Agreement for Conduct of Non-Interventional
Study

THIS AGREEMENT is made by and between

@ PAREXEL International (IRL) Limited
70 Sir John Rogerson's Quay

Dublin 2

Ireland

(Company number 541507)

(hereinafter CRO)

and

(2 Fakultni nemocnice u sv. Anny v Brne
State funded organization

Pekarska 664/53

656 91 Brno

Czech Republic

Company 1D Number: 00159816

VAT ID Number: CZ00159816

Represented by: MUDr. Martin Pavlik, Ph.D., DESA,
EDIC, director

Account number: 20001-71138621/0710

IBAN: CZ83 0710 0200 0100 7113 8621
SWIFT: CNBACZPP

Variable symbol: invoice number

(hereinafter Institution)

and

3

(hereinafter Physician)
regarding

Protocol No: [N

(hereinafter Protocol)

(hereinafter Study)

WHEREAS, Boehringer Ingelheim (Canada)
Ltd./Ltée, 5180 South Service Road, Burlington,
ON, Canada L7L 5H4 (SPONSOR) is the sponsor of
a multi-center non-interventional Study to collect
information to characterize the DVT/PE patient
population including the initial acute event phase and
to analyze the safety and effectiveness of dabigatran

Kh1/2014/041/Fo

Smlouva o provadéni neintervencni studie

TATO SMLOUVA je uzaviena mezi

@ PAREXEL International (IRL) Limited
70 Sir John Rogerson's Quay

Dublin 2

Irsko

(Cislo spole¢nosti 541507)

(dale jen CRO)

a

2 Fakultni nemocnice u sv. Anny v Brné
Statni ptispévkova organizace

Pekatska 664/53

656 91 Brno

Ceska republika

IC: 00159816

DIC: CZ00159816

Jednajici: MUDr. Martin Pavlik, Ph.D., DESA, EDIC,
teditel

Cislo uétu: 20001-71138621/0710

IBAN: CZ83 0710 0200 0100 7113 8621
SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury

(dale jen Zdravotnické zatizeni)

a

3

(dale jen Lékar)
Ohledné

Protokol ¢.: NN

(dale jen Protokol)

(dale jen Studie)

VZHLEDEM K TOMU, ZE spole¢nost Boehringer
Ingelheim (Canada) Ltd./Ltée, 5180 South Service
Road, Burlington, ON, Canada L7L 5H4
(ZADAVATEL) je zadavatelem multicentrické
neintervencni Studie ke shromazd’ovani informaci o
charakteristice populace pacientt s DVT/PE, véetné
faze pocatecni akutni piihody a za ucelem analyzy
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etexilate regimens in the treatment of DVT and PE
over 1 year of follow-up in comparison to a VKA
regimen, and CRO (or its Affiliate) has been retained
by SPONSOR (under a separate written agreement)
to act as SPONSOR’s contractor and designee in
managing the Study for SPONSOR;

WHEREAS, Institution operates a facility, which is
also engaged — in addition to provision of healthcare
services - in research activities and services including
the creation, implementation and documentation of
clinical research, testing and trials and desires to
participate as a site for the conduct of the Study, as
contemplated by this Agreement;

WHEREAS, Institution and Physician shall fully
cooperate with CRO and shall permit CRO to
perform any and all of the SPONSOR’s Study
obligations and to exercise any and all of
SPONSOR’s Study rights that lie with SPONSOR on
the basis of applicable law and GCP regulations as
though such rights were CRO’s own rights, as has
been delegated by SPONSOR to CRO;

WHEREAS, Physician is an employee of Institution;

WHEREAS, Institution and Physician each desires to
participate in the Study as described in this
Agreement;

WHEREAS, this Agreement explains obligations and
rights of Institution and Physician, and the
obligations and rights of CRO with respect to the
performance of the Study; and

WHEREAS, under this Agreement CRO does not act,
or purport to act, as SPONSOR's contractual agent,
but rather as SPONSOR's appointed designee for
managing the Study. At the same time CRO acts as a
representative of the SPONSOR, within the meaning
of § 51, paragraph 2, letter d) of the Act number
378/2007 Coll., on medical drugs, as amended.

1. CONDUCT OF THE STUDY

1.1 Institution agrees, and commits itself to
CRO, to allow Physician and other Institution
employees, staff and agents (“Study Personnel”) to
conduct the Study at Institution, and warrants that
Physician and Study Personnel are employed by
Institution. Institution shall take all reasonable steps

bezpeénosti a ucinnosti rezimt dabigatranu etexilatu
v 1é¢bé DVT a PE po dobu jednoho roku nasledného
sledovani v porovnani s rezimem VKA, a CRO (nebo
jeji Spfiznénd osoba) byla najata ZADAVATELEM
(na zakladé samostatné pisemné smlouvy), aby
jednala  jako  zhotovitel a  osoba  urcena
ZADAVATELEM pii fizeni Studie v zastoupeni
ZADAVATELE;

VZHLEDEM K TOMU, ZE Zdravotnické zafizeni
provozuje zatizeni, které se zabyva vedle poskytovani
zdravotnich sluzeb 1 vyzkumnymi Ccinnostmi a
sluzbami, vcetn¢ vytvareni, provadéni a dokumentace
klinického  vyzkumu, testovani a klinickych
hodnoceni a pieje se ucastnit se jako misto provadeéni
Studie tak, jak je zamysleno touto Smlouvou,;

VZHLEDEM K TOMU, ZE Zdravotnické zafizeni a
Lékat budou pIné spolupracovat s CRO a umozni
CRO plnit veskeré povinnosti ZADAVATELE, které
se tykaji Studie a vykonavat veskera prava
ZADAVATELE souvisejici se Studii, kterd nalezeji
ZADAVATELI na zéakladé pfislusnych pravnich
predpist a predpisi GCP tak, jako by tato prava
nalezela samotné CRO a jak je ZADAVATEL
ptrenesl na CRO;

VZHLEDEM K TOMU, ZE Lékaf je zaméstnancem
Zdravotnického zatizeni;

VZHLEDEM K TOMU, ZE Zdravotnické zatizeni i
Lékat si pfeji ucCastnit se Studie popsané v této
Smlouve;

VZHLEDEM K TOMU, ZE tato Smlouva vysvétluje
povinnosti a prava Zdravotnického zafizeni a Lékaie
a povinnosti a prava CRO ve vztahu k provadéni
Studie; a

VZHLEDEM K TOMU, ZE CRO dle této Smlouvy
nejedna a neprohlasuje, Zze jednda jako smluvni
zastupce ZADAVATELE, ale jako osoba urcena
ZADAVATELEM k fizeni Studie; CRO je zaroven
zastupcem ZADAVATELE ve smyslu § 51 odst. 2
pism. d) zakona ¢. 378/2007 Sb., o 1é¢ivech, ve znéni
pozdéjsich predpis.

1. PROVADENI STUDIE

11 Zdravotnické =zafizeni timto sjednava a
zavazuje se CRO, Ze umozni Lékafi a jinym svym
zameéstnanclim, personalu a zastupcim (dale jen
,Personal Studie”), aby v ném provadéli Studii, a
ujistuje, ze Lékar a Personal Studie jsou u ného
zaméstnani. Zdravotnické zafizeni podnikne veskeré
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to inform all Study Personnel of all of their
obligations under this Agreement and Institution shall
ensure that Study Personnel fully comply with same.

1.2 Physician agrees, and commits itself to CRO,
to conduct the Study at Institution and warrants that
he/she is employed by Institution. Physician shall
directly supervise the conduct of the Study by the
Study Personnel to the full extent contemplated by
the Protocol and by applicable legal regulations of the
Czech Republic.

13 Physician and Institution acknowledge that
SPONSOR is the sponsor of the Study, and as such is
an intended third-party beneficiary of this Agreement,
whereas SPONSOR transfers any or all of the
SPONSOR's trial-related functions to CRO in
compliance with ICH-GCP, sec. 5.2.1. Physician and
Institution acknowledge that CRO is the recipient of
services described in this Agreement and, for the
avoidance of any doubt, that SPONSOR is not the
recipient of services described in this Agreement.

14 Institution and Physician hereby agree, and
commit themselves to CRO, to (and warrant that
Study Personnel will) conduct the Study in a diligent,
efficient, and skilful manner, in strict compliance with
the terms and conditions of this Agreement, the
Protocol including any subsequent amendments
thereto, the investigator site file (ISF), any specific
Study instructions from SPONSOR or CRO,
applicable legal regulations of the Czech Republic,
rules, regulations and guidelines of relevant health
authorities, all policies of the Institution, and any
other professional standards applicable to their
professional industries and fields. Institution and
Physician accept responsibility for the acts and
omissions of all Study Personnel in the Study.

15 In accordance with applicable legal
regulations of the Czech Republic, before initiating
and during the conduct of the Study, CRO will ensure
that (i) all necessary submissions, notifications and/or
application(s) have been made, (ii) all necessary
documentation and information is available, and (iii)
all required reviews and approvals (or favourable
opinions) by applicable regulatory authorities and
competent Ethics Committee (EC) (“EC”) have been
obtained. Institution and/or Physician will provide an
up to date curriculum vitae for Physician, and, as
requested, for any Study Personnel or third-parties

pfiméfené kroky ktomu, aby seznamilo vSechen
Personal Studie se vSemi jeho povinnostmi dle této
Smlouvy, a zajisti, aby Personal Studie plné
dodrzoval vSechny tyto povinnosti.

1.2 Lékar timto sjednava a zavazuje se CRO, Ze
bude provadét Studii ve Zdravotnickém zafizeni a
ujistuje, Ze je zameéstnan v Zdravotnickém zafizeni.
Lékat bude piimo dohliZet na to, aby Personal Studie
provadél Studii v plném rozsahu zamysleném
Protokolem a piislusnymi pravnimi piedpisy Ceské
republiky.

1.3 Lékat a Zdravotnické zafizeni berou na
védomi, Ze ZADAVATEL je zadavatelem Studie, a je
tedy zamySlenou nezavislou osobou opravnénou
ztéto Smlouvy, pficemz ZADAVATEL pievadi
kterékoli nebo vSechny své funkce souvisejici s
klinickym hodnocenim na CRO v souladu s ICH-
GCP, odst. 5.2.1. Lékaft a Zdravotnické zafizeni berou
na védomi, ze CRO je piijemcem sluzeb uvedenych
Vv této Smlouveé a pro vylouceni pochybnosti i to, Ze
ZADAVATEL neni prijemcem téchto sluzeb.

14 Zdravotnické zafizeni a Lékar timto
sjednavaji a zavazuji se CRO, ze budou provadét (a
ujistuji, Zze Personal Studie bude provadét) Studii
svédomité, efektivné a kvalifikované, v prisném
souladu s ustanovenimi a podminkami této Smlouvy,
s Protokolem, véetné jeho pozdéjsich dodatkd, se

souborem informaci pro zkouSejiciho v misté
provadeéni klinického hodnoceni (investigator site file
— ISF), sveskerymi  konkrétnimi  pokyny

ZADAVATELE nebo CRO tykajicimi se Studie,
pfislusnymi pravnimi predpisy Ceské republiky,
pravidly a smérnicemi pfislusnych zdravotnickych
organti, vS§emi smérnicemi Zdravotnického zatizeni a
veskerymi ostatnimi odbornymi standardy platnymi
v odbornych odvétvich a oblastech, kterych se Studie
tykd. Zdravotnické zafizeni a Lékat pfiijimaji
odpoveédnost za jednani a opomenuti vieho Personalu
Studie ve Studii.

15 CRO pfed zahajenim Studie a béhem jejiho
provadeéni v souladu s pfislusnymi pravnimi piedpisy
Ceské republiky zajisti, aby (i) byla predlozena
vSechna potfebna podani, hlaseni a/nebo zadosti, (ii)
byla k dispozici vSechna dostupna dokumentace a
informace a (iii) byly obdrzeny vSechny pozadované
recenze a souhlasy (nebo kladnd stanoviska)
pfislusnych regulacnich organti a etickych komisi
(dale jen ,,EK*). Zdravotnické zatfizeni a/nebo Lékat
predlozi aktualizovany Zivotopis Lékafe a podle
pozadavki i veSkerého Personalu Studie nebo tfetich
osob pridélenych k provadéni Studie, a také veskerou
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assigned to the Study as well as other relevant
documentation requested by SPONSOR, CRO, the
competent EC or regulatory authorities.

1.6 Institution shall, throughout the duration of
the Study, provide, keep available to the Study
Personnel and maintain all necessary resources for
the adequate performance of the Study and ensure
that Physician is qualified by training and experience
with appropriate expertise to conduct the Study in
accordance with this Agreement and the Protocol.
Physician shall, throughout the duration of the Study,
ensure that adequate Study Personnel are available to
complete the Study. Institution and Physician shall
inform CRO promptly in writing (e-mail is eligible,
too) about all changes impacting the resources and/or
the Study Personnel.

1.7 The Physician shall, prior to a subject’s
participation in the Study, obtain the subject’s written
informed consent to participate in the Study. Prior the
commencement of the Study CRO or SPONSOR
shall provide the Physician with an informed consent
form, which shall comply with all requirements of
legal regulations of the Czech Republic and which
shall be approved by applicable authorities and ethics
committees. Neither the Institution nor the Physician
shall make any written or oral promises, statements or
other representations to Study subjects (whether or
not formally documented in the informed consent
forms) that SPONSOR or CRO will provide any form
of compensation, reimbursement or payment, medical
treatment and/or any other support or thing of value,
except to the extent expressly provided within this
Agreement or the Protocol. The Physician and the
Institution shall comply with applicable legal
regulations of the Czech Republic when obtaining
Study subjects’ consent to participate in the Study.
The Physician shall be solely responsible for ensuring
that such consents and authorizations are duly
obtained. The Physician shall be responsible for any
claim, loss, damages, suit, proceeding, cost or
expense arising out of any failure to obtain any such
consent or authorization from patients enrolled in the
Study.

1.8 Physician shall enroll the number of duly
qualified (according to Exhibit A of the Agreement)
patients for the Study and agrees that SPONSOR or
CRO may unilaterally revise the number of subjects
that Physician shall enroll, and/or the timeframe for
such enrollment, via Study instructions at any time.
Estimated period of enrolment of patients to the
Study is indicated in Exhibit A.

ostatni  relevantni
ZADAVATELEM,
regula¢nimi organy.

dokumentaci  pozadovanou
CRO, pfislusnymi EK nebo

1.6 Zdravotnické zafizeni bude po celou dobu
provadéni Studie poskytovat, davat Personalu Studie
k dispozici a uchovavat vSechny potiebné zdroje
k fadnému provadéni Studie a zajisti, aby byl Lékar
prostiednictvim Skoleni a praxe vybaven naleZitou
odbornosti k provadéni Studie v souladu s touto
Smlouvou a s Protokolem. Lékart je povinen po celou
dobu trvani Studie zajistovat, aby byl k dispozici
nalezity Personal Studie kjejimu dokonceni.
Zdravotnické zafizeni a Lékaf jsou povinni
neprodlené informovat pisemné (postaci e-mailem)
CRO o vsSech zménach, které maji vliv na zdroje
a/nebo na Personal Studie.

1.7 Lékar je jest¢ pred ucasti pacienta na Studii
povinen zajistit jeho informovany souhlas s i¢asti na
Studii. CRO nebo ZADAVATEL je povinen dodat
Lékati pfed zahdjenim hodnoceni formular
informovaného souhlasu, ktery bude spliovat veskeré
pozadavky pravnich piedpisii Ceské republiky a bude
schvalen pfislusnymi organy a etickymi komisemi.
Zdravotnické zatfizeni ani Lékar nesmi vydavat zadné
pisemné ani Ustni piisliby, oznameni nebo jina
prohlaseni pacientim zafazenym do Studie (bez
zietele na to, zda budou nebo nebudou formalné
zadokumentovana ve formulatich informovaného
souhlasu) o tom, ze ZADAVATEL nebo CRO
poskytnou jakoukoli formu odmény, nahrad nebo
plateb, 1é¢bu a/nebo jinou podporu nebo hodnotnou
véc, krom¢ vyjimek uvedenych vyslovné v této
Smlouvé nebo v Protokolu. Lékat a Zdravotnické
zafizeni jsou povinni dodrzovat pfislusné pravni
predpisy Ceské republiky pii ziskavani souhlasu
pacientl s ucasti ve Studii. Lékat ponese vyhradni
odpovédnost za zajisténi fadného ziskani takovych
souhlasi a opravnéni, a ponese odpovédnost za
veskeré naroky, ujmu, ndhradu skody, zaloby, fizeni,
naklady nebo vydaje vyplyvajici z toho, Ze zatadil do
Studie pacienty, od nichz neobdrzel jakykoli takovy
souhlas nebo opravnéni.

1.8 Lékat zafadi do Studie dany pocet
(definovany v Priloze A Smlouvy) fadné
kvalifikovanych pacienti (v souladu s Protokolem) a
souhlasi s tim, ze ZADAVATEL nebo CRO mohou
prostfednictvim pokynil ohledné Studie jednostranné
revidovat pocet pacientli, které Lékatr zatadi a/nebo
¢asovy ramec pro jejich nabor. Pfedpokladané obdobi
naboru pacientti do Studie je uveden v Pfiloze A.
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1.9 In accordance with the Protocol and all
applicable laws and regulations of the Czech
Republic, Institution and Physician shall maintain all
necessary subject records of safety data and/or
documents whether electronic, paper, or in any other
form relating to the Study for fifteen (15) years
following the later of the date of (i) termination of
this Agreement, or (ii) completion of the Study
(based on the Study close-out visit date at the site).
Institution and Physician shall follow Protocol
instructions for the reporting of any serious adverse
event. Institution and Physician shall obtain prior
written approval from SPONSOR or its designated
party prior to destroying any essential documents of
the Study, which will not be unreasonable withheld..

1.10 Institution and Physician agree that they are
not presently under any agreement or obligation
which conflicts with the duties and obligations owed
to CRO or SPONSOR under this Agreement, and
further agree not to undertake any such obligation or
agreement during the course of the Study.

1.11  The Protocol, including any amendments
thereto, constitutes an integral part of this Agreement.
In case of any inconsistency between this Agreement
and the Protocol, the Protocol shall take precedence on
matters of medicine, science and conduct of the Study;
otherwise the terms of this Agreement shall prevail.

1.12 Institution and Physician represent and
warrant that neither they, nor any Study Personnel are
officials, agents, or representatives of any
government or political party or international
organization where they may be in positions of
authority to be able to improperly help CRO or
SPONSOR obtain a business advantage. Institution
and Physician further represent and warrant that
neither they nor any Study Personnel shall make any
payment, either directly or indirectly, of any money
or other consideration (‘’Payment’’), 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 (“’Officials’”) where
such Payment would constitute violation of any
applicable law, including the U.S. Foreing Corrupt
Practices Act. In no event shall Institution, Physician,
or any Study Personnel make any Payment either
directly or indirectly to Officials if such Payment is
for the purpose of influencing decisions or actions
with respect to the subject matter of this Agreement
or any other aspect of CRO’s or SPONSOR’s
business. Institution and Physician shall report any

1.9 Zdravotnické zafizeni a Lékat budou
v souladu s Protokolem a v§emi ptislusnymi pravnimi
predpisy Ceské republiky uchovavat veskeré potiebné
zaznamy udajii a/nebo dokumentil o pacientech, které
se tykaji Studie, a to v elektronické, nebo v papirové
nebo jiné formé po dobu patnacti (15) let po
pozdéjSim ztéchto dat: (i) datum ukonceni této
Smlouvy nebo (ii) datum ukonceni Studie (na zdklade
zavéretné navstévy Studie na mistu provadéni
Studie). Zdravotnické zafizeni a Lékar budou plnit
pokyny Protokolu o vykazovéni veskerych zdvaznych
nezadoucich piithod. Zdravotnické zafizeni a Lékar
pfedem vyzada od ZADAVATELE nebo jim urcené
osoby pisemny souhlas se zniCenim jakychkoli
zasadnich dokumentd o Studii, ktery nebude
bezdlivodn¢ odmitnut.

1.10  Zdravotnické zatizeni a Lékat potvrzuji, ze
Vv soucasné dob¢ nejsou vazani zadnou smlouvou ani
zavazkem, ktery je vrozporu s povinnostmi a
zavazky vuc¢i CRO nebo ZADAVATELI dle této
Smlouvy, a dale sjednavaji, ze béhem provadéni
Studie neuzaviou zadny takovy zavazek ani smlouvu.

1.11  Protokol v¢etné jeho veSkerych dodatkii tvofi
nedilnou soucast této Smlouvy. V piipad¢ jakéhokoli
nesouladu mezi touto Smlouvou a Protokolem ma
Protokol prednost v medicinskych a veédeckych
zalezitostech a v otazkach provadéni Studie; jinak maji
prednost ustanoveni této Smlouvy.

112  Zdravotnické zafizeni a Lékar prohlasuji a
zarucuji se, Ze ani oni, ani zadny Personal Studie
nejsou ufedniky, agenty nebo zastupci né&jaké vlady,
politické strany nebo mezinarodni organizace, v niz
by zastavali mocenskou pozici, zniz by mohli
neregulérné pomahat CRO nebo ZADAVATELI
ziskat obchodni vyhodu. Zdravotnické zafizeni a
Lékar dale prohlasuji a zarucuji se, ze ani oni, ani
zadny Personal Studie pfimo ani nepfimo nevyplati
zadné penize, ani neposkytnou jinou uplatu (dale jen
,Platba®)  statnim  Ofedniktim,  funkcionaitim
politickych  stran, pracovnikim mezinarodnich
organizaci, kandidatim na politické funkce nebo
zastupcim jinych podnikii nebo osob jednajicich za
kteroukoli z vyse uvedenych osob (dale jen ,,Zastupci
vefejné moci“), pokud by takova Platba
predstavovala porusSeni jakéhokoli zdkona vcetné
zakona USA o zahrani¢nich korup¢nich praktikach.
Zdravotnické zafizeni, Lékaf ani zadny Personal
Studie nesmi v zadném piipadé poskytnout piimo
nebo nepfimo Platbu Zastupcim vefejné moci,
jestlize by tak ucinili za G¢elem ovlivnit rozhodnuti
nebo opatfeni souvisejici s prfedmétem této Smlouvy
nebo s jakymkoli jinym aspektem podnikani CRO
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violation of this warranty promptly to CRO and agree
to respond to any CRO inquiries about any potential
violations and make appropriate records available to
CRO or SPONSOR upon request. At any time upon
the request of CRO, Institution and Physician agree to
promptly certify in writing their ongoing compliance
(and the compliance of all other Study Personnel)
with the warranties contained in this Section 1.12.

1.13  Institution and Physician agree that if any
Study Personnel is a government employee, official
and/or performing a governmental function, such
relationship may be disclosed to the SPONSOR and
any compensation that such individual receives with
respect to the Study may be disclosed to the Institution
and is hereby approved.

1.14  Institution and Physician acknowledge and
agree that its, his or her judgment with respect to its, his
or her advice to and care of each Subject is not and
shall not be affected by the compensation Institution
and Physician receive in accordance with the Study.

2. REPORTS, MONITORING, AND
INSPECTIONS
2.1 Institution and Physician shall, in a timely

manner, submit to CRO, and CRO has a right to
claim under this Agreement, all complete and
accurate written and electronic records, reports and
data resulting from the performance of and/or relating
to the Study (including, but not limited to applicable
case report forms, other source documents and other
essential documents).

In the event that essential documents and any other
original records and data related to or generated as
part of the Study are either incomplete or out-of-date,
CRO and SPONSOR, as applicable, may retain
trained health care professionals to assist in
satisfactory completion of such documents. The cost
of such professional assistance (which will be
reasonable in the circumstances) will be charged to
Institution and may be offset against compensation
owed to Institution hereunder. Institution and/or
Physician will be informed before such assistance is
provided and herewith agrees to it but only in case if
Institution and/or Physician will fail to remedy the
known problems within deadline determined by CRO
or SPONSOR.

nebo ZADAVATELE. Zdravotnické zatizeni a Lékar
jsou povinni neprodlené nahlasit jakékoli poruseni
této zaruky CRO a zavazuji se, Ze odpovi na dotazy
CRO ohledné veskerych potencialnich poruseni a daji
CRO nebo ZADAVATELI na pozadani k dispozici
prislusné zaznamy. Zdravotnické zatizeni a Lékar se
zavazuji, ze kdykoli na pozddani CRO pisemné
potvrdi, ze oni (i vSechen ostatni Personal Studie)
prubézné dodrzuji zaruky obsazené v tomto odstavci
1.12.

1.13  Zdravotnické zafizeni a Lékai souhlasi s tim,
7ze pokud je jakykoli ¢len Persondlu Studie statnim
zamestnancem, zastupcem vefejné moci a/nebo zastava
néjakou statni funkci, mize byt ZADAVATEL
informovan o takovém vztahu a veskeré odmény, které
takova osoba dostava ve vztahu ke Studii, mohou byt
zpiistupnény Zdravotnickému zafizeni a jsou timto
schvaleny.

1.14  Zdravotnické zafizeni a Lékat berou na védomi
a souhlasi s tim, ze jejich tsudek ohledné porady a péce
poskytované jakémukoli Pacientovi neni a nebude
ovlivnén odménou, kterou Zdravotnické zafizeni a
Lékar obdrzi v souladu se Studii.

2. ZPRAVY, MONITOROVANI A
INSPEKCE
2.1 Zdravotnické zatizeni a Lékat vcas predlozi

CRO a CRO maé pravo pozadovat dle této Smlouvy
vSechny uplné a presné pisemné a elektronické
zaznamy, zpravy a udaje, které vyplyvaji z provadéni
Studie a/nebo se k ni vztahuji (mj. zejména piislusné
formulare zdznami o pacientech, dalsi zdrojové a jiné
zakladni dokumenty).

Jestlize budou zakladni dokumenty a jiné originaly
zaznamd a 0dajl, které souviseji nebo které jsou
vytvofeny jako souCdst Studie, neuplné nebo
neaktudlni, mize CRO a ZADAVATEL najmout
vySkolené zdravotnické odborniky na pomoc pfi
uspokojivém dopracovani takovych dokumentt.
Naklady na tuto odbornou pomoc (které¢ budou ve
vztahu K okolnostem piiméfené) budou uctovany
Zdravotnickému zafizeni a mohou byt zapocteny
proti  odméné, kterd ma byt zaplacena
Zdravotnickému  zafizeni dle této  Smlouvy.
Zdravotnické zafizeni a/nebo Lékai budou pied
poskytnutim takovéto pomoci informovani a timto
sni souhlasi za pfedpokladu, Ze Zdravotnické
zafizeni a/nebo Lékaf neodstrani vytéené vady ve
lhite stanovené CRO nebo ZADAVATELEM
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3. AUDITS AND REGULATORY
INSPECTIONS
3.1 SPONSOR and CRO and its agents and, when

applicable, EC and regulatory authorities, including
foreign regulatory authorities, may, at any time during
normal business hours, (i) inspect any facilities used for
the conduct of the Study, (ii) monitor and/or audit the
conduct of the Study, (iii) inspect, audit and/or copy
any and all Study documents, source data/documents,
medical records, work product, and required licenses,
certificates and accreditations, or (iv) interview any
person involved in the Study. Additionally, during the
term of this Agreement and for a period of twenty-four
(24) months after completion of the Study, SPONSOR
shall be entitled to inspect Institution’s financial
accounts directly related to the Study. Institution and
Physician will, and will cause its personnel to,
cooperate with any of the foregoing activities and will
provide timely access to requested documentation and
facilities.

3.2 Without limiting the foregoing, if Institution
stores and retains its records in an electronic records
system, Institution will promptly upon request allow
access to Study documents and other required
documents and information through such electronic
records system. In the event it is not possible, after
exercise of commercially reasonable efforts, to allow
access to Study documents in Institution’s electronic
records system without jeopardizing data protection
or privacy rights of other patients of Institution,
Institution will print and provide to the requestor
certified hardcopies of all relevant documents and
information. Institution will maintain, create, modify,
archive, retrieve and transmit, and make available for
inspection by regulatory authorities, all electronic
records in compliance with any applicable legal
regulations of the Czech Republic.

3.3 Institution and Physician shall fully cooperate
with audits or inspections performed during or after
completion of the Study, by SPONSOR or CRO.
Institution and Physician shall allow SPONSOR,
CRO and governmental or regulatory authorities,
including but not limited to the U.S. Food and Drug
Administration, access to resources used to perform
tasks related to the Study, shall make all requested
documents available to them and shall provide them
with any further Study related Information as may be

3. ~AUDITY A INSPEKCE REGULACNICH
ORGANU

3.1 ZADAVATEL a CRO, jejich zastupci a
v prislusnych piipadech EK a regulacni organy vcetné
zahrani¢nich regulacnich organti mohou kdykoli béhem
obvyklé pracovni doby (i) provést prohlidku vSech
zafizeni pouzivanych k provadéni Studie, (ii)
monitorovat a/nebo provést kontrolu provadéni Studie,
(iii) zkontrolovat, provést audit a/nebo poftizovat kopie
vSech  dokumenti  Studie, jejich  zdrojovych
dat/dokumentti, lékatrskych zaznamt, vysledki prace,
pozadovanych licenci, osvédceni a akreditaci nebo (iv)
provést pohovor s jakoukoli osobou, ktera se ucastni
Studie. Navice je ZADAVATEL béhem doby platnosti
této Smlouvy a dvacet Ctyfi (24) mésicti po dokonceni
Studie opravnén provést kontrolu finan¢nich uctl
Zdravotnického zatizeni souvisejicich pfimo se Studii.
Zdravotnické zatizeni a Lékat budou spolupracovat pti
vykonavani kterékoli zvySe uvedenych c¢innosti a
zajisti 1 spolupraci svého persondlu pri téchto
¢innostech, a poskytnou vc€as pfistup k pozadované
dokumentaci a do pozadovanych zatizeni.

3.2 Bez omezeni platnosti vyse uvedenych
ustanoveni plati, ze jestlize bude Zdravotnické
zafizeni ukladat a wuchovavat své zaznamy
Vv elektronickém systému zidznamti, neprodlené na
pozadani umozni pfistup k dokumentim Studie a
k jinym pozadovanym dokumentim a informacim
prosttednictvim  tohoto  elektronického  systému
zaznamd. Nebude-li ani po vynalozeni z obchodniho
hlediska ptiméfeného usili mozné povolit piistup k
dokumentim  Studie v elektronickém  systému
zaznami Zdravotnického zafizeni, aniz by byla
ohrozena ochrana udaji nebo prava jinych pacientt
Zdravotnického zafizeni na soukromi, Zdravotnické
zafizeni vytiskne a poskytne Zzadateli ovétfené
papirové kopie vSech pfislusnych dokumenti a
informaci. Zdravotnické zafizeni bude uchovavat,
vytvaret, ménit, archivovat, vyhledavat, predavat a
zptistupniovat regulacnim organim ke kontrole
vsechny elektronické zaznamy v souladu s veskerymi
prisluinymi pravnimi predpisy Ceské republiky.

3.3 Zdravotnické zafizeni a Lékar jsou povinni
pln¢ spolupracovat pti auditech nebo kontrolach
provadénych v pribé¢hu Studie nebo po jejim
dokonceni ze strany ZADAVATELE nebo CRO.
Zdravotnické zatizeni a  Lékat  umozni
ZADAVATELIL CRO a stitnim nebo regulacnim
organtim, mj. zejména Utadu USA pro kontrolu
potravin a 1&Civ, pristup ke zdrojim pouzivanym
K plnéni ukolt souvisejicich se Studii, daji jim
k dispozici vSechny pozadované dokumenty a
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requested.

3.4 In the event the audit or regulatory inspection
identifies a lack of compliance with this Agreement
on the part of Institution or Physician (or failure by
any Study Personnel to act in accordance with the
terms and conditions of this Agreement), SPONSOR
or CRO may terminate this Agreement in accordance
with Section 12.2.

35 Institution and Physician shall immediately
notify CRO by telephone, email or fax if a
governmental or regulatory authority, including but
not limited to the State Institute for Drug Control
(Statni ustav pro kontrolu leciv -SUKL), requests to
carry out an inspection of Institution’s and/or
Physician’s facilities or research records, or does so.
Institution and Physician shall allow SPONSOR and
CRO to be present during such inspection, and shall
provide to SPONSOR and CRO copies of all
materials, correspondence, statements, forms and
records that Institution and Investigator receives,
obtains or generates pursuant to or in connection with
any such inspection.

3.6. CRO shall inform the Institution (Clinical Study
Department) of dates of planned initiation,
termination, auditing and monitoring visits, by e-mail
at trials.icrc@fnusa.cz. Such information shall be
provided by the CRO to the Institution no later than 3
days prior the planned date of the particular visit. The
CRO agree that if necessary, another duly empowered
employee of the Institution may attend these visits, in
addition to the Physician.

4. CONFIDENTIAL INFORMATION

4.1 Institution and Physician agree to keep any
and all confidential or proprietary information of
CRO or SPONSOR which is provided from CRO,
SPONSOR or otherwise to Institution and Physician
pursuant to this Agreement, or to any information
Institution and Physician may generate or derive in
the course of performing the Study (“’Confidential
Information’’), in strict confidence and not disclose it
to any third party. Furthermore, Institution and
Physician agree to use the Confidential Information
only for the purposes of this Agreement except as
otherwise specifically provided for herein.

4.2 Institution and Physician may disclose
Confidential Information only to (a) Study Personnel,

poskytnou jim v§echny ostatni pozadované informace
relevantni ke Studii.

3.4 Jestlize se pfi auditu nebo regulac¢ni kontrole
zjisti, ze Zdravotnické zatizeni nebo Lékat nedodrzuji
tuto Smlouvu (nebo Ze kterykoli ¢len Personalu
Studie nejedna v souladu s ustanovenimi nebo
podminkami této Smlouvy), ZADAVATEL nebo
CRO mohou ukon¢it tuto Smlouvu v souladu s
odstavcem 12.2.

3.5 Zdravotnické zatizeni a Lékar budou
okamzité, telefonicky, e-mailem nebo faxem
informovat CRO, jestlize jakykoli stiatni nebo

regulacni orgdn, mj. zejména Statni ustav pro
kontrolu 1é&iv (SUKL) pozada o provedeni kontroly
nebo provede kontrolu zafizeni nebo vyzkumnych
zaznami Zdravotnického zafizeni a/nebo Lékare.
Zdravotnické zatizeni a Lékar umozni
ZADAVATELI a CRO byt pfitomni béhem takové
kontroly a poskytnou ZADAVATELI a CRO kopie
vSech materialt, korespondence, vykazi, formulait a
zaznamu, které Zdravotnické zafizeni a Zkousejici
pfijmou, obdrzi nebo vyprodukuji na zdkladé¢ nebo
v souvislosti s takovou kontrolou.

3.6 CRO je povinen informovat Zdravotnické
zafizeni (Oddé€leni klinickych studii) o datech
monitorovacich navstév, a to e-mailem na adresu
trials.icrc@fnusa.cz. Tuto informaci je CRO povinna
Zdravotnickému zafizeni poskytnout alespont 3 dny
pred planovanou navstévou. CRO souhlasi, ze se
téchto navstév bude v ptipadé potfeby ucastnit krome
Lékate i1 dalsi poveéteny pracovnik Zdravotnického
zafizeni.

4. DUVERNE INFORMACE

4.1 Zdravotnické zafizeni a Lékal se zavazuji
zachovavat pfisnou mlcenlivost o vSech divérnych
nebo  chranénych  informacich CRO  nebo
ZADAVATELE, které jim budou poskytnuty ze
strany CRO, ZADAVATELE nebo jinak dle této
Smlouvy, nebo o veskerych informacich, které
Zdravotnické zafizeni a Lékar vytvofi nebo odvodi
béhem provadéni Studie (dale jen ,Davérné
informace®) a nezpfistupnit je zadné tieti osobé.
Zdravotnické zatizeni a Lékar se dale zavazuji, ze
neni-li vtéto Smlouvé zvlast uvedeno jinak, budou
uzivat Duveérné informace pouze pro ucely této
Smlouvy.

4.2 Zdravotnické zafizeni a Lékaf mohou
zptistupnit Divérné informace pouze (a) Personalu
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or other employees or staff who require access thereto
for the purposes of this Agreement provided,
however, that prior to making any such disclosures
Institution and/or Physician bind such Study
Personnel, employees or staff in writing to the same
obligations as are contained herein to maintain
Confidential Information in confidence and not to use
such Confidential Information for any purpose other
than in accordance with the terms of this Agreement,
(b) to the appropriate EC having jurisdiction over the
performance of the Study at Institution and (c) to
State Institute for Drug Control.

4.3 The terms of this Agreement, including but
not limited to the financial terms, are the Confidential
Information of SPONSOR and shall be maintained in
confidence by Institution and Physician in accordance
with Section 4.1 above. If, however, Institution or
Physician is required by applicable legal regulations
of the Czech Republic to disclose such Confidential
Information, they may do so without breaching their
obligations under this Section provided, in advance of
disclosure, they notify SPONSOR or CRO of the
Confidential Information to be disclosed, the reason
for disclosure, and the date of disclosure.

CRO and the SPONSOR acknowledge that in
accordance with the Act number 340/2015 Coll. on
Register of Contracts, as amended, the Institution is
required to publish this Agreement and any future
amendments to it in the Register of Contracts.
Information being considered a Trade Secret of any
Contractual Party and shall not be published. The
Institution is responsible for publication of this
Agreement. If the Institution fails to publish this
Agreement within the period of thirty (30) days
required by applicable legal regulations, the CRO or
SPONSOR may publish this Agreement.

4.4 Nothing contained herein will in any way
restrict or impair any party’s right to use, disclose, or
otherwise deal with any Confidential Information
which at the time of its receipt:

(@) is generally available in the public domain or
becomes available to the public through no act of the
party receiving said Confidential Information; or

(b) is independently known by the party receiving the
Confidential Information, prior to receipt thereof,
which said party can demonstrate by documented
proof; or

Studie nebo jinym zaméstnancim nebo personalu,
ktery k nim potfebuje mit pfistup pro ucely této
Smlouvy, av8ak stim, ze Zdravotnické zafizeni
a/nebo Lékar pred takovym zpfistupnénim pisemné
zavazou Persondl Studie nebo takové jiné
zaméstnance nebo persondl, aby dodrzoval stejné
povinnosti ml¢enlivosti ohledné Davérnych informaci
jako ty, které jsou obsazeny v této Smlouve, a aby
nepouzival Divérné informace za jinym ucelem nez
v souladu s ustanovenimi této Smlouvy, (b) pfislusné
EK, do jejiz pravomoci spada provadéni Studie ve
Zdravotnickém zafizeni a (c) Statnimu ustavu pro
kontrolu 1é¢iv.

4.3 Ustanoveni této Smlouvy, mj. zejména jeji
finanéni ustanoveni, tvoii Divérné informace
ZADAVATELE a Zdravotnické zafizeni a Lékar jsou
povinni zachovavat o nich mlcenlivost dle odstavce
4.1 shora. Jestlize jsou vSak Zdravotnické zatizeni
nebo Lékai dle piislugnych pravnich piedpisti Ceské
republiky  povinni  zpfistupnit tyto  Duvérné
informace, mohou tak ucinit, aniz by porusili své
povinnosti dle tohoto ¢lanku, pokud budou pied
takovym zpfistupnénim informovat ZADAVATELE
nebo CRO o tom, které Duvérné informace maji byt
zptistupnény a o divodu a datu takového
zptistupnéni.

CRO a ZADAVATEL berou na védomi, ze
sohledem na zakon ¢&. 340/2015 Sb., o registru
smluv, ve znéni pozdé&jsich predpist, je Zdravotnické
zafizeni povinno tuto smlouvu a jeji pripadné dodatky
zvetejnit v registru smluv. Takovémuto zvefejnéni
nepodléhaji ty udaje, které tvoii obchodni tajemstvi
nekteré ze smluvnich stran. Za zvefejnéni této
smlouvy odpovida Zdravotnické =zatizeni. Pokud
Zdravotnické zafizeni nezvefejni tuto Smlouvu v
zakonné lhite tficeti (30) dni, mize byt Smlouva
zvetejnéna CRO ¢i ZADAVATELEM.

4.4 Z4dna ustanoveni obsazena v této Smlouvé
nijak neomezi ani nebudou na Gjmu pravu jakékoli
strany uzivat, zpfistupnovat nebo jinak nakladat s
jakymikoli Divérnymi informacemi:

(a) které jsou vdobé jejich obdrzeni vefejné
dostupné, nebo které vejdou ve vefejnou znamost
jinak nez jednanim strany, ktera je obdrzela; nebo

(b) které piijimajici strana sama znala jeSté pred

jejich obdrzenim, o cemz mize dana strana piedlozit
dukaz; nebo
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(c) is lawfully given to the receiving party by a third
party who is not bound by any obligation to preserve
it as confidential.

45 Institution and Physician undertake to protect
Confidential Information (including but not limited to
patent-relevant, scientific or technical information)
against unauthorized access by third parties. If
Confidential Information is communicated via
Internet Mail, use of Internet Mail Encryption
Technology is compulsory (for direct communication
between the Parties.

5. INTELECTUAL PROPERTY

51 All Information provided or made available
to Institution or Physician for purposes of the Study
are and will remain SPONSOR's property. Institution,
Physician, (and Study Personnel) shall not acquire
any rights of any kind whatsoever with respect to the
Information as a result of performance under this
Agreement or otherwise.

5.2 Institution and Physician shall deliver all
Information, to SPONSOR, CRO or their respective
designee in a timely manner throughout the
performance of the Study, as provided in the Protocol
or Study Instructions, and in no event later than ten
(10) business days after (i) the date of termination of
this Agreement or (ii) the date on which SPONSOR
or CRO otherwise requests delivery of Information.

5.3 SPONSOR may use the Information and
Study Results (including publication) in any manner
it deems appropriate to comply with SPONSOR's
business interests, both during, and following
termination of, this Agreement.

54 Institution and Physician acknowledge and
agree that all Intellectual Property is the sole and
exclusive property of SPONSOR. Institution and
Physician shall assign and hereby assign to
SPONSOR all Intellectual Property and any other
rights resulting from the Study and the work under
this Agreement to give full effect of the foregoing.
SPONSOR may file any patents in the name and at
the cost of SPONSOR. If required, Institution and
Physician will provide SPONSOR with all necessary
assistance, even after expiration or termination of this
Agreement, in order to enable SPONSOR to apply
for, obtain, maintain in force, enforce, and defend
such patents, without any further payment from
SPONSOR.

(¢c) které pfijimajici strané zakonnym zplsobem
poskytla tfeti osoba, jeZ neni vazana povinnosti

zachovavat mlcenlivost o takovych Duvérnych
informacich.
4.5 Zdravotnické zafizeni a Lékat se zavazuji

chréanit Duvérné informace (zejména informace, které
maji vyznam pro patenty, védecké nebo technické
informace) proti neopravnénému pristupu tietich
osob. Pfi pfenosu Divérnych informaci predavané
internetovou postou (pfi pfimé komunikaci mezi
smluvnimi stranami) se musi pouzivat Sifrovaci
internetova technologie.

5. DUSEVNi VLASTNICTVIi

5.1 Vsechny informace, které jsou poskytovany
nebo davany k dispozici Zdravotnickému zatizeni
nebo Lékafi pro ucely Studie, jsou a zlstanou
majetkem ZADAVATELE. Zdravotnické zafizeni,
Lékart ani Personal Studie neziskaji v dasledku plnéni
této Smlouvy ani jinak zadna prava jakéhokoli druhu
k informacim.

5.2 Zdravotnické zafizeni a Lékat budou
Vv pritbéhu Studie predavat informace
ZADAVATELI, CRO nebo jimi ur¢enym osobam
podle ustanoveni Protokolu nebo Pokynt ke Studii
véas, avsak nejpozd¢€ji deset (10) pracovnich dni po
(i) datu ukonceni této Smlouvy nebo (ii) datu, kdy o
né¢ ZADAVATEL nebo CRO jinak pozada.

5.3 ZADAVATEL muze pouzit informace a
vysledky Studie (vCetné jejich publikace) b&hem
doby platnosti této Smlouvy i po jejim ukonceni
jakymkoli zpuisobem, ktery povazuje dle svych
obchodnich z4jma za vhodny.

5.4 Zdravotnické zafizeni a Lékar berou na
védomi a souhlasi stim, Ze veSkeré DuSevni
vlastnictvi je vyhradnim majetkem ZADAVATELE.
Zdravotnické zafizeni a Lékaf postoupi a timto
postupuji ZADAVATELI  vSechno  DuSevni
vlastnictvi a veSkera ostatni prava vyplyvajici ze
Studie a z prace dle této Smlouvy za tcelem zajisténi
plného aéinku vySe uvedenych ustanoveni.
ZADAVATEL muze svym jménem a na své naklady
podavat veskeré patenty. Zdravotnické zafizeni a
Lékar poskytnou ZADAVATELI i po uplynuti
platnosti nebo ukonceni této Smlouvy a bez dalsi
platby ze strany ZADAVATELE vSechnu potiebnou
soufinnost, aby mu umoznili pfihlasit, ziskat,
uchovavat v platnosti, vymahat a obhajovat takové
patenty.
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“Intellectual Property” refers to existing and / or
future patents, patent applications, trademarks, trade
names, service marks, domain names, copyrights,
moral rights, rights in and to databases (including
rights to prevent the extraction or
reutilization/reutilisation of Information from a
database), design rights, topography rights, know-
how, trade secrets and all rights or forms of
protection of a similar nature or having equivalent or
the similar effect to any of them which may subsist
anywhere in the world, whether or not any of them
are registered and including applications for
registration of any of them; furthermore rights of use,
rights of exploitation, rights of utilization and
licenses, whether royalty-free or otherwise.

5.6 Any and all Information, and any other
material and results generated or developed as a result
of or in connection with the Study, and all copies
thereof (hereinafter collectively referred to as “Study
Results”) shall be the sole and exclusive property of
SPONSOR and may be used by SPONSOR for any
purpose.

5.7 In the event that SPONSOR, according to
Applicable Law, cannot obtain or secure ownership
for any Intellectual Property or Study Results,
Institution and Physician hereby grant SPONSOR
and obligate the Study Personnel to grant SPONSOR,
as applicable, worldwide, exclusive, unlimited and
royalty-free rights of use, exploitation and utilization
and/or licenses regarding such Intellectual Property
and Study Results. Institution and Physician warrant
by the execution of this Agreement, that neither they
nor any Study Personnel have entered, and that none
of them will enter, into any contractual agreement or
relationship which would in any way conflict with or
compromise SPONSOR’s proprietary interest in, or
rights to, any Intellectual Property or Study Results
existing at the time of the execution of this
Agreement or arising out of or related to its
performance thereunder.

5.8 Institution and Physician shall disclose to
SPONSOR all Intellectual Property and Study
Results. Such disclosure shall/must be made fully and
promptly in writing to an authorized representative of
SPONSOR.

59 Where any third party (including but not
limited to a research assistant or contractor) is
involved in the Study, Institution and Physician shall
ensure that such third party assigns any Intellectual
Property and Study Results that he/she/it may have in

“Prava dusevniho vlastnictvi” jsou vSechny stavajici
a/nebo budouci patenty, zadosti o udéleni patentt,
vynalezy (at’ uz patentovatelné ¢i nikoliv), ochranné
znamky, obchodni znacky, oznaceni sluzeb,
doménova jména, autorska prava, moralni prava,
prava k databazim (véetné prav branicich vyjimani ¢i
opétovné pouzivani informaci z databazi), designova
prava, topografickd prava, objevy, know-how,
obchodni tajemstvi a vSechna ostatni prava ci
zpisoby ochrany duSevniho vlastnictvi se stejnym
pravnim vyznamem pouzivana v jednotlivych zemich
svéta. Za prava duSevniho vlastnictvi jsou také
povazovany zadosti ¢i registrace k ziskani shora
uvedenych prav a také pravo na pouzivani a
poskytovani licenci, a to jak bezplatné ¢i jinak.

5.6 Veskeré informace a vSechen ostatni material
a vysledky vytvofené nebo vyvinuté v dusledku
Studie nebo v souvislosti s ni, jakoz i vSechny jejich
kopie (spolecné dale jen ,,vysledky Studie*) budou
vyhradnim majetkem ZADAVATELE, ktery je miize
uzivat za jakymkoli ucelem.

5.7 Jestlize - ZADAVATEL  nemuze  dle
prislusnych pravnich pfedpist ziskat nebo zajistit
vlastnictvi Dusevniho vlastnictvi nebo vysledka
Studie, Zdravotnické zatizeni a Lékai timto ude€luji
ZADAVATELI a ukladaji Personalu Studie, aby
udélil ZADAVATELI vsechna pfislusna celosvétova,
vyhradni, neomezend a bezplatnd prava uzivat a
vyuzivat toto DuSevni vlastnictvi s vysledky Studie
a/nebo licence k nim. Zdravotnické zafizeni a Lékar
se uzavienim této Smlouvy zarucuji, Ze ani oni, ani
zadny Personal Studie neuzaviely a nikdo z nich
neuzavie zadnou smlouvu nebo vztah, ktery by byl
jakkoli v rozporu nebo poskodil majetkovy podil
ZADAVATELE na DuSevnim vlastnictvi nebo
vysledcich Studie nebo jeho prava k nému, ktera
existuji v dobé uzavieni této Smlouvy nebo ktera
vyplyvaji nebo souviseji sjeho plnénim dle této
Smlouvy.

5.8 Zdravotnické zafizeni a Lékaf zpfistupni
ZADAVATELI vSechno Dusevni vlastnictvi a
vysledky Studie. Toto zpfistupnéni bude/musi byt
provedeno Vv plném rozsahu a neprodlené pisemné
opravnénému zéstupci ZADAVATELE.

5.9 V piipadé, Ze se Studie ucastni né&jakd treti
osoba (mj. zejména vyzkumny asistent nebo
dodavatel), Zdravotnické zafizeni a Lékar zajisti, aby
tato tfeti osoba postoupila Zdravotnickému zafizeni
Dusevni vlastnictvi a vysledky Studie, které¢ mize mit
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any Intellectual Property and/or the Study Results to
Institution in order to be able to give full effect to the
provisions of Section 5.1 above. Institution is solely
responsible to compensate its employees in case of
commercial exploitation of inventions

5.10  All parties to this Agreement, their respective
Affiliates and CRO shall retain all right, title and
interest in any Intellectual Property that was owned
by such party or CRO prior to or apart from the
commencement of this Agreement. No license grant
or assignment, express or implied, by estoppel or
otherwise, is intended by, or shall be inferred from,
this Agreement except to the extent necessary for
each party to fulfil its obligations under this

Agreement or otherwise give effect to this
Agreement.
5.11 Institution and Physician shall be permitted to

use any Intellectual Property made or developed by
Institution and/or Physician, subject to the obligations
set forth in Section 4 (Confidential Information), for
internal, non-commercial research and for educational
purposes and the preparation of publications in
accordance with Section 7 (Publication).

6. PUBLICITY

6.1 No party to this Agreement shall use the
other party’s/parties’, SPONSOR’s, or its Affiliates’
name(s), CRO’s, logo(s), trademark(s), physical
likeness, employee name, owner symbol, or other
image in any press release, advertising or other form
of publicity without the prior written consent of such
party/-ies, CRO or SPONSOR, respectively, except
as otherwise required by law.”

6.2 Neither Institution nor Physician will use any
information regarding the Study, including, but not
limited to, the existence of the Study or other publicly
available information in any publicity, advertising or
subject recruitment materials without CRO’s or
SPONSOR’s prior written consent.

7. PUBLICATION

7.1 SPONSOR  shall have  unrestricted
publication rights for the Study Results and may give
the data to third parties for publication. SPONSOR
acknowledges that Institution and Physician have the
right to publish the results that Institution and
Physician contribute and generate as a result of the

vramci kteréhokoli DuSevniho vlastnictvi a/nebo
vysledkti Studie, aby Zdravotnické zaiizeni mohlo
zajistit plny ucinek ustanovena odstavce 5.1 shora.
Zdravotnické zafizeni nese vyhradni odpoveédnost za
poskytnuti odmény svym zaméstnancim v piipadée
komer¢niho vyuziti vynalezi

510 VsSechny strany této Smlouvy, jejich
Sptiznéné osoby a CRO si ponechaji vSechna prava,
titul a podil na veskerém DuSevnim vlastnictvi, ktera
dand strana nebo CRO vlastnila pfed zahajenim nebo
nezavisle na zahdjeni plnéni této Smlouvy. Zadné
vyslovné ani implikované udéleni licence nebo
postoupeni  prostfednictvim ptekazky uplatnéni
naroku nebo jinak neni zamyslenou touto Smlouvou,
ani zni nesmi byt vyvozovano, s vyjimkou rozsahu
potiebného pro kazdou stranu kplnéni jejich
povinnosti dle této Smlouvy nebo jinak k zaji$téni
ucinnosti této Smlouvy.

5.11 Zdravotnickému zafizeni a Lé&kaii bude
dovoleno uzivat veSkeré DuSevni vlastnictvi, které
Zdravotnické zafizeni a/nebo Lékai vytvoii nebo
vyvine, s vyhradou povinnosti stanovenych v ¢lanku
4 (Dtveérné informace), k internimu nekomerénimu
vyzkumu, pro vzdélavaci ucely a ke zpracovani
publikaci v souladu s ¢lankem 7 (Publikace).

6. PUBLICITA

6.1 Z4dna strana této Smlouvy nepouZije nazvy,
loga, ochranné znamky, fyzickou podobu, jméno
zameéstnance, symbol vlastnika nebo jiné vyobrazeni
ostatnich smluvnich stran, ZADAVATELE nebo jeho
Sptiznénych osob nebo CRO v zadném tiskovém
prohlaseni, reklamé nebo jiné formé publicity bez
jejich predchoziho pisemného souhlasu, ledaze je to
vyzadovano ze zakona.

6.2 Zdravotnické zatizeni ani Lékaf nepouZiji
bez predchoziho pisemného souhlasu CRO nebo
ZADAVATELE Zadné informace o Studii, zejména
informace o existenci Studie nebo jiné vefejné
dostupné informace, vramci jakékoli publicity,
reklamnich materiald nebo materiali uréenych
k naboru pacientd.

7. PUBLIKACE

7.1 ZADAVATEL mé4 neomezend prava
publikovat vysledky Studie a je opravnén piedavat
udaje tfetim osobam k publikovani. ZADAVATEL
bere na védomi, ze Zdravotnické zafizeni a Lékar
maji pravo publikovat vysledky, jimiz prispé&ji ke
Studii a které vytvari v ramci Studie, k nekomer¢nim
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Study for non-commercial purposes with due regard
to the protection of SPONSOR Confidential
Information and consistent with the below paragraph
regarding joint multi-center publications.

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

7.3 Prior to submission for any written,
electronic, oral or audio-visual publication, Institution
and/or Physician shall first submit to SPONSOR a
copy of (i) any proposed abstract, poster and
presentation slides at least fifteen (15) days, and (ii)
any proposed manuscript or any other material at
least sixty (60) days in advance of such proposed date
of submission for publication for review by
SPONSOR. Unless SPONSOR informs Institution
and/or Physician in writing during the sixty (60) and
fifteen (15) days period, respectively, that the
proposed publication must be (i) delayed in order to
protect potentially patentable invention or (ii)
changed to avoid the potential disclosure of
SPONSOR Confidential Information, Institution
and/or Physician shall be free to proceed with the
proposed publication after modification in a manner
acceptable to SPONSOR in order to protect the
SPONSOR Confidential Information and any
Intellectual Property which SPONSOR owns. In the
event that a delay of the proposed publication is
required, Institution and Physician shall withhold
such submission for publication for an additional
period agreed upon in good faith by the Parties,
however no longer than eighteen (18) months after
the filing of the patent application covering the
respective invention.

7.4 Institution and Physician acknowledge that
the Study is part of a multi-center trial and
SPONSOR anticipates a joint multi-center primary
full publication. Therefore, Institution and Physician
agree not to publish, present or otherwise disclose
any results of or information pertaining to
Institution’s and Physician’s activities conducted
under this Agreement before such publication has
been published. Without limiting the foregoing, if

uceltim s piislusnym ohledem na ochranu Duvérnych
informaci ZADAVATELE a vsouladu snize
uvedenym odstavcem o multicentrickych publikacich.

7.2 ZADAVATEL, Zdravotnické zafizeni a
Lékat se zavazuji, ze budou ve vztahu ke vSem
publikacim, které se tykaji Studie nebo obsahuji tdaje
o ni, dodrzovat Smérnice o spravné publikacni praxi
(Good Publication Practice — GPP Guidelines) (které
jsou k dispozici na: http://www.ismpp.org) a vSechny
etické normy, které¢ se tykaji publikaci a autorstvi,
véetné oddilu II Jednotnych pozadavkt na rukopisy
zasilané do biomedicinskych ¢asopisti, nazvaného
,,EBtické uvahy pfi provadéni a publikovani vyzkumu*
(k dispozici na http://www.icmje.org), stanovené
ICMJE.

7.3 Difive nez Zdravotnické zafizeni a/nebo
Lékatr predlozi k publikovani jakoukoli pisemnou,
elektronickou, ustni nebo audiovizudlni publikaci,
ptedlozi nejdiive ZADAVATELI kopii (i) jakéhokoli
navrhovaného abstraktu, plakatu a prezentacnich
snimkd nejméné patnact (15) dni predem a (ii)
jakykoli rukopis nebo jiny materidl nejméné Sedesat
(60) dni pred navrhovanym datem piedlozeni k
publikovani.  Pokud =~ ZADAVATEL  nebude
informovat Zdravotnické zafizeni a/nebo Lékate
pisemné beéhem danych Sedesati (60) respektive
patnacti (15) dnd, Ze pfislusna publikace musi byt (i)
odlozena za  ucelem  ochrany  potencidlné
patentovatelného vynalezu nebo (ii) zménéna, aby se
bylo mozno vyhnout potencialnimu zpfistupnéni
Dutvérnych informaci ZADAVATELE, Zdravotnicke
zafizeni a/nebo Lékat budou moci pokracovat
v publikovani navrhované publikace po tUpravé
navrzené ZADAVATELEM za celem ochrany jeho
Dtvérnych informaci a jakéhokoli Dusevniho
vlastnictvi, jehoz je ZADAVATEL majitelem. Je-li
pozadovano  odlozeni  navrhované  publikace,
Zdravotnické zatfizeni a Lékat pozastavi jeji predani
k publikovani o dodate¢nou lhitu sjednanou v dobré
vife smluvnimi stranami, avSak nejdéle o osmnact
(18) mésicii od podani patentové prihlasky ve vztahu
K ptislusnému vynalezu.

7.4 Zdravotnické zafizeni a Lékar berou na
védomi, ze Studie je soucasti multicentrického
hodnoceni a ZADAVATEL pocitd s vydanim
spole¢né primarni a uplné multicentrické publikace.
Proto se Zdravotnické zatfizeni a Lékar zavazuji, ze
nebudou pred vydanim takové publikace publikovat,
prezentovat ani jinak zpfistupnovat vysledky své
¢innosti nebo informace o téchto cinnostech. Bez
omezeni vyse uvedenych ustanoveni plati, Ze nebude-
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there is no joint multi-center publication within
eighteen (18) months after completion of the Study at
all sites, Institution and Physician shall have the right
to publish and present the results of Institution’s and
Physician’s  activities conducted under this
Agreement, including Study Results generated and
contributed by them, subject to review and comment
as set forth in the preceding paragraph.

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

8. DATA USE, PROTECTION & PRIVACY

8.1 Institution and/or Physician hereby represent
and warrant that they consent, and they shall obtain
all necessary consents in writing from (a) all subjects
as per the informed consent form, and (b) the key
members of Study Personnel and Physician
participating in the Study for administrative / study
management and any other purpose required by law,
so that such subjects’, Study Personnel’s and
Physician’s personal data can be processed by
(including transferred to) CRO, any of its affiliates,
and SPONSOR or any of its affiliates and regulatory
authorities in each case within or outside the country
where such data originates.

8.2 Subject medical records shall remain the
property of the Institution; provided, however, any
Study Results recorded therein shall be used and
disclosed only as expressly permitted by this
Agreement. Institution shall, where duly authorized
or required by applicable legal regulations of the
Czech Republic, provide or make such subject’s
medical records and individual subject data available
to SPONSOR (at mutually agreeable times, during
normal business hours) and relevant governmental
agencies.

8.3 Institution shall use and disclose Study
Results solely for the following purposes (i) to the
extent required to conduct the Study; or (ii) in order
to publish the Study results in accordance with
Section 5. Institution or Physician shall not use or
disclose Study Results for any other purpose without
SPONSOR’s prior written consent. Any public
disclosure (including publications) that contains or
otherwise arises from the use of Study Results shall
be subject to the terms of Section 7.

li do osmnacti (18) mésicti po dokonéeni Studie ve
vSech mistech jejiho provadéni vydana zadna
spolena multicentrickd publikace, budou mit
Zdravotnické zafizeni a Lékar pravo publikovat a
prezentovat vysledky své cCinnosti vykondvané dle
této Smlouvy, véetné vysledkt Studie, které vytvoftili
a jimiz ptispéli, S vyhradou kontroly a pfipominek dle
predchoziho odstavce.

7.5 Autorstvi veskerych publikaci souvisejicich
se Studii bude uréeno vzajemnou dohodou.
ZADAVATEL ma pravo jmenovat spoluautory.

8. UZIVANI A OCHRANA UDAJU A
SOUKROMI
8.1 Zdravotnické zafizeni a/nebo Lékai timto

prohlasuji a zarucuji se, Ze souhlasi a ze ziskaji
v pisemné formé veskeré potfebné souhlasy (a) vSech
pacientti na formulafi informovaného souhlasu, a (b)
klicovych ¢lent Personalu Studie a Lékare, kteti se
ucastni Studie, pro administrativni ucely / pro ucely
fizeni Studie a za jakymkoli jinym zakonem
vyzadovanym ucelem tak, aby mohla osobni udaje
téchto pacientl, Persondlu Studie a Lékate
zpracovavat CRO, kterdkoli z jejich spfiznénych
osob, ZADAVATEL nebo kterakoli =z jeho
sptiznénych osob nebo regulacni organy a aby jim
tyto osobni udaje mohly byt rovnéz predavany, a to
jak v zemi ptvodu takovych udaju, tak i mimo ni.

8.2 Zdravotni  zdznamy pacientd  zistanou
majetkem Zdravotnického zafizeni s tim, Ze veSkeré
vysledky Studie, které jsou v nich obsazeny, budou
uzivany a zptistupiiovany pouze tak, jak je vyslovné
povoleno touto Smlouvou. V ptipadé, kdy ktomu
bude Zdravotnické zafizeni fadné opravnéno nebo
kdy to bude od ného vyzadovano piisluSnymi
pravnimi piedpisy Ceské republiky, pedlozi nebo da
tyto zdravotni zaznamy pacienti a udaje o
jednotlivych pacientech k dispozici ZADAVATELI
(ve vzajemné dohodnutém case béhem obvyklé
pracovni doby) a pfislusnym statnim organdim.

8.3 Zdravotnické zatizeni bude wuzivat a
zptistupnovat vysledky Studie pouze pro tyto ucely:
(i) v rozsahu pozadovaném k provadéni Studie; nebo
(i) kjejich publikaci vsouladu s c¢lankem 5.
Zdravotnické zatizeni nebo Lékat nesmi pouzit nebo
zptistupnit vysledky Studie za jinym ucelem bez
pfedchoziho pisemného souhlasu ZADAVATELE.
Veskeré zptistupnéni vetejnosti (vCetné publikaci),
které obsahuje nebo jinak vyplyva z pouziti vysledki
Studie, se fidi ustanovenimi ¢lanku 7.
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8.4. For the whole period of the Study as well as
after the completion of the Study the SPONSOR and
the Contractual Parties shall honour applicable legal
regulations of the Czech Republic on personal data
and information privacy as well as on protection of
personal information concerning the Subjects being
enrolled into the Study.

9. INDEMNIFICATION

9.1 Institution and Physician shall immediately
notify SPONSOR in writing pursuant to Section 9.4
below of any claim of illness or injury that is claimed
to be due to procedures that are provided for or
required by the Protocol to which the Subjects would
not have been exposed but for their participation in
the Study. Institution and Physician shall allow
SPONSOR to handle such claim (including, if
applicable, settlement negotiations), and shall
cooperate fully with SPONSOR in its handling of the
claim. Institution and Physician will provide to
SPONSOR sufficient documentation to review and
process any Subject injury reimbursements, provided,
however, that any and all patient identifiers will be
removed from any documentation submitted to
SPONSOR. SPONSOR will not enter into any
settlement that would create any obligations on behalf
of Institution and/or Physician or make any
admissions on behalf of the Institution and/or
Physician without their written permission, which
will not be unreasonably withheld.

9.2 Subject to Section 9.3 below, SPONSOR
indemnifies and holds harmless Institution, Physician,
and Study Personnel against all expenses incurred by
them in relation to claims or, proceedings, made by or
on behalf of Subjects taking part in the Study (or their
dependents) against Physician, Institution or any of
their employees or agents for personal injury
(including death) to Subjects arising out of the
procedure that is provided for or required by the
Protocol to which the Subjects would not have been
exposed but for their participation in the Study.

9.3 SPONSOR will not indemnify or be
responsible for any loss, claim, cost (including
reasonable attorney fees) or demand arising from any
injuries or damages resulting from Institution’s
Physician’s or the Study Personnel’s negligence,
breach of this Agreement, failure to adhere to the
Protocol, failure to obtain signed informed consent

8.4 ZADAVATEL a Smluvni strany jsou
povinny v prubéhu Studie i po jejim ukonceni dbat
podle piislusnych pravnich piedpisii Ceské republiky
0 ochranu osobnich dat a informaci o osobnich
pomérech subjektt hodnoceni zafazenych do Studie.

9. ODSKODNENI

9.1 Zdravotnické zafizeni a Lékat budou
okamzit¢ pisemné¢ informovat ZADAVATELE dle
odstavce 9.4 nize o jakémkoli naroku z onemocnéni
nebo Urazu, ktery udajné vznikl v disledku procedur
stanovenych v Protokolu nebo  vyzadovanym
Protokolem, které by pacienti neabsolvovali, nebyt
jejich ucasti ve Studii. Zdravotnické zafizeni a Lékar
dovoli ZADAVATELI, aby vytidil takovy narok
(v€etné jeho piipadného narovnani) a budou plné
spolupracovat se ZADAVATELEM pii vyfizovani
takového naroku. Zdravotnické zafizeni a Lékar
poskytnou ZADAVATELI dostatecnou dokumentaci
Kk provéteni a zpracovani veskerych nahrad za skodu
na zdravi pacientl, avSak stim, Ze ztéto
dokumentace predlozené ZADAVATELI musi byt
odstranény vSechny identifika¢ni znaky pacientu.
ZADAVATEL nepfistoupi na jakékoliv vyrovnani,
které by zptisobilo vznik jakychkoliv povinnosti pro
Zdravotnické zatizeni a/nebo Lékate ani jménem
Zdravotnického zatizeni a/nebo Lékate do zadného
takového vyrovnani nevstoupi bez jejich predchoziho

pisemného souhlasu, ktery nebude bezdivodne
odmitnut.
9.2 ZADAVATEL s vyhradou  ustanoveni

odstavce 9.3 nize odskodni a ochrani Zdravotnické
zafizeni, Lékare a Personal Studie ve vztahu ke vS§em
nakladlim, které Zdravotnické zafizeni, Lékar a
Personal Studie vynalozi v souvislosti s naroky nebo
fizenimi vedenymi pacienty nebo v zastoupeni
pacientli, ktefi se uCastni Studie (nebo jejich
zavislymi osobami) proti Lékafi, Zdravotnickému
zafizeni nebo kterémukoli z jejich zaméstnancli nebo
zastupct za Skodu na zdravi (v€etné umrti) pacientl
vzniklych zpostupu, ktery stanovi nebo vyZzaduje
Protokol, a ktery by pacienti neabsolvovali, nebyt
jejich ucasti ve Studii.

9.3 ZADAVATEL neodskodni nebo neponese
odpovédnost za jakoukoli ujmu, narok, naklady
(vCetné primefenych nakladl na pravni zastoupeni)
nebo pozadavek, ktery vyplyva zjakékoli skody na
zdravi nebo nahrady Skody zplsobené nedbalosti
Zdravotnického =zafizeni, Lékafe nebo Personalu
Studie, jejich porusenim této Smlouvy, nedodrzenim
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forms from patients enrolled in the Study, failure to
follow applicable legal regulations of the Czech
Republic, unauthorized warranties negligence or
wilful misconduct.

94 Subject to Section 9.3, any indemnification of
the Institution and Physician by SPONSOR shall be
provided directly to Institution by SPONSOR. CRO
shall act as the intermediary to coordinate the
provision of any such indemnification by SPONSOR,
and shall have no other obligation in connection
therewith..

Such requests must include the full legal names and
addresses of all parties who are requested to be
indemnified by SPONSOR.

10. DEBARMENT

10.1 Institution and Physician each represent and
warrant that Institution, Physician, and any of their
respective employees, contractors, agents or other
staff members performing the Study have such
current licenses and permits as may be required to
perform clinical studies and that none of them is now
nor in the past ever been restricted, debarred,
suspended, disqualified or banned from any clinical
studies or national healthcare programs or are under
investigation by any regulatory authority for
debarment, or otherwise subject to any restrictions or
sanctions by the U.S. FDA or any other governmental
or regulatory authority or professional body with
respect to the performance of scientific or clinical
investigations, and the Institution and the Physician
shall notify SPONSOR and CRO immediately in
accordance with the Notice Section herein upon any
inquiry concerning or the commencement of any such
proceeding concerning any person performing the
Study.

11. PAYMENT TERMS AND CONDITIONS

11.1  In full consideration for the services of
Institution, Physician and Study Personnel rendered
in compliance with the Protocol, the CRO agrees to
pay the fees and expenses set forth on Exhibit A. The
fees shall be paid to bank accounts of the Institution,
as specified in Exhibit A. Neither Institution nor
Physician shall directly or indirectly seek or receive
compensation from subjects or third-party payers for
any services that are required by the Protocol and are

Protokolu, neobdrzenim podepsanych formulait
informovaného souhlasu od Pacientli zafazenych do
Studie, nedodrzenim pfislusnych pravnich piedpist
Ceské republiky, poskytnutim neopravnénych zaruk,
nedbalosti nebo timysIného protipravniho jednani.

9.4 Veskeré odskodnéni poskytnuté
Zdravotnickému zafizeni a Lékafi ze strany
ZADAVATELE bude svyhradou odstavce 9.3
poskytnuto  pifimo  Zdravotnickému  zafizeni
ZADAVATELEM. CRO bude jednat jako
zprostiedkovatel za ucelem koordinace poskytnuti
odskodnéni ze strany ZADAVATELE a nebude mit
v souvislosti s tim zadnou jinou povinnost.

Tyto Zadosti musi obsahovat uplnou obchodni firmu a

adresy vSech stran, které ma ZADAVATEL
odskodnit.
10. ODEBRANI OPRAVNEN]

K PROVADENI KLINICKYCH HODNOCENI

10.1  Zdravotnické zafizeni a Lékaf prohlasuji a
zaruCuji se, ze oni i kazdy zjejich pfislusSnych
zameéstnancil, dodavateld, zastupcti nebo jinych ¢lent
personalu, ktefi provadéji Studie, maji platné licence
a povoleni vyzadovana k provadéni klinickych
hodnoceni, a zddnému z nich neni a ani v minulosti
nebyla omezena nebo pozastavena platnost takovych
povoleni nebo licenci, nebyly jim tyto licence nebo
povoleni odebrany, nebyli diskvalifikovani ani jim
nebylo zakazdno podilet se na klinickych
hodnocenich nebo na  statnich  zdravotnich
programech a nepodléhaji zZAdnym jinym omezenim
nebo sankcim ulozenym FDA nebo jakymkoli jinym
statnim nebo regulaénim orgdnem nebo profesnim
sdruzenim ve vztahu k provadéni védeckych nebo
klinickych Seteni, a Zdravotnické zatrizeni a Lékar
budou okamzité informovat ZADAVATELE a CRO
vsouladu sc¢lankem této Smlouvy tykajicim se
oznameni o veskerych Setfenich, ktera se tykaji
jakékoli osoby, jez provadi Studii, nebo o zahajeni
fizeni, ktera se ji tykaji.

11. PLATEBNi PODMINKY

11.1  CRO se zavazuje, ze zaplati Zdravotnickému
zatizeni, Lékafi a Personalu Studie jako plnou tplatu
za sluzby poskytnuté v souladu s Protokolem odmény
a naklady uvedené v Pfiloze A. Odmény budou
vyplaceny na bankovni ucet Zdravotnického zafizeni
jak je uvedeno v Ptiloze A. Zdravotnické zatizeni ani
Lékat se nesmi pfimo nebo nepfimo domahat nebo
ziskat nahradu od pacienti nebo tfetich osob za
jakekoli sluzby vyzadované Protokolem a placené ze
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paid for by CRO. These services shall include, but are
not limited to subject screening, treatment visits,
physician or nurse fee.

The parties agree that Exhibit A — Enrolment and
Payment Schedule is part of this Agreement
clarifying the schedule of payments associated with
this Agreement and that the fees and expenses set
forth in Exhibit A represent the fair market value for
the services provided by Institution and Physician.
Payments shall be made in accordance with the
provisions set forth in Exhibit A, with the last
payment being made after Institution and Physician
complete all of their obligations under this
Agreement and any Exhibits thereto. Institution and
Physician shall not seek reimbursement for any
medical services from any third party payers if such
costs are already covered by payments made under
this Agreement.

11.2  Institution and Physician shall comply with
all obligations with respect to taxes and social
security contributions, if applicable, which relate to
the subject matter of this Agreement including,
without limitation, those that relate to any payments
made hereunder to Institution, Physician, Study
Personnel or, as the case may be those that relate to
any payments made by Institution or Physician to
Study Personnel.

11.3  The fees and expenses paid by CRO shall be
used solely to offset the costs to the Institution of
conducting the Study and in no event shall such fees
and expenses exceed the aggregate cost incurred by
the Institution in conducting the Study. As such,
Institution shall provide CRO a reconciliation of
funding paid by CRO upon completion of the Study.

11.3 Institution and Physician agree that
SPONSOR and CRO may disclose the fees and
expenses payable or paid under this Agreement to
any governmental authorities according to applicable
law.

12. TERMINATION

121 This Agreement will become effective upon
the date it is fully executed by all parties and shall
continue in effect for the full duration of the Study
according to the Protocol unless sooner terminated in
accordance with the provisions of this Section. CRO
may terminate this Agreement immediately upon
written notice to Institution and Physician for any
reasons, in which case, CRO will pay fees earned for

strany CRO. Tyto sluzby mj. zahrnuji skrining
pacientt, 1é¢ebné navstévy, odmény Iékaii nebo
zdravotni sestie.

Smluvni strany sjednavaji, ze Ptiloha A — Rozvrh
naboru pacientll a platebni rozvrh je soucasti této
Smlouvy, kterd stanovi rozvrh plateb souvisejicich
stouto Smlouvou a ze odmény a naklady uvedené
v Ptiloze A predstavuji redlnou trzni hodnotu sluzeb
poskytovanych Zdravotnickym zafizenim a Lékarem.
Platby budou hrazeny v souladu s ustanovenimi
Prilohy A a posledni platba bude uhrazena poté, co
Zdravotnické zatizeni a Lékar dokonci vSechny své
povinnosti dle této Smlouvy a veskerych jejich pfiloh.
Zdravotnické zatfizeni a Lékai se nesmi domahat od
tretich osob nahrady za zdravotnické sluzby, které
jsou jiz kryty platbami hrazenymi dle této Smlouvy.

11.2  Zdravotnické zafizeni a Lékat jsou povinni
dodrzovat vSechny povinnosti souvisejici s danémi a
prispévky na socialni zabezpeceni, které se tykaji
pfedmétu této Smlouvy, zejména ty, které souviseji
splatbami  hrazenymi  dle  této  Smlouvy
Zdravotnickému zafizeni, Lékafi, Personalu Studie,
nebo ptipadné ty, které souviseji s platbami
hrazenymi Zdravotnickym zafizenim nebo Lékarem
Personalu Studie.

11.3  Odmeény a naklady placené ze strany CRO se
pouziji pouze knadhradé nakladl Zdravotnického
zatizeni na provadéni Studie a nesmi v zadném
pfipadé¢ prekrocit uhrnné naklady vynalozené
Zdravotnickym zafizenim na provadéni Studie.
Zdravotnické zatizeni predlozi proto CRO po
dokonceni  Studie  odsouhlaseni  financovani
poskytnutého ze strany CRO.

11.3  Zdravotnické zafizeni a Lékaf souhlasi s tim,
ze ZADAVATEL a CRO mohou zptistupnit odmény
a naklady splatné nebo zaplacené dle této Smlouvy
jakymkoli statnim organim v souladu s ptisluSnymi
pravnimi predpisy.

12. UKONCENI SMLOUVY

121 Tato Smlouva nabude ucinnosti v den, kdy
bude pln€¢ uzaviena vSemi smluvnimi stranami a
zustane U¢innd po celou dobu trvani Studie dle
Protokolu, nebude-li ukon¢ena dfive v souladu
s ustanovenimi tohoto ¢lanku. CRO mize ukoncit
tuto Smlouvu s okamzitym G¢inkem pisemnou
vypovédi predanou Zdravotnickému zatizeni a Lékafi
z jakéhokoli ditvodu. V takovém ptipadé zaplati CRO
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services performed through the termination date.

12.2  This Agreement may be terminated by
Institution or Physician, upon sixty (60) days’ prior
written notice, for a material breach of this
Agreement by CRO if the breach is not cured within
thirty (30) days following receipt of such notification.

The Institution may terminate this Agreement by a
written termination letter, if — due to an obstruction,
which is not based on the will of the Institution, the
Institution is not able to complete the Study without a
negative impact on its main activity, which is
provision of healthcare services. The termination
period is 30 days and starts on the first day following
the day on which this termination letter was delivered
to CRO and the Physician. In such event, Institution
will immediately notify SPONSOR of any such
obstruction and still continue to perform necessary
follow-up procedures as set forth hereunder.

12.3  Termination of this Agreement by any party
shall not affect the rights and obligations of the
parties accrued prior to the effective date of
termination of this Agreement. Any provision of this
Agreement that should survive expiration or
termination of this Agreement in order to give proper
effect to its intent, shall survive expiration or
termination of this Agreement.

13. CONTRACTUAL

13.1 This Agreement constitutes the entire
agreement and final understanding of the parties with
respect to the subject matter hereof and supersedes
and terminates all prior and/or contemporaneous
understandings and/or discussions between the
parties, whether written or verbal, express or implied,
relating in any way to the subject matter hereof. This
Agreement may not be altered, amended, modified or
otherwise changed in any way except by a written
agreement (amendment to this Agreement), signed by
all parties. The Contractual Parties agree that this
Agreement is to be entered into solely in writing and
they shall not be bound if this format is not honoured.

13.2  Failure to insist upon compliance with any of
the terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of any
such terms or conditions, and the same shall remain
at all times in full force and effect.

odmény za sluzby poskytnuté do data ukonceni.

12.2  Zdravotnické =zafizeni nebo Lékar mize
ukonéit tuto Smlouvu pisemnym ozndmenim
predanym Sedesat (60) dni predem, dojde-li K jejimu
zavaznému poruseni ze strany CRO a toto poruSeni
neni napraveno do tficeti (30) dnti po obdrZeni
takového oznameni.

Zdravotnické zatizeni je opravnéno ukoncit tuto
smlouvu pisemnou vypoveédi, jestlize v dusledku
vzniku ptekazky, jez nastala nezéavisle na jeho wvili,
nebude Zdravotnické zatizeni dlouhodobé schopno
dokon¢it klinické hodnoceni, aniz by tim nebyla
negativné¢ ovlivnéna jeho hlavni ¢innost, kterou je
poskytovani zdravotni péce. Vypovédni lhita ¢ini 30
dnil a pocind bézet dnem nasledujicim po dni
doruc¢eni této vypovédi CRO a Lékafi. V takovém
pfipadé¢ Zdravotnické zafizeni okamzit€¢ ozndmi
ZADAVATELI jakoukoli takovou piekazku a nadale
bude pokracovat v provadéni nezbytnych naslednych
krokii uvedenych nize

12.3  Ukonceni této Smlouvy kteroukoli smluvni
stranou se nedotkne prav a povinnosti smluvnich
stran vzniklych pted datem ucinnosti jejiho ukonceni.
Jakékoli ustanoveni této Smlouvy, které ma zistat
nadale v platnosti po jejim uplynuti platnosti nebo
ukonceni, aby zajistilo nalezity ucinek jejimu zameéru,
zustane v platnosti i po jejim uplynuti platnosti nebo
ukonceni.

13. USTANOVENI O SMLOUVE

13.1 Tato Smlouva zakladd Uplnou dohodu a
definitivni ujednani smluvnich stran o jejim
pfedmétu, rusi a nahrazuje vSechna ptedchozi
ujednani smluvnich stran o jejim predmétu a
ukoncuje vSechny ptedchozi a/nebo soubézné
pisemné nebo tstni, vyslovné nebo implikované
dohody a/nebo jednani smluvnich stran, ktera jakkoli
souviseji s jejim predmétem. Tato Smlouva miize byt
upravovana, dopliiovana, modifikovana nebo jinak
ménéna pouze pisemnou dohodou (dodatek Smlouvy)
podepsanou vSemi smluvnimi stranami. Smluvni
strany se dohodly, Ze pro uzavieni této smlouvy uziji
vyhradné pisemnou formu a Ze nechtéji byt vazany,
nebude-li tato forma dodrzena.

13.2  Nebude-li n¢ktera smluvni strana trvat na
dodrzeni jakéhokoli ustanoveni nebo podminky této
Smlouvy, neznamena to, ze se celkové vzdava nebo
ziika takovych ustanoveni nebo podminek, a takova
ustanoveni nebo podminky zistanou vzdy v plné
platnosti a G¢innosti.
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13.3 Institution and Physician shall act as an
independent contractor[s] of CRO and shall not be
construed for any purpose as the partner, agent,
employee, servant, or representative of CRO. CRO
shall not be responsible for any employee benefits,
pensions, employer liability insurance, withholding,
or employment-related taxes of the Physician.
Institution and Physician shall not enter into any
contract or agreement with a third party that purports
to obligate or bind CRO. Institution and Physician
acknowledge that CRO may perform its obligations
hereunder either itself or through a third party. The
CRO hereby undertake not to enter into any other
agreement with any employees of the Institution in
connection with this Study.

13.4  The respective signatories of the parties to
this Agreement represent and warrant that they have
the authority and ability to enter into the terms,
provisions and conditions of this Agreement on
behalf of their respective parties.

13,5 All notices necessary or appropriate to be
given pursuant to this Agreement shall be effective
when delivered personally, facsimile, e-mail, or
mailed by certified or registered mail, postage prepaid
to the appropriate party or CRO in writing at the
address or number below:

To CRO:

PAREXEL International (IRL) Limited

One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Attn. PAREXEL Employee assigned to this Study

To Physician:

I

Fakultni nemocnice u sv. Anny v Brne
I1. Interni klinika

Pekarska 664/53

656 91 Brno

Czech Republic

To Institution:

Fakultni nemocnice u sv. Anny v Brne
Oddéleni klinickych studii

Pekarska 664/53

656 91 Brno

Czech Republic

13.3  Zdravotnické zafizeni a Lékai budou jednat
jako nezavisli dodavatel¢ CRO a nebudou za Zadnym
ucelem vykladani jako jeji partnefi, agenti,
zaméstnanci, pracovnici nebo zastupci. CRO
neponese odpovédnost za zadné zaméstnanecké
pozitky, dichody, pojisténi odpovédnosti
zameéstnavatele nebo srazky Lékare nebo za jeho dané
vyplyvajici zpracovniho poméru. Zdravotnické
zatizeni a Lékat nesmi uzaviit zadnou smlouvu s tieti
osobou, ktera ma ukladat povinnosti CRO nebo ji
zavazovat. Zdravotnické zafizeni a Lékaf berou na
védomi, ze CRO muze plnit své povinnosti dle této
Smlouvy sama nebo prostfednictvim tfeti osoby.
ZADAVATEL a CRO se timto zavazuji, ze v
souvislosti s timto klinickym hodnocenim neuzaviou
zadnou jinou smlouvu s Zzadnym zaméstnancem
Zdravotnického zafizeni.

13.4  Prislusni signataii stran této Smlouvy
prohlasuji a zarucuji se, Ze jsou opravnéni a schopni
uzaviit wustanoveni a podminky v zastoupeni
ptislusnych smluvnich stran.

13.5 VSechna oznameni, kterda musi byt ptfedana
nebo jsou vhodna dle této Smlouvy, budou ucinna
tehdy, budou-li pisemna a doruc¢ena osobné, zaslana
faxem, e-mailem nebo vyplacené potvrzenou nebo
doporu¢enou postou piislusné smluvni stran¢ nebo
CRO na nasledujici adresu nebo ¢islo:

CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham

Dublin 8

Irsko

K rukdm zaméstnance
pridéleného k této Studii

spole¢nosti  PAREXEL

Lékafri:

I

Fakultni nemocnice u sv. Anny v Brné
II. Interni klinika

Pekatska 664/53

656 91 Brno

Ceska republika

Zdravotnickému zatizeni:

Fakultni nemocnice u sv. Anny v Brn¢
Oddéleni klinickych studii

Pekatska 664/53

656 91 Brno

Ceska republika
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13.6  The parties agree that this Agreement shall be
governed by the laws of Czech Republic, without
regard to the conflicts of law provisions thereof. In
case a dispute is brought before a court of law, the
courts of Czech Republic will have sole jurisdiction
over the litigation.

13.7  Institution or Physician may not assign its
rights or delegate its obligations under this
Agreement without the prior written consent of CRO,
which shall not be unreasonable withheld. Any
unauthorized attempted assignment by Institution or
Physician shall be null and void and of no force or
effect. CRO shall have the power to assign this
Agreement to SPONSOR without Institution or
Physician’s consent.

13.8 If any term or condition of this Agreement,
the deletion of which would not adversely affect the
receipt of any material benefit by any party
hereunder, shall be held illegal, invalid or
unenforceable, the remaining terms and conditions of
this Agreement shall not be affected thereby and such
terms and conditions shall be valid and enforceable to
the fullest extent permitted by law.

13.9  This Agreement is executed in both English
and Czech language. In case of any incoherence,
contradiction or discrepancy between the English and
the Czech version of this Agreement, the terms of the
Czech version will prevail.

13.10 This Agreement is executed in five (5)
counterparts, with one (1) counterpart for the
Institution, one (1) for the Physician, and two (2) for
the CRO and one (1) Sponsor. Each counterpart shall
be deemed to be an original, and all of such
counterparts shall together constitute one and the
same Agreement.

13.11 The Contractual Parties hereby expressly
exclude use of business customs in their legal
relationship in connection with this Agreement, in
accordance with § 558, paragraph 2 of the Act
number 89/2012 Coll., Civil Code, as amended.

13.12 The following exhibits form an integral part
of this Agreement:

Exhibit A — Schedule of enrolment of patients and
payment schedule

Exhibit B — Sample form of invoice

Exhibit C — Protocol

Exhibit D — Consent of Ethics Committee

Exhibit E — Excerpt from the Register of Companies -

13.6  Smluvni strany sjednavaji, ze tato Smlouva
se Fidi pravem Ceské republiky bez zfetele na jeho
kolizni normy. V piipadé sporu postoupeného
k soudu maji vyhradni pravomoc ohledné takového
fizeni soudy Ceské republiky.

13.7  Zdravotnické zafizeni nebo Lékai nesmi
postoupit sva prava nebo prevést své povinnosti dle
této Smlouvy bez predchoziho pisemného souhlasu
CRO, ktery nebude bezdivodné odpiran. Jakykoli
pokus o neopravnéné postoupeni ze strany
Zdravotnického zatfizeni nebo Lékafe bude neplatny
nebo neuinny. CRO je opravnéna postoupit tuto
Smlouvu ZADAVATELI bez souhlasu
Zdravotnického zatizeni nebo Lékare.

13.8  Bude-li jakékoli ustanoveni nebo podminka
této Smlouvy, jejiz vypusténi by nemélo negativni
vliv. na pfijem jakéhokoli hmotného pozitku
kteroukoli stranou dle této Smlouvy, povazovana za
nezakonnou, neplatnou nebo nevymahatelnou,
nebudou tim dotCena ostatni ustanoveni a podminky
této Smlouvy, které budou vplném zikonem
povoleném rozsahu vymahatelné.

13.9 Tato Smlouva je uzaviena v anglickém i
v ¢eském jazyce. V piipadé nesouladu, rozporu nebo
nesrovnalosti mezi anglickou a Ceskou verzi této
Smlouvy budou mit pfednost ustanoveni ¢eské verze.

13.10 Tato Smlouva je uzaviena v péti (5)
stejnopisech, z nichz jeden (1) stejnopis je uréen pro
Zdravotnické zatizeni, jeden (1) pro Lékare, dva (2)
pro CRO a jeden (1) pro Zadavatele. Kazdy stejnopis
se povazuje za origindl a vSechny dohromady tvofii
jednu a tutéz Smlouvu.

13.11 Smluvni strany timto v souladu s § 558 odst.
2 zékona ¢. 89/2012 Sb., ob¢anského zakoniku, ve
znéni pozdéjsich predpisd, vyslovné vylucuji pouziti
obchodnich zvyklosti ve svém pravnim styku v
souvislosti s touto smlouvou.

13.12 Nedilnou soucasti této Smlouvy jsou tyto
prilohy:

Priloha A — Rozvrh naboru pacientt a platebni rozvrh
Ptiloha B — Vzorova forma faktury

Ptiloha C — Protokol

Priloha D — Souhlasné stanovisko EK

Ptiloha E — Vypis z OR CRO
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CRO
[Signature page follows] [Podpisova stranka nasleduje)
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IN WITNESS WHEREOF, the parties hereto have NA DUKAZ TOHO smluvni strany podepsaly tuto
set their hands in five counterparts with the intention Smlouvu v péti stejnopisech jako zavaznou dohodu
that this is a binding agreement as provided herein. tak, jak je uvedeno v této Smlouve.

@ PAREXEL International (IRL) Limited:

(Signature of Authorized Official)
(Podpis opravnéného pracovnika)

3)

(Typed or Printed Name) Date
(Jméno strojem nebo hilkovym pismem) Datum 19.6.2017
2 Fakultni nemocnice u sv. Anny v Brné
MUDr. Martin Pavlik, Ph.D., DESA, EDIC Date
Datum 26.6.2017
P Date
Datum  27.6.2017
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