorization formalities related to the conduct of
the Clinical Trial (such as submitting a clinical trial
application) and related to the supply or
importation of the Study Product, and if required,
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4.1

4.2

4.3

¢i dovozem Hodnoceného produktu. Bude-li to
vyzadovano, bude odpovidat také za obstarani
pisemného povoleni od pfislusnych
zdravotnickych organ(i pfed zahajenim Klinického
hodnoceni.

Vykazovani dat a nezadouci pfihody

VeSkeré vysledky Klinického hodnoceni a dalSi
Udaje vyzadované v Protokolu budou dodany
Smluvni vyzkumné organizaci véas
prostfednictvim nalezité (pisemné ¢&i elektronicky)
vyplnénych formularu pfipadové zpravy.

Elektronicky zdznam dat — Electronic Data
Capture (,EDC“): Organizace predlozi data
z hodnoceni prostifednictvim elektronického
systému, ktery zajisti Zadavatel. Zdravotnické
zarizeni musi zabranit neopravnénému pfistupu
k datim tim, Ze zajisti fyzickou bezpeénost
pocitacli a to, aby feSitelé udrzovali sva hesla
v tajnosti. Organizace musi rovnéz dodrzovat
pokyny Smluvni vyzkumné organizace pro
zadavani dat do systému, coz znamena, ze
feSitelé pouzivajici systém musi chapat, Ze jejich
elektronické podpisy jsou pravné zavaznym
ekvivalentem jejich  vlastnoru¢nich  podpisu
a dokladaji spravnost a Uplnost zadanych udaju.

Zdravotnické zafizeni souhlasi a musi zajistit
souhlas Hlavniho feSitele s tim, aby se
shromazdily v8echny udaje z Klinickych studii ve
zdrojovych dokumentech pfed jejich zadanim do
elektronického formulafe pfipadové studie
(,eCRF"), ktery musi byt vyplnén nejpozdé&ji do
sedmdesati dvou (72) hodin po navstévé Pacienta,
a poskytli odpovidajici odpovédi na dotazy
obdrzené do péti (5) dnl od jejich obdrzeni.

Hlavni FeSitel a Zdravotnické zafizeni podaji
Smluvni vyzkumné organizaci zpravu o vSech
zavaznych nezadoucich pfihodach nejpozdéji do
Ctyfiadvaceti (24) hodin poté, co se o nich dozvi
a o jinych vyznamnych Iékafskych udalostech, jak
je stanoveno v Protokolu, které ovliviiuji vSechny
Pacienty v Klinickém hodnoceni. Hlavni FeSitel
a Zdravotnické zafizeni dale po této zpravé zaslou

Strana 9 z 27

27

Nemocnice Jindfichiv Hradec a.s. /| EEGTczNEE

Version Redacted/140218

4.1

4.2

4.3

for obtaining the written authorization from the
competent  Health  Authorities prior  to
commencement of the Clinical Trial.

Reporting of Data and Adverse Events

All Clinical Trial results and other data called for in
the Protocol shall be provided to the CRO in a
timely manner on properly completed (written or
electronic) case report forms.

Electronic Data Capture ("EDC"): Institution will
submit Trial data using the electronic system
provided by the Sponsor. Institution shall prevent
unauthorized access to the data by maintaining
physical security of the computers and ensuring
that investigational staff maintains the
confidentiality of their passwords. Institution shall
also comply with CRO’s instructions for data entry
into the system, which includes that investigational
staff using the system understands that their
electronic signatures are the legally binding
equivalent of handwritten signatures, and they
attest to the accuracy and completeness of the
data entered.

Institution agrees and shall cause the Principal
Investigator to collect all Clinical Trial data in
source documents prior to entering it into the
electronic Case Report Form (“eCRF”), which shall
be completed within a maximum timeframe of
seventy-two (72) hours of the Trial Subject’s visit
and to provide appropriate responses to queries
received within five (5) days of receipt.

Principal Investigator and Institution shall report to
CRO all serious adverse events within twenty-four
(24) hours after learning of any serious adverse
events and other important medical events, as
identified in the Protocol, affecting any Trial
Subject in the Clinical Trial. Principal Investigator
and Institution shall follow up such report with
detailed, written reports in compliance with all
applicable legal and regulatory requirements.
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4.4

51

5.2

5.3

podrobné pisemné zpravy v souladu se vSemi
platnymi pravnimi a zakonnymi pozadavky.

Pfedkladani v&asnych, pfesnych a uplnych dat
a reakce na dotazy jsou nezbytné k zajisténi platby
v souladu s rozpo¢tem a platebnim kalendarem
(Priloha B této Smiouvy).

Monitorovani Klinického hodnoceni — Audit —

Kontrola

Monitorovani — Audit

Bé&hem doby trvani této Smlouvy a po ni musi
Zdravotnické zarfizeni a Hlavni feSitel umoznit

zastupcim  Smluvni  vyzkumné organizace,
Zadavateli a/nebo pfislusnym zdravotnickym
organim  (v€etné, pfipadné, FDA), aby

pfezkoumali v jakoukoli rozumnou dobu b&hem
bézné pracovni doby

(i) zafizeni, ve kterych Klinické hodnoceni
probiha,

(i) surova data z Klinické studie, v€etné
pavodnich zaznaml o Pacientech,
pokud je to dovoleno podle podminek
formulafe o informovaném souhlasu
a platnych zakon(, a

(iii) jakékoli dalsi dulezité informace nutné
k potvrzeni, Ze Klinické hodnoceni je
provedeno v souladu s Protokolem
a v souladu s platnymi pravnimi
a zdkonnymi poZadavky, v&etné prava
na soukromi a bezpecnostnich zakonl
a predpisu.

Kontroly

Zdravotnické zafizeni a Hlavni FeSitel ihned
upozorni  Smluvni  vyzkumnou  organizaci
v pfipadé, Ze odpovédny =zdravotnicky ufad
naplanuje kontrolu nebo takovou kontrolu provede
bez ohlaSeni. Dale Smluvni vyzkumné organizaci
poskytne ihned po jejim vydani  kopii
korespondence jakéhokoli statniho
zdravotnického Uradu vyplyvajici z dané kontroly.

Zdravotnické zafizeni a/nebo Hlavni feSitel
souhlasi, ze podniknou veSkeré pfimérené kroky
vyzadované Smluvni vyzkumnou organizaci
k napravé nedostatki zaznamenanych béhem
auditu nebo kontroly. Smluvni vyzkumna
organizace ma rovnéz pravo pfed odeslanim
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Timely, accurate and complete data submission
and query responses are necessary to ensure
payment in accordance with the Budget and
Payment Schedule, Exhibit B of this Agreement.

Monitoring of Clinical Trial = Audit - Inspections

Monitoring — Audit

During and after the term of this Agreement,
Institution and Principal Investigator shall permit
representatives of CRO, Sponsor and/or the
competent health authorities (including, if
applicable, the US FDA) to examine at any
reasonable time during normal business hours

(i) the facilities where the Clinical Trial is
being conducted,

(ii) raw Clinical Trial data including original
Trial Subject records, if allowed under
the terms of the Informed Consent Form
and the applicable laws, and

any other relevant information necessary
to confirm that the Clinical Trial is being

(iii)

conducted in conformance with the
Protocol and in compliance with
applicable legal and  regulatory

requirements, including privacy and
security laws and regulations.

Inspections

Institution and Principal Investigator shall
immediately notify CRO if a competent health
authority schedules or, without scheduling, begins
an inspection and shall promptly, upon issuance,
provide CRO a copy of any health authority’s
correspondence resulting from any such
inspection.

Institution and/or Principal Investigator agree to
take any reasonable actions requested by CRO
to cure deficiencies noted during an audit or
inspection. In addition, CRO shall have the right
to review and approve any correspondence to a
competent health authority generated as a result
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6.1

6.2

6.3

Zdravotnickému zafizeni a Hlavnimu feSiteli
pfezkoumat a schvalovat jakoukoli
korespondenci zasilanou pfislusnému statnimu
zdravotnickému organu vytvorenou v disledku
takovéto kontroly zdravotnickym organem.

Dodrzovani platnych pravnich piredpist

Zdravotnické zafizeni a Hlavni feSitel souhlasi, ze
budou provadét Klinické hodnoceni a uschovaji
zaznamy a Udaje béhem doby ucinnosti této
Smlouvy i po jejim skonéeni v pfisném souladu se
vdemi platnymi pravnimi a zakonnymi pozadavky,
véetné zakona €. 378/2007 Sb., o léCivech a o
zménach nékterych souvisejicich zakonlt (,Zakon
o léCivech®), vyhlasky €. 226/2008 Sb., o spravné
klinické praxi a blizS8ich podminkach klinického
hodnoceni lé€ivych pfipravkl, v platném znéni a
zakona ¢&. 372/2011 Sb., o zdravotnich sluzbach a

podminkach jejich poskytovani (,Zakon o
zdravotnich sluzbach®), jakoz i s obecné
uznavanymi Umluvami, jako jsou napfiklad

Helsinska deklarace a smérnice ICH-GCP.

Z&dna ze smluvnich stran nesmi provadét zadné
kroky, které jsou zakazany dle mistnich a dalSich
protikorup€nich zakonu ( souhrnné ,protikorupéni
zakony*), které se mohou vztahovat na jednu nebo
vice stran Smlouvy nebo na Hlavniho feSitele. Bez
omezeni vySe uvedeného nesmi zadna ze stran
ucinit zadné platby, nabidku prodeje nebo pfevodu
hodnotného pfedmétu jakémukoli statnimu
Ufednikovi nebo statnimu zaméstnanci, zastupci
politické strany nebo kandidatovi na politickou
funkci nebo jiné tfeti osob& v souvislosti
s transakci takovym zpusobem, Ze by doSlo
k poruseni protikorupénich zakonu.

Strany se dohodly, Ze shromazdovani,
zpracovavani a zvefejiiovani osobnich udajl
a lékarské informace tykajici se Pacientl jsou
podminény souladem s pfislusnymi zakony
o ochrané osobnich 0daji a bezpecnostnimi
zakony a predpisy, zejména se zakonem ¢.
101/2000 Sb., o ochrané osobnich daju,
v platném znéni. Zdravotnické zafizeni a Hlavni
feSitel souhlasi, Z2e pfi  shromazdovani
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of such health authority’s inspection prior to
submission by Institution or  Principal
Investigator.

Compliance with Applicable Laws

Institution agrees to administer and Principal
Investigator shall conduct the Clinical Trial and
maintain records and data during and after the
term of this Agreement in strict compliance with all
applicable legal and regulatory requirements,
including Act No. 378/2007 Coll., on
Pharmaceuticals and on amendments to some
related acts (“Act on Pharmaceuticals”), Decree
No. 226/2008 Coll., on good clinical practice and
detailed conditions of clinical trials on medicinal
products, as amended and Act No. 372/2011 Caoll.,
on Medical Services and terms and conditions of
performance of such services (,Act on Medical
Services®), as well as with generally accepted
conventions such as the Declaration of Helsinki
and the ICH-GCP guidelines.

No party shall perform any actions that are
prohibited by local and other anti-corruption laws
(collectively “Anti-Corruption Laws”) that may be
applicable to one or more parties to the Agreement
or the Principal Investigator. Without limiting the
foregoing, no party shall make any payments, or
offer or transfer anything of value, to any
government official or government employee, to
any political party official or candidate for political
office or to any other third party related to the
transaction in a manner that would violate Anti-
Corruption Laws.

The parties agree that the collection, processing
and disclosure of personal data and medical
information related to the Trial Subject is subject to
compliance with applicable personal data
protection and security laws and regulations, in
particular Act No. 101/2000 Coll., on Personal Data
Protection, as amended. When collecting and
processing personal data, the Institution and
Principal Investigator shall take appropriate

Page 11 of

28431754DNE3001_Janssen _Czech_CTA _Institution Tripartite_22 Apr 2014

Bilingual


http://www.sukl.cz/act-on-pharmaceuticals

6.4

a zpracovani osobnich Gdaju pfijmou nalezita
opatfeni k jejich zajisténi, zachovani dlvérnosti
zdravotnich a |ékafskych informaci souvisejicich
s Pacienty, Zze budou fadné informovat dotéené
Pacienty o shromazdovani a zpracovani jejich
osobnich Udajll, poskytnou Pacientim pfiméreny
pfistup k jejich osobnim tdajliim a zabrani pfistupu
k nim neopravnénym osobam. Osobni udaje
tykajici se Hlavniho FeSitele a dalSich fesitell
(napf. jméno, adresa a telefonni €islo nemocnice
nebo Kliniky, zivotopis) mohou byt pfevedeny na
jiné pfidruzené spole¢nosti Johnson & Johnson,
které se vénuji klinickému vyzkumu,
a to za ucelem monitorovani 1é€iv, realizace,
dokumentace a kontroly klinickych zkousek, stejné
jako kontaktovani téchto osob a jejich pfislusnych
organizaci po celém svété v pfipadé dalSich
budoucich studii a projektd, do nichz se mohou
zapojit. Strany se rovnéz dohodly, ze Zadavatel
mulze pouzit osobni Udaje poskytnuté Hlavnim
fesitelem pro spravu internich studii a zajistit, aby
jejich kontaktni udaje byly uchovavany davérnym a
Uplnym  zplGsobem v  jinych  systémech
pouzivanych Zadavatelem a jeho pfidruzenymi
subjekty, a to v souladu s odstavcem 6.4 nize.

Smluvni vyzkumna organizace mulze predat
osobni Udaje Pacientd Zadavateli a jinym
pfidruzenym  subjektim skupiny spole¢nosti

Johnson & Johnson a jejich zastupcum na celém
svété. V souladu s tim mohou byt osobni udaje
pfedany do zemi mimo Evropsky hospodafsky
prostor (EHP), jako jsou napfiklad Spojené staty
americke, které dle EU
v souCasné dobé nemaiji odpovidajici zakony na
ochranu soukromi poskytujici nalezitou uroven
ochrany soukromi. Bez ohledu na vySe uvedené
uplatni Smluvni vyzkumna organizace, Zadavatel
a pfidruzené subjekty skupiny spole¢nosti Johnson
& Johnson a jejich zastupci adekvatni
bezpec€nostni opatfeni na ochranu soukromi dle
pozadavku EHP. Osobni Udaje mohou byt rovnéz
zpfistupnény, jak vyzaduji pfislusné regulacni
Ufady ¢&i platné zakony, napfiklad kvali hlaseni
zavaznych nezadoucich pfihod.
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measures to safeguard these data, to maintain the
confidentiality of Trial Subject related health and
medical information, to properly inform the
concerned data subjects about the collection and
processing of their personal data, to grant data
subjects reasonable access to their personal data
and to prevent access by unauthorized persons.
Personal data related to Principal Investigator and
any investigational staff (e.g., name, hospital or
clinic address and phone number, curriculum vitae)
may be transferred to other Johnson & Johnson’s
affiliates dedicated to clinical research with the
purposes of drug monitoring, implementation,
documentation and control of clinical trials, as well
as for contacting them and their respective
agencies around the world in case of other future
studies or investigations in which they may be
involved. The parties also agree that the Sponsor
can use personal data provided by the Principal
Investigator for managing internal studies and
ensuring that their contact information is contained
in a faithful and complete way in other systems
used by the Sponsor and its affiliates, in
compliance with paragraph 6.4 below.

The CRO may transmit Trial Subject's personal
data to Sponsor and other affiliates of the Johnson
& Johnson group of companies and their respective
agents worldwide. Accordingly, personal data may
be transmitted to countries outside the European
Economic Area (EEA), such as the United States,
which the EU has determined currently lack
appropriate privacy laws providing an adequate
level of privacy protection. Notwithstanding the
above, CRO, Sponsor and its affiliates of the
Johnson & Johnson group of companies and
respective agents will apply adequate privacy
safeguards to protect such personal data as
required in the EEA. Personal data may also be
disclosed as required by individual regulatory
agencies or applicable law, such as to report
serious adverse events.
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6.5

6.6

7.1

7.2

Organizace souhlasi s tim, Ze bude informovat
Hlavniho feSitele a dalSi feSitele o tom, Ze jejich
osobni Udaje budou shromazdovany podle
tohoto oddilu 6.

V pfipadé zjisténi, ze néktera Cast této Smlouvy
poruSuje platné zakony a pfedpisy, smluvni strany
souhlasi, Zze v dobré vife vyjednaji zmény téch
ustanoveni, u nichz tento problém nastal.
V pfipadé, Ze strany nejsou schopny dohodnout se
na novych nebo upravenych podminkach tak, aby
celda Smlouva jiz neporusovala platné zakony a
predpisy, muze kterakoli ze stran tuto Smlouvu
ukongit, a to Sedesat (60) kalendarnich dnl pred
doru¢enim pisemné vypovédi druhé strané
a Hlavnimu feSiteli.

Vlastnictvi dat — Duvérnost — Rejstiik —

publikace

Vlastnictvi dat

VSechny formuléfe pfipadovych zprav a jinych dat,
véetn€ mimo jiné napsanych, tiSténych,
kreslenych, video a audio materialu a informaci
obsazenych v jakékoliv pocitacové databazi nebo
elektronické podobé, které vytvofilo Zdravotnické
zafizeni a/nebo Hlavni feSitel v prib&hu provadéni
Klinického hodnoceni (,Data“), budou majetkem
Zadavatele, ktery je muze vyuzit jak uzna za
vhodné v souladu s platnymi zakony a pfedpisy
0 ochrané soukromi a bezpec€nosti a podminkami
této Smlouvy. Jakékoli autorské dilo vytvofené
v souvislosti s vykonem Klinického hodnoceni a
obsaZzené v Datech (s vyjimkou pfipadu jeho
zverejnéni Hlavnim fteSitelem, jak je stanoveno
v oddile 7.4) se povazuje za ,smluvni dilo*
v maximalnim rozsahu povoleném zakonem a je
ve vlastnictvi Zadavatele nebo jeho zmocnénce.

Zachovani davérnosti

VesSkeré informace, v€etné& mimo  jiné
Hodnoceného produktu nebo €innosti Zadavatele,
jako jsou jeho patentové Zadosti, vzorce, vyrobni
procesy, zakladni védecké Uudaje, predchozi
klinické udaje z vyzkumu a dfive nezvefejnéné
formulaéni informace poskytnuté Zadavatelem
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6.6

7.1

7.2

Institution agrees to inform Principal Investigator
and other investigational staff that their personal
data will be collected as stated in this Section 6.

In the event that any part of this Agreement is
determined to violate applicable laws and
regulations the parties agree to negotiate in good
faith revisions to the provision or provisions that are
in violation. In the event the parties are unable to
agree to new or modified terms as required to bring
the entire Agreement into compliance, either party
may terminate this Agreement on sixty (60)
calendar days prior written notice to the other party
and Principal Investigator.

Ownership of Data - Confidentiality — Registry
- Publication

Ownership of Data

All case report forms and other data, including
without limitation, written, printed, graphic, video
and audio material, and information contained in
any computer data base or computer readable
form, generated by the Institution and/or Principal
Investigator in the course of conducting the Clinical
Trial (the “Data”) shall be the property of Sponsor,
which may utilize the Data in any way it deems
appropriate, subject to and in accordance with
applicable privacy and security laws and
regulations and the terms of this Agreement. Any
copyrightable work created in connection with the
performance of the Clinical Trial and contained in
the Data (except any publication by the Principal
Investigator as provided for in Section 7.4) shall be
considered a “work made for hire” to the fullest
extent permitted by law, and owned by Sponsor or
its designee.

Confidentiality

All information, including, but not limited to, the
Study Product or Sponsor’s operations, such as
Sponsor’s patent application, formulas,
manufacturing processes, basic scientific data,
prior clinical research data and formulation
information supplied by Sponsor to Institution or
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7.3

Zdravotnickému zafizeni nebo Hlavnimu feSiteli
(,DUvérné informace Zadavatele®) jsou
povazovany za divérné a z(istanou vyhradnim
majetkem Zadavatele. Zdravotnické zafizeni
souhlasi a zajisti souhlas Hlavniho feSitele s tim,
ze béhem trvani této Smlouvy i poté vynalozi
Zdravotnické zafizeni a Hlavni feSitel maximalni
usili k uchovani v tajnosti a pouziti pouze pro ucely
zvazované v této Smlouvé (i) informaci, které jsou
oznaceny jako davérné v pfedchozi vété, nebo o
nichz mize rozumné uvazujici osoba usoudit, Ze
jsou duvérnym a soukromym majetkem sponzora
a které jsou poskytnuty Zadavatelem nebo jeho
jménem Zdravotnickému zafizeni nebo Hlavnimu
feSiteli, a (ii) Dat. Predchozi povinnosti se
nevztahuji na udaje nebo informace (i), které byly
zvefejnény bez zavinéni Zdravotnického zafizeni
nebo Hlavniho feSitele, (i) u nichz Zadavatel
pisemné souhlasi, ze mohou byt pouzity nebo
zvefejnény nebo (iii) které jsou zvefejnény v
souladu s oddilem Uvefejnéni této Smlouvy.

Ustanoveni tohoto oddilu budou platna
i po ukonCeni nebo vyprSeni platnosti této
Smlouvy.
Rejstiik

Pfed zahajenim zafazovani Subjektll hodnoceni
do Klinického hodnoceni bude mit Zadavatel pravo
vefejné zaregistrovat protokolarni  souhrny
a kontaktni Udaje Zdravotnického zafizeni od
spole€nosti zadavajicich klinickych hodnoceni jak
hodnoceného IéCiva, tak registrovanych IéCivych
pFipravkud, které spliuji nejméné jedno z nize
uvedenych kritérii:

(i) musi byt registrovany Zadavatelem podle
platnych zakonu a pfedpist a v souladu s nimi, (ii)
jsou vyZadovany ICMJE pro studie urlené
k uvefejnéni v zahrani¢nich odbornych publikacich
(http://www.icmje.org); nebo (iii) od spole€nosti
zadavajicich hodnoceni zkoumanych Ci
registrovanych lécivych pfipravkl a vyrobka, které
jsou dostateCné navrzeny a dobfe kontrolovany, at
jiz je toto pozadovano dle bodu (i) nebo (ii) v tomto
oddile vySe. Registrace probiha v ramci webovych
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Principal Investigator and not previously published
(the “Sponsor Confidential Information”) are
considered confidential and shall remain the sole
property of Sponsor. Institution agrees and shall
cause Principal Investigator to agree that both
during and after the term of this Agreement,
Institution and Principal Investigator will use
diligent efforts to maintain in confidence and use
only for the purposes contemplated in this
Agreement (i) information which is identified as
confidential in the preceding sentence or which a
reasonable person would conclude is the
confidential and proprietary property of Sponsor
and which is disclosed by or on behalf of Sponsor
to Institution or Principal Investigator, and (ii) the
Data. The preceding obligations shall not apply to
data or information (i) which has been published
through no fault of Institution or Principal
Investigator, (ii) which Sponsor agrees in writing,
may be used or disclosed, or (iii) which is published
in accordance with the Publication Section of this
Agreement. The provisions in this paragraph shall
survive the termination or expiration of this
Agreement.

Registry

Prior to the initiation of enrollment, Sponsor will
have the right to publicly register Protocol
summaries and Institution’s contact details from
company sponsored trials of both investigational
medicinal products and marketed medicinal
products that meet at least one of the following
criteria:

(i) required to be registered by Sponsor pursuant
to and in accordance with applicable laws and
regulations; (ii) required by the ICMJE for studies
intended to be published in the international peer-
reviewed literature (http://www.icmje.org); or (iii)
from company sponsored trials of both
investigational and marketed medicines and
products that are adequately-designed and well-
controlled, whether or not required by (i) or (ii) of
this section above. Registration will be to the
United States National Library of Medicine web site
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7.4

stranek Narodni |ékafské knihovny Spojenych
statd navrzenych pro tento ucel na adrese
www.clinicaltrials.gov. Kromé toho Ize vyuzit pro
Ucely registrace rovnocenné oficialni webové
stranky a webové stranky Zadavatele.

V ramci soupisu klinického hodnoceni na adrese
www.clinicaltrials.gov si mGze kdokoli vyplnit on-
line dotaznik o zpUsobilosti zpfistupnény diky
financovani Zadavatele. U Pacient(, ktefi se na
zakladé dotazniku ukazi byt jako potencialné
zpusobili v ramci zemépisné oblasti
Zdravotnického zafizeni, obdrzi Hlavni FeSitel
zpravu s vyplnénym profilem Pacienta a jeho
kontaktnimi informacemi. Zdravotni zafizeni se
zavazuje a zaruCuje, ze Hlavni feSitel bude

provadét cinnosti v navaznosti na zpravu
a dokumentovat tyto CcCinnosti ve zdrojovych
zdznamech.
Uverejnéni

V souvislosti s jakymikoliv Daty nebo s jinymi
informacemi vygenerovanymi v ramci sluZzeb
provadénych podle této Smlouvy prostfednictvim
Zdravotniho zafizeni nebo Hlavniho feSitele ma
Zadavatel prvni pravo zvefejnit udaje o Klinickém
hodnoceni, a to jak formou Ustni prezentace na

kongresu, tak publikovanim bez souhlasu
Zdravotniho zafizeni nebo Hlavniho FeSitele.
Pokud by navic ke zvefejnéni Klinického

hodnoceni v odbornych publikacich nedoslo
béhem dvanacti (12) mésicd od ukonc&eni
Klinického hodnoceni, mize pfipadné Zadavatel
zvefejnit vysledky Klinického hodnoceni na
webové strance vysledkl klinickych studii ve
formé& Synopse klinického hodnoceni ve formatu
ICH-E-3.

Zdravotnické zafizeni a Hlavni feSitel maji pravo
zverejnit vysledky Klinického hodnoceni a veSkeré
zakladni informace, které je tfeba zahrnout pfi
zvefejnéni vysledkd klinickych studii nebo proto,
aby mohli jini odbornici ovéfit vysledky téchto
Klinickych hodnoceni. Pokud si Zdravotnické
zafizeni a Hlavni fesitel pfeji zvefejnit informace
z Klinického hodnoceni, musi byt za ucelem
posouzeni Zadavateli poskytnuta kopie rukopisu, a
to alespon Sedesat (60) dni pfed predloZenim ke
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designed for this purpose at www.clinicaltrials.gov.
In addition equivalent official websites and
Sponsor’s websites may be used for registration
purposes.

Any person accessing a clinical trial listing for a
Clinical trial on www.clinicaltrials.gov may elect to
complete an online eligibility-screening
guestionnaire made available through Sponsor
funding. For Trial Subjects screened as potentially
eligible in the Institution's geographical area,
Principal Investigator will receive a report with the
completed screen and the Trial Subject's contact
information. Institution agrees and warrants the
Principal Investigator shall follow-up on the report
and shall document such follow-up in source
records.

Publication

In connection with any Data or other information
generated from the services conducted under this
Agreement by the Institution or Principal
Investigator, Sponsor shall have the first right to
present in public the Data of the Clinical Trial,
whether this is by means of an oral presentation at
a congress or by publication without approval from
the Institution or Principal Investigator. Moreover,
if publication of the Clinical Trial to the peer
reviewed literature has not occurred within twelve
(12) months of Clinical Trial completion, Sponsor
may post the results of the Clinical Trial to a clinical
trial results web site in the form of a Clinical Study
Report Synopsis in ICH-E-3 format, if applicable.

The Institution and Principal Investigator shall have
the right to publish the results of the Clinical Trial
and any background information that is necessary
to include in any publication of Clinical Trial results
or necessary for other scholars to verify such
Clinical Trial results. If the Institution and Principal
Investigator wish to publish information from the
Clinical Trial, a copy of the manuscript must be
provided to the Sponsor for review at least sixty
(60) days prior to submission for publication or
presentation. The Sponsor, the Institution and
Principal Investigator will arrange expedited
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7.5

zvefejnéni nebo prezentaci. Zadavatel,
Zdravotnické zafizeni a Hlavni feSitel zajisti
urychlené posouzeni anotaci, plakatovych

prezentaci nebo jinych materiall. Bez ohledu na
vySe uvedené se nesmi bez predchoziho
pisemného souhlasu Zadavatele k publikaci
predkladat prace, které obsahuji divérné
informace o Zadavateli. Na zakladé pisemné
Zadosti mohou Zdravotnické zafizeni a Hlavni
fesSitel zamezit takové publikaci az na dalSich
Sedesati (60) dnlG, aby bylo mozné podani
patentové pfihlasky.

Pokud je soucasti multicentrického klinického
hodnoceni konkrétni klinické hodnoceni, nesmi
Zdravotnické  zafizeni ani  Hlavni  FeSitel
u takovéhoto klinického hodnoceni zvefejfiovat
Udaje ziskané ze Zdravotnického zafizeni
samostatné, dokud nedojde ke zvefejnéni
kombinovanych  vysledkli z  dokonéeného
Klinického hodnoceni v ramci spole¢ného
multicentrického  zvefejnéni.  Pokud  v8ak
k takovému multicentrickému zvefejnéni nedojde
do dvanacti (12) mésich po zavrSeni, preruseni
nebo dokoncéeni Klinického hodnoceni ve vSech
zafizenich nebo poté, co zadavatel potvrdi, ze
nedojde k Zzadné multicentrické publikaci
Klinického hodnoceni, Zdravotnické zafizeni
a/nebo Hlavni feditel mohou zvefejnit vysledky
sami v souladu s ustanovenimi tohoto oddilu.

Zdravotnické zafizeni souhlasi, zaru€uje a zajisti
souhlas Hlavniho FeSitele a vSech spoluresitelt a
dalSich pracovnik podilejicich se na Klinickém
hodnoceni s tim, Zze budou dodrzovat ustanoveni
tohoto oddilu.

Patenty

Je znamo a ma se za to, Ze stavajici vynalezy
a technologie Zadavatele, Zdravotnického zafizeni
a Hlavniho feSitele jsou jejich oddélenym
vlastnictvim a tato Smlouva se na né nevztahuje.
V8echna prava na jakékoli objevy nebo vynalezy,
které vznikly nebo se zacaly aplikovat v praxi
v disledku prace provadéné v ramci této Smlouvy,
ndlezi Zadavateli nebo jeho zmocnénci.
Zdravotnické zafizeni a Hlavni feSitel neprodlené
oznami jakykoli vynalez nebo objev vznikly

Strana 16 z 27

27

Nemocnice Jindfichiv Hradec a.s. /| EEGTczNEE

Version Redacted/140218

7.5

reviews for abstracts, poster presentations or other
materials. Notwithstanding the foregoing, no paper
that incorporates Sponsor Confidential Information
will be submitted for publication without Sponsor’s
prior written consent. If requested in writing, the
Institution and Principal Investigator will withhold
such publication for up to an additional sixty (60)
days to allow for filing of a patent application.

If a particular clinical trial is part of a multicenter
clinical trial, the Institution and Principal
Investigator for such clinical trial shall not publish
data derived from the Institution individually until
the combined results from the completed Clinical
Trial have been published in a joint, multicenter
publication of the clinical trial results. However, if
such a multicenter publication is not submitted
within twelve (12) months after conclusion,
abandonment or termination of the Clinical Trial at
all sites, or after Sponsor confirms there will be no
multicenter Clinical Trial publication, the Institution
and/or such Principal Investigator

Institution agrees and warrants and shall cause
Principal Investigator and all co-investigators and
other personnel involved with the Clinical Trial to
comply with the provisions of this Section.

Patents

It is recognized and understood that the existing
inventions and technologies of Sponsor, Institution
and Principal Investigator are their separate
property respectively, and are not affected by this
Agreement. All rights to any discovery or invention
conceived or conceived and reduced to practice as
a result of the work conducted under this
Agreement shall belong to Sponsor or its
designee. Institution and Principal Investigator
shall promptly disclose any invention or discovery

Page 16 of

28431754DNE3001_Janssen _Czech_CTA _Institution Tripartite_22 Apr 2014

Bilingual



9.2

9.3

v ramci této Smlouvy. Zdravotnické zafizeni
souhlasi a zajisti souhlas Hlavniho FeSitele s tim,
aby Zadavateli nebo jeho zmocnénci pfiznali
jediné a vyhradni vlastnictvi k témto vynaleziim
nebo objevim. Pfihlaseni patentu v pfipadé téchto
vynalezl &i objevu podava a uplatfiuje Zadavatel.
Zdravotnické zafizeni podepiSe a zajisti podpis
svych zaméstnancu (v€etné Hlavniho fesitele) pod
vSemi dokumenty potfebnymi pro pFevod
veskerych prav, naroku
a podill na vSech takovych vynalezech nebo
objevech na Zadavatele nebo jeho zmocnénce.

Odmeéna

Celkovy rozpocet a plna odména k vyplaceni
Zdravotnickému zafizeni za provedeni Klinického
hodnoceni jsou obsahem Pfilohy B. Platby budou
splatné podle kalendafe uvedeného v Pfiloze B.

Strany potvrzuji a souhlasi, ze odména a podpora

poskytnuté  Smluvni vyzkumnou organizaci
Zdravotnickému zafizeni
v souladu s touto Smlouvou pfedstavuji

pfiméfenou trzni hodnotu za vyzkumné sluzby
provedené Zdravotnickym zafizenim a Hlavnim
fesSitelem, byly sjednany v transakci za béznych
trznich podminek a nebyly stanoveny zpusobem,
ktery by zohledfioval objem nebo hodnotu
jakéhokoli doporuCovani pacientd ¢&i jinych
zalezitosti jinak probihajicich mezi Zadavatelem
a Zdravotnickym zafizenim nebo Hlavnim
feSitelem. Nic v této Smlouvé nelze vykladat
zadnym zpUsobem jako povinnost nebo podnét
Zdravotnickému zafizeni nebo Hlavnimu FeSiteli
s cilem doporucit, aby jakakoli fyzicka nebo
pravnicka osoba nakupovala vyrobky Zadavatele
nebo vyrobky pfidruzenych subjektt Zadavatele.

Ani Zdravotnické zafizeni ani Hlavni feSitel
nebudou uctovat jakékoli tfeti strané za zadné
Hodnocené produkty nebo jiné pfedméty nebo
sluzby dodané Smluvni vyzkumnou organizaci v
souvislostis Klinickym hodnocenim ani za zadné
sluzby poskytované Pacientim v souvislosti s
Klinickym hodnocenim, za néz se provadi platba
jako soucast Klinického hodnoceni.
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arising under this Agreement. Institution agrees
and shall cause Principal Investigator to agree to
assign to Sponsor or its designee the sole and
exclusive ownership thereto. Patent applications
for any such discovery or invention, if any, shall be
filed and prosecuted by Sponsor. Institution shall
execute, and shall have its employees (including
Principal Investigator) execute, all documents
necessary to transfer all right, title and interest in
and to any such invention or discovery to Sponsor
or its designee.

Compensation

The total budget and full compensation to be paid
to the Institution for the performance of the Clinical
Trial is contained in Exhibit B. Payment shall be due
and payable in accordance with the schedule set
forth in Exhibit B.

The parties acknowledge and agree that the
compensation and support provided by CRO to
Institution pursuant to this Agreement represents
the fair market value for the research services
conducted by Institution and Principal Investigator,
has been negotiated in an arms-length transaction,
and has not been determined in a manner that
takes into account the volume or value of any
referrals or other business otherwise generated
between Sponsor and Institution or Principal
Investigator. Nothing contained in this Agreement
shall be construed in any manner as an obligation
or inducement for the Institution or Principal
Investigator to recommend that any person or
entity purchases the Sponsor’s products or those
of any entity affiliated with Sponsor.

Neither Institution nor Principal Investigator shall
bill any third party for any Study Product or other
items or services furnished by CRO in connection
with the Clinical Trial, or any services provided to
Trial Subjects in connection with the Clinical Trial
for which payment is made as part of the Clinical
Trial.

Page 17 of

28431754DNE3001_Janssen _Czech_CTA _Institution Tripartite_22 Apr 2014

Bilingual



10.

Odskodnéni

10.1 Zadavatel musi hajit, odSkodnit a zprostit obvinéni

10.2

10.3

Zdravotnické zafizeni, jeho vedeni, vedouci
pracovniky, zastupce a zaméstnance (vCetné
Hlavniho feSitele a spolufesiteltl) od vSech ztrat,
nakladl, vydaja, zavazkd, pohledavek, krokl
a nahrad $kod ve vztahu k ujmam Pacient( pfimo
zpusobenym pouzitim Hodnoceného produktu
v pribéhu Klinického hodnoceni.

VySe uvedena povinnost Zadavatele, jak je
uvedeno v bodé 10.1, neplati a Zadavatel nenese
odpovédnost za jakékoli odSkodnéni &i naklady
a Zdravotnické zafizeni musi hajit, odSkodnit
a zprostit obvinéni Zadavatele pred kroky €i naroky
jakkoli vyplyvajici z nebo zplsobené Umysinym,
bezohlednym, nebo nedbalym jednanim nebo
opomenutim nebo odbornym  zanedbanim
Zdravotnického zafizeni nebo nékterého z jeho
vedeni, vedoucich pracovnikd, zastupcd nebo
zaméstnancu (v€etné Hlavniho feSitele a
spolufesitelt) nebo vyplyvajici nebo zplsobené
jejich  pfipadnym  nedodrZzenim  Protokolu,
pisemnych pokynd a doporu¢eni Smluvni
vyzkumné organizace nebo Zadavatele tykajicich
se uzivani Hodnoceného produktu nebo platnych
pravnich a zakonnych predpisu.

Povinnost odSkodriujici strany podle této Smlouvy
se pouzije pouze v pripadé, ze druha smiuvni
strana po obdrzeni oznameni o pfipadném naroku
nebo zalobé toto nejpozdéji do 72 hodinoznami, a
umozii odSkodfujici strané a jejim pravnikim
a zaméstnanciim feSit a Fidit obhajobu téchto
narokll nebo v ramci takovych soudnich Fizeni
v€etné predbé&zného liCeni, soudniho procesu
nebo vyrovnani a odSkodnéna strana pfi této
obhajobé& pIné spolupracuje a pomaha.
OdsSkodnéna strana dale souhlasi s tim, ze
nepfijme odSkodnéni ani nechrozi pfipadny takovy
narok nebo soudni fizeni bez pfedchoziho
pisemného souhlasu odSkodriujici strany.

10.4 Smluvni vyzkumna organizace vyslovné odmité
jakoukoli odpovédnost v souvislosti s hodnocenym
produktem, v€etné jakéhokoli naroku vztahujiciho se
k odpovédnosti za jakoukoliv Skodu, k niz by doslo v
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Indemnification

10.1 Sponsor shall defend, indemnify and hold harmless

10.2

10.3

10.4

Institution, its trustees, officers, agents and
employees (including the Principal Investigator
and co-investigators) from any and all losses,
costs, expenses, liabilities, claims, actions and
damages, based on a personal injury to a Trial
Subject directly caused by use of the Study
Product during the course of the Clinical Trial.

The above obligation of Sponsor, as stated in
Section 10.1, shall not apply and Sponsor shall not
be liable for any indemnification or expenses, and,
in fact, Institution shall defend, indemnify and hold
harmless Sponsor, for actions or claims in any way
arising from or caused by the willful, reckless, or
negligent acts or omissions, or professional
malpractice of the Institution or any of its trustees,
officers, agents or employees (including the
Principal Investigator and co-investigators), or
arising from or caused by any of their failures to
comply with the Protocol, with CRO’s or Sponsor’s
written recommendations and instructions related
to the use of the Study Product, or with any
applicable legal and regulatory requirements.

The obligation of the indemnifying party hereunder
shall apply only if the other party provides
notification within 72 hours at the latest upon
receipt of notice of any claim or suit, permits the
indemnifying party and its attorneys and personnel
to handle and control the defense of such claims
or suits, including pretrial, trial or settlement, and
the indemnified party fully cooperates and assists
in such defense. The indemnified party further
agrees that it will not settle or compromise any
such claim or suit without the prior written consent
of the indemnifying party.

CRO expressly disclaims any liability in
connection with the Study Product, including any
liability for any claim arising out of a condition
caused by or allegedly caused by any Study
procedures associated with such product except
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souvislosti s podminkami zpUsobenymi ¢&i Udajné

zplGsobenymi v

ramci klinického hodnoceni s

hodnocenym produktem, s vyjimkou pfFipadd, ze tato
odpovédnost je zpusobena nedbalosti, umysinym
pochybenim nebo porusenim této Smlouvy ze strany
Smluvni vyzkumné organizace. Tato ¢ast zlstava v
platnosti po ukonéeni nebo vyprseni platnosti této
Smiouvy.

11.

111

11.2

11.3

12.

121

Pojisténi

Zdravotnické zafizeni zajisti a udrzi v plné
platnosti a uc¢innosti v prabéhu vykonu Klinického
hodnoceni (a po ukonéeni Klinického hodnoceni
na pokryti jakychkoli narokd vyplyvajicich
z Klinického hodnoceni) pojisténi:

(i) pro zdravotnické pracovniky a/nebo
pojisténi odpovédnosti za zanedbani
Iékafské péce a

(i) obecné odpovédnosti.

Zadavatel zabezpeCi a zachova v plné platnosti
a ucinnosti po celou dobu provadéni Klinického
hodnoceni (a po ukonéeni Klinického hodnoceni
k pokryti jakychkoliv narokd vyplyvajicich
z Klinického hodnoceni) pojistné kryti v souladu se
Zakonem o léc€ivech nebo kryti jinak vyzadované v
souladu s platnymi zdkony ve vysi pfiméfené k
provadéni obchodnich ¢&innosti Zadavatele a v
souladu

s platnymi pravnimi a regulaénimi pozadavky.

Kazda strana poskytne na vyzadani druhé strané
osvédceni o pojisténi dokladajici pozadované
pojistné kryti.

Zverejiovani finanénich udaji — Stret zajml —
Vylouéeni

Zdravotnické zafizeni souhlasi a zajisti souhlas
Hlavniho feSitele s tim, Ze poskytnou Smluvni
vyzkumné organizaci veSkeré informace nezbytné
k dodrzeni jakychkoli pozadavk( na zvefejhovani,
které jsou nafizeny jakymkoli pfisluSnym
zdravotnickym organem (véetné Amerického
Ufadu pro potraviny a Iéky - FDA), v€etné vSech
informaci, jejichz zpfistupnéni se vyzaduje
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11.

111

11.2

11.3

12.

12.1

to the extent that such liability is caused by the
negligence, willful misconduct or breach of this
Agreement by CRO.

This Section shall survive termination or expiration
of this Agreement.

Insurance

Institution shall secure and maintain in full force
and effect through the performance of the Clinical
Trial (and following termination of the Clinical Trial
to cover any claims arising from the Clinical Trial)

insurance coverage for:
(i) medical professional and/or medical
malpractice liability; and
(i) general liability.

Sponsor shall secure and maintain in full force and
effect through the performance of the Clinical Trial
(and following termination of the Clinical Trial to
cover any claims arising from the Clinical Trial)
insurance coverage in accordance with Act on
Pharmaceuticals or as otherwise required by
applicable law in amounts appropriate to the
conduct of Sponsor's business activities and in
compliance with the applicable legal and
regulatory requirements.

Upon request, each party shall provide the other
party with certificates of insurance evidencing the
required insurance coverage.

Financial Disclosure - Conflict of Interest -
Debarment

Institution agrees and shall cause Principal
Investigator to agree to provide all information to
CRO necessary to comply with any disclosure
requirements mandated by any competent health
authority (including, if applicable, the US FDA),
including any information required to be disclosed
in connection with any financial relationship
between Sponsor and other affiliates of the
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12.2

12.3

v souvislosti s jakymkoli finanénim vztahem mezi
Zadavatelem a daldimi pfidruzenymi subjekty
skupiny spole¢nosti Johnson & Johnson a jejich
pfislusnymi  zastupci a Hlavnim FeSitelem
a jakymkoli spolufeSitelem zapojenym do
Klinického hodnoceni a mezi jakymkoli jinym
zastupcem nebo zaméstnancem Zdravotnického
zarizeni a Zadavatele. Tento pozadavek na
zvefejnéni finanénich Gddaju muze vyzZadovat
zvefejnéni informaci tykajicich se blizkych
rodinnych  pfislusniki osob zapojenych do
Klinického hodnoceni.

Zdravotnické zafizeni potvrzuje, Zze mezi nim
(véetné Hlavniho feSitele) a Zadavatelem neni
zadny konflikt zajm(, ktery by mafil nebo
ovlivhoval plnéni podle této Smlouvy na strané
Zdravotnického zafizeni nebo Hlavniho FeSitele,
a potvrzuji, ze jejich plnéni podle této Smlouvy
neporusuje zadnou jinou smlouvu s tretimi
stranami. Zdravotnické zafizeni a Hlavni fesitel
okamzité uvédomi Smluvni vyzkumnou organizaci,
pokud v prubéhu plnéni této Smlouvy vyvstane
jakykoli konflikt zajmu.

Zdravotnické  zafizeni ani  Hlavni  FeSitel
nezaméstnaji zadnou osobu, neuzaviou smlouvu
ani nevyuziji sluzeb jakékoli osoby poskytovanych
pfimo nebo nepfimo podle této Smlouvy, pokud
takova osoba

(i) je vylouena pfislusnym zdravotnim
Ufadem (vCetné, pfipadné US FDA);
nebo

(i) byla odsouzena pro zanedbani povinné
péfe v souvislosti s provadénim
klinickych hodnoceni.

Na pisemnou Zadost Smluvni vyzkumné

organizace Zdravotnické zafizeni a Hlavni feSitel
do deseti (10) dnu poskytnou pisemné potvrzeni,
Ze plni vySe uvedeny zavazek. Jedna se o stalé
prohlaseni a zaruku po dobu trvani této Smlouvy a
Zdravotnické zafizeni a Hlavni feSitel neprodlené
oznami Smluvni vyzkumné organizaci jakékoli
zmény stavu prohlaSeni a zaruk stanovenych
v tomto oddile.
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12.2

12.3

Johnson & Johnson group of companies and
respective agents and Principal Investigator and
any co-investigator involved in the Clinical Trial
and between any other agent or employee of
Institution and Sponsor. This disclosure
requirement may require disclosure of information
involving immediate family members of those
involved in the Clinical Trial.

Institution confirms that there is no conflict of
interest between Institution (including Principal
Investigator) and the Sponsor that would inhibit or
affect the Institution’s and/or  Principal
Investigator’'s performance under this Agreement
and confirms that their performance under this
Agreement does not violate any other agreement
with third parties. Institution and Principal
Investigator will promptly inform CRO if any conflict
of interest arises during the performance of this
Agreement.

Institution and Principal Investigator shall not
employ, contract with or retain any person directly
or indirectly to perform services under this
Agreement if such a person

(i) is debarred by a competent health
authority (including, if applicable, the
US FDA); or

(i) bhas been sentenced for malpractice

related to the conduct of clinical trials.
Upon written request from CRO, Institution and

Principal Investigator shall, within ten (10) days,
provide written confirmation that they have
complied with the foregoing obligation. This shall
be an ongoing representation and warranty during
the term of this Agreement and Institution and
Principal Investigator shall immediately notify CRO
of any change in the status of the representation
and warranty set forth in this Section.
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13.

14,

15.

Nezavisly dodavatel

Zdravotnické zafizeni a Hlavni FeSitel jednaji
jakozto nezavisla smluvni strana podle této
Smlouvy a nikoli jako zaméstnanec nebo zastupce
Smluvni vyzkumné organizace nebo Zadavatele.

Propagace

Zadna ze stran nesmi pouZivat nazev jakékoliv jiné
strany nebo Zadavatele pro propagacni ucely bez
predchoziho pisemného souhlasu strany nebo
Zadavatele, jehoz jméno se navrhuje pouzit,
a zadna ze stran nesmi ani zvefejnit existenci nebo
obsah této Smlouvy s vyjimkou pfipadt danych
zdkonem.

Oznameni

Veskera oznameni uvedena nize musi byt zaslana
expresni postou, faxem nebo osobné doru¢ena se
zaplacenym postovnym timto zplsobem:

komu: I

Medical Monitor for 28431754DNE3001
Janssen Research & Development, L.L.C.

920 US Rte. 202 South, PO Box 300
Raritan, New Jersey 08869, USA

KOPIE:
Janssen Research & Development, L.L.C.
— Director, Contracts
and Grants
1125 Trenton-Harbourton Road
Titusville, NJ 08560, USA
Fax:

KOMU:
Assoc. CPM Director
Quintiles, Inc.
8841 Union Circle
Cedar Falls, IA 50613, USA

KOMU: Nemocnice Jindfichtiv Hradec a.s.
U nemocnice 380/Ill
377 01 Jindfichav Hradec

Ceska republika
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13.

14.

15.

Independent Contractor

Institution (including Principal Investigator) is
acting in the capacity of independent contractor
hereunder and not as employees or agents of CRO
or Sponsor.

Publicity

None of the parties shall use the name of any other
party or Sponsor for promotional purposes without
the prior written consent of the party or Sponsor
whose name is proposed to be used, nor shall
either party disclose the existence or substance of
this Agreement except as required by law.

Notice

Any notices given hereunder shall be sent by first
class mail, by fax or personally delivered, with
postage prepaid, as follows:

To: I

Medical Monitor for 28431754DNE3001

Janssen Research & Development, L.L.C.

920 US Rte. 202 South, PO Box 300
Raritan, New Jersey 08869, USA

WITH COPY TO:
Janssen Research & Development, L.L.C.
— Director, Contracts and
Grants
1125 Trenton-Harbourton Road
Titusville, NJ 08560, USA
Facsimile:

To: I
Assoc. CPM Director
Quintiles, Inc.
8841 Union Circle
Cedar Falls, IA 50613, USA

TO: Nemocnice Jindrichuv Hradec a.s.
U nemocnice 380/l
377 01 Jindrichuv Hradec
Czech Republic
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16.

17.

17.1

17.2

17.3

17.4

Krukam: Ing. Miroslava Janovského, pfedsedy
pfedstavenstva

komu: I
Nemocnice JindfichGv Hradec a.s.
Interni oddéleni
U nemocnice 380/Ill
377 01 JindfichGv Hradec
Ceska republika

KOMU: Quintiles Czech Republic s.r.o.
Radlicka 714, 158 00 Praha 5
Fax:
K rukam:

Ukol

Smluvni vyzkumna organizace ma pravo postoupit
tuto Smlouvu pfidruzenému subjektu Zadavatele
po prfedchozim pisemném oznameni
Zdravotnickému zafizeni. Ve v8ech ostatnich
pfipadech zadna ze stran sva prava a povinnosti
podle této Smlouvy nepostoupi jiné osobé& bez
pfedchoziho pisemného souhlasu druhé smluvni
strany. V souladu s vy3e uvedenym tato Smlouva
zavazuje a uzavira se ve prospéch prisludnych
stran a jejich nastupct a nabyvateld.

RUzné

Tuto Smlouvu Ize upravit, zménit nebo modifikovat
pouze na zakladé pisemného dokumentu
podepsaného obéma stranami.

Pokud je nékteré ustanoveni této Smlouvy
v rozporu s ustanovenim Protokolu, m& Protokol
prednost v otazkach |ékafstvi, védy a provadéni
Klinického hodnoceni. Tato Smlouva ma pfednost
v pfipadé vS§ech ostatnich rozpord.

Pokud je nékteré z ustanoveni pfiloh v rozporu
s nékterym z ustanoveni této Smlouvy,
ustanoveni pfiloh maji pfednost.

Pokud se zjisti, Ze je néktera &ast této Smlouvy
nevymahatelna, zbytek této Smlouvy zUstava
v platnosti.
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Attention: Ing. Miroslav Janovsky, president of

16.

17.

17.1

17.2

17.3

17.4

the board of directors

Nemocnice Jindrichuv Hradec a.s.
Interni oddeleni

U nemocnice 380/Ill

377 01 Jindrichuv Hradec

Czech Republice

TO:

TO: Quintiles Czech Republic s.r.o.
Radlicka 714, 158 00 Praha 5
Fax:
Attention:

Assignment

CRO shall have the right to assign this Agreement
to an affiliate of Sponsor upon prior written notice
to Institution. In all other instances, neither party
shall assign its rights or duties under this
Agreement to another without prior written consent
of the other party. Subject to the foregoing, this
Agreement shall bind and inure to the benefit of the
respective parties and their successors and
assigns.

Miscellaneous

This Agreement may not be altered, amended or
modified except by written document signed by the
parties.

If a provision of the Agreement conflicts with a
provision of the Protocol, the Protocol takes
precedence on matters of medicine, science and
conduct of the Clinical Trial. This Agreement takes
precedence in any other conflicts.

If any of the provisions defined under the exhibits
conflicts with any of the provisions of this
Agreement, the terms of the exhibits will take
precedence.

If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.
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17.5

17.6

18.

Tato Smlouva predstavuje Gaplnou smlouvu
smluvnich stran ve vztahu k pfedmétu tohoto
dokumentu. P¥ilohy tvofi nedilnou soucast této
Smlouvy. Vyslovné nahrazuje veSkeré dfivéjsi
nebo soucasné ustni Ci pisemné prohlaseni Ci
smlouvy.

Nasledujici ustanoveni a jakékoli jiné podminky jsou

svou povahou jednoznacné uréeny k tomu, aby
zUstaly v platnosti i po ukonéeni nebo vyprseni
platnosti této Smlouvy: 1.6, 5, 6, 7, 8, 10, 11, 14, 16
alv.

Rozhodné pravo

V pfipadé jakéhokoli sporu mezi smluvnimi
stranami ve vztahu k ustanoveni této Smlouvy
vynalozi smluvni strany veskeré usili k tomu, aby
vyfeSily tuto =zalezitost smirnou cestou. Tato
Smlouva se fidi a bude vykladana v souladu
s pravnimi predpisy Ceské republiky bez ohledu na
pfipadné kolize zakonnych ustanoveni. Strany
souhlasi se stanovenim pfislusného soudu pro
feSeni pfipadnych sporl nebo nesouladu mezi
smluvnimi stranami v pfipadé, Ze strany nejsou
schopny vse vyfesit smirné.

NA DUKAZ CEHOZ tadné jmenovani zastupci obou
smluvnich pfipojuji ke dni t€innosti pod tuto Smlouvu sv{jj
podpis.

Smluvni vyzkumna organizace jednajici jménem
Zadavatele

Podpis

jméno

funkce

Datum
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17.5

17.6

18.

This Agreement constitutes the complete
agreement of the parties with respect to the subject
matter hereof. The Exhibits form an integral part of
the Agreement. It expressly supersedes any prior
or contemporaneous oral or written
representations or agreements.

The following provisions and any other term or
condition which by its nature is clearly intended to
survive the termination or expiration of this
Agreement will survive the termination or expiration
of this Agreement: 1.6, 5, 6, 7, 8, 10, 11, 14, 16 and
17.

Controlling Law

In the event of any dispute arising between the
Parties in relation to the terms of this Agreement,
the Parties shall use their best endeavors to
resolve the matter on an amicable basis. This
Agreement shall be governed by and shall be
construed in accordance with the laws of Czech
Republic without regard to any conflicts of laws
provisions. The parties consent to the appropriate
court of competent jurisdiction for the resolution of
all disputes or controversies between the parties
hereto that the parties are unable to settle
amicably.

IN WITNESS WHEREOF, the parties hereto have
caused this Agreement to be executed by their duly
authorized representatives as of the Effective Date.

CRO on behalf of the Sponsor

Signature

name

Title

Date
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Smluvni vyzkumna organizace CRO

Podpis Signature

jméno name

funkce Title

Datum Date

Nemocnice Jindfichlv Hradec a.s. Nemocnice Jindfichiv Hradec a.s.

Podpis Signature

Ing. Miroslav Janovsky, pfedseda pfedstavenstva Ing. Miroslav Janovsky, pfedseda pfedstavenstva
Datum Date

Podpis Signature

MUDr. Karel Bajer, mistopfedseda pfedstavenstva MUDr. Karel Bajer, mistopfedseda pfedstavenstva
Datum Date
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Prilohy:
Priloha A — Protokol a jeho nasledné zmény

Priloha B — Rozpocet a rozpis plater
Exhibits:
Exhibit A — Protocol and its subsequent amendments

Exhibit B — Budget and Payment Schedule

Exhibit A — Protocol and its subsequent amendments
Priloha A — Protokol a jeho nasledné zmény

By reference only; (page intentionally left blank)

Pouze pro referenci; (tato strana je zamérné ponechana prazdna)
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EXHIBIT B — Budget and Payment Schedule

PRILOHA B — Rozpodet a rozpis plateb
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