SMLOUVA O KLINICKEM HODNOCENI

uzaviena mezi Oblastni nemocnici Piibram,
a.s., se sidlem Gen. R. Tesafika 80, Piibram I,
261 01 Pifbram, Ceskd republika, Identifikagni
¢islo: 27085031, Danové identifikacni Ccislo:
CZz27085031, zastoupenou MUDr. Stanislavem
Holobradou, feditelem (dale oznacované jen jako
“Zdravotnické zarizeni”),

- adresa:
, Ceska republika (dale

oznacovany jen jako “Zkousejici”’) a

spole¢nosti Quintiles Czech Republic, s.r.o0., se
sidlem Radlicka 714/113a, Praha 5 - Jinonice,
PSC 158 00, Ceska republika IC: 247 68 651,
(dale oznaGovana jen jako “Quintiles”) a

spole¢nosti Boehringer Ingelheim International
GmbH, na zakladé plné moci reprezentované
spole¢nosti Quintiles Czech Republic, s.r.o. (dale
ozna¢ovana jen jako ,,Zadavatel*).

CLINICAL TRIAL AGREEMENT

Made between Oblastni nemocnice Piibram,
a.s.,, having aplace of business at Gen. R.
Tesaiika 80, Pfibram I, 261 01 Pifibram, Czech
Republic Identification number: 27085031, Tax
identification number: CZ27085031, represented
by MUDr. Stanislav Holobrada, director (the
“Institution”),

: address:

: Czech Republic
(Principal Investigator, hereinafter referred to as
the “Investigator”) and

Quintiles Czech Republic, s.r.o., having a place
of business at Radlicka 714/113a, Praha 5 -
Jinonice, zip code 158 00, Czech Republic,
Identification number: 247 68 651, (“Quintiles™)
and

Boehringer Ingelheim International GmbH,
upon power of attorney represented by
Quintiles Czech Republic, s.r.o. (the “Sponsor™).

CisLoO PROTOCOL

PROTOKOLU: 1297.4 NUMBER: 1297.4
Ptipravek BI 695501
V porovnani
s pripravkem Humira®
u pacientt S aktivni Bl 695501 versus
Crohnovou nemoci: Humira® in patients with
randomizované, dvojité active Crohn’s disease:

) zaslepené, a randomized, double-
NAZEV multicentrické klinické PROTOCOL blind, multicenter, parallel
PROTOKOLU: hodnoceni TITLE: group, non-inferiority trial

noninferiority comparing efficacy,

S paralelnimi endoscopic improvement,

skupinami safety, and

porovnavajici u¢innost, immunogenicity

endoskopickeé zlepSent,

bezpecnost

a imunogenicitu
EQ;LTJ('\)"K OLU- 30. kvétna 2016 Ei?E?COL 30 May 2016

) Boehringer Ingelheim Boehringer Ingelheim

ZADAVATEL: Internati%nal CgmbH SPONSOR: Internati%nal é]mbH
KLICOVE DATUM | 100 kalend4inich dnd
ZARAZENI (KEY | po Iniciaéni navitévé KEY 100 Calendar Days after
ENROLLMENT | Mista vykonu ENROLLMENT | gjie Initiation Visit
DATE): klinického hodnoceni | | PATE:
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VZHLEDEM k tomu, 7e Zkousejici
a Zdravotnické zatizeni (spole¢né dale jen “Misto
vykonu klinického hodnoceni”) jsou odhodlani
provést klinické hodnoceni (dale jen “Studie”)
pripravku Bl 695501, ktery je vlastnictvim
Zadavatele (dale jen ,hodnocené 1éCivo™),
vsouladu se shora wuvedenym protokolem
a jakymikoli jeho dodatky (dale jen “Protokol”)
a vzhledem k tomu, Ze Quintiles pozadal Misto
vykonu klinického hodnoceni 0 provedeni Studie;

Na tomto zakladé doSlo ke sjednani nize
uvedenych podminek:

1.

Quintiles timto ustanovuje Misto vykonu
klinického hodnoceni Kk provedeni Studie
a Zdravotnické zatizeni a Zkousejici
souhlasi stim, ze zajisti, Ze Zdravotnické
zafizeni, ZkouSejici, zaméstnanci a zastupci
Zdravotnického zafizeni provedou Studii
v souladu s Protokolem, podminkami této
smlouvy, a to v¢etné a v souladu s piilohou
“Podminky a nalezitosti”, ktera ptredstavuje
nedilnou soucast této smlouvy jako jeji
Ptiloha A, prilohou “Platebni rozvrh”, ktera
predstavuje nedilnou soucast této smlouvy
jako jeji Priloha B, a jakymkoli dodatky ¢i
doplnénimi téchto dokumentd, jez timto
uvozenim predstavuji nedilnou soucast této
smlouvy (dale jen “Smlouva”), spravnou
klinickou  praxi (,,GCP*) zejména
S Harmonizovanou trojstrannou smeérnici
spravné¢  klinické praxe Mezinarodni
konference 0 harmonizaci (,,Smérnice ICH
GCP*) asveskerymi platnymi pravnimi
predpisy. Misto  vykomu  klinického
hodnoceni timto potvrzuje, Ze ma dostatecné
Casové  moznosti, kapacity  a zdroje
k provedeni Studie, ato pii dodrzeni
nejvyssich kvalitativnich standarda.

Studie  bude  provedena v souladu
S povolenim vydanym Statnim tstavem pro
kontrolu 1é¢iv, souhlasem Etické komise pro
multicentricka klinicka hodnoceni
a souhlasem etické komise zdravotnického
zatizeni.

WHEREAS, the Investigator and Institution,
(hereafter, jointly, the “Site”) are willing to
conduct a clinical trial (the “Study”) relating to
Sponsor’s proprietary compound Bl 695501 (the
“Investigational Product”), in accordance with the
above-referenced protocol and any subsequent
amendments thereto (the “Protocol”) and Quintiles
requests the Site to undertake such Study;

NOW THEREFORE, the following is agreed:

1. Quintiles hereby appoints the Site to conduct
the Study, and the Institution and the
Investigator agree to ensure that the
Institution, the Investigator and the
Institution’s employees and agents will
conduct the Study in accordance with the
Protocol, the terms of this agreement,
including the Terms and Conditions attached
as Attachment A, the Payment Schedule and
Budget attached as Attachment B, and any
other attachments hereto, which all are
incorporated by reference herein (the
“Agreement”), good clinical practices
(“GCP”), including, without limitation, the
International Conference on Harmonisation
Harmonised Tripartite Guideline for Good
Clinical Practice (“ICH GCP Guidelines™)
and all applicable laws and regulations. The
Site hereby confirms that it has enough time
and resources to perform the Study
according to the highest quality standards.

The Study will be conducted on the basis of
the approval issued by the State Institute for
Drug Control, approval of the Ethics
Committee for Multicentrics Trials and the
approval of the Ethics Committee of the
Institution.

Veskeré  platby budou  poskytnuty 2.  Payments shall be made in accordance with

vsouladu s podminkami stanovenymi
v Ptiloze B, ptficemz posledni platba bude
provedena poté, co Misto vykonu
klinického hodnoceni splni veSkeré své
povinnosti, jez mu vyplyvaji ztéto
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the provisions set forth in Attachment B,
with the last payment being made after the
Site completes all its obligations hereunder,
and Quintiles has received all completed
case report forms (“CRFs”) and, if Quintiles
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Smlouvy, apoté, co Quintiles obdrzi
veskeré formulafe pro zdznam 1daji
o subjektech hodnoceni - Case Report
Forms (dale jen “formulate CRF”)
avptipadé, Ze Quintiles Oto pozada,
veskeré ostatni Duveérné udaje ve smyslu
jejich definice uvedené v Clanku 2, P¥ilohy
A (Duveérné udaje).

Misto vykonu klinického hodnoceni bude
jednat jako nezavisly dodavatel smluvniho
plnéni, anebude jakkoli povazovano za
zaméstnance Ci  zastupce Quintiles ¢i
Zadavatele.  Quintiles ani  Zadavatel
nebudou mit jakoukoli odpovédnost
vztahujici se K zaméstnaneckym pozitktim,
diichodim, odSkodnéni za pracovni Urazy
a nemoci z povolani, srazkovym ¢i jinym

pracovnépravnim danim ohledné
Zdravotnického zatizeni.

Misto  vykonu  klinického  hodnoceni
prohlasuje  asouhlasi, Ze rozhodnuti
ausudek  Zkousejiciho, pokud  jde

o poradenstvi apéi o0kazdy subjekt
hodnoceni, nebude ovlivnéno uhradou,
kterou Misto vykonu klinického hodnoceni
obdrzi na zdkladé této Smlouvy.
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requests, all other Confidential Information
as defined in Attachment A, Section 2
(Confidential Information).

The Site will act as an independent
contractor, and shall not be considered the
employee or agent of Quintiles or Sponsor.
Neither Quintiles nor Sponsor shall be
responsible for any employee benefits,
pensions, workers’ compensation,
withholding, or employment-related taxes as
to the Institution.

The Site acknowledges and agrees that
Investigator’s judgment with respect to
Investigator’s advice to and care of each
subject is not affected by the compensation
Site receives hereunder.




Dojde-li  k jakymkoli zménam ohledné
bankovnich  udaji = Pfijemce  platby,
Zdravotnické zafizeni a/nebo ZkousSejici
jsou v takovém piipadé o této skutenosti
povinni pisemné informovat Quintiles.
Smluvni strany souhlasi, Ze V pfipadé, Ze
pujde pouze 0 zménu vyhradné se vztahujici
k bankovnim tudajim Pfijemce platby
a které neptisobi zménu V subjektu Piijemce
platby nebo zménu stitu, vVnémz je
bankovni ucet zfizen, nebude =zapotiebi
uzavirat jakykoli dalsi dodatek.

Piijemci plateb budou opravnéni ve lhuté
tficeti (30) dnt od obdrZzeni zavéreéné
platby rozporovat jakoukoli platbu, piipadné
nesrovnalost, kniz doslo béhem vykonu
Studie.

Smluvni strany timto berou na védomi, Ze
shora definovani Piijemci plateb jsou
opravnéni obdrzet veskeré platby za sluzby
vykonané na zéklad¢ této Smlouvy

Ptfedpokladana hodnota finan¢niho plnéni
dle podminek této Smlouvy ¢ini ptiblizné
350.000 Ke.

Tato Smlouva nabude uéinnosti Kk datu, ke
kterému bude podepsana  smluvnimi
stranami a jeji ucinnost bude trvat do
okamziku jejiho splnéni ¢i ukonceni jeji
platnosti v souladu S podminkami
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In case of changes in the Payee’s bank
details, Institution and or/Investigator are
obliged to inform Quintiles in writing.
Parties agree that in case of changes in bank
details which do not involve achange of
payee or change of country location of bank
account, no further amendments are
required.

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

The parties acknowledge that the designated
Payees are authorized to receive all of the
payments for the services performed under
this Agreement.

The estimated value of financial payment
under this Agreement shall be approximately
CZK 350,000.

This Agreement will become effective on
the date on which it is last signed by the
parties and shall continue until completion
or until terminated in accordance with the
provision in Attachment A. The nature and
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stanovenymi V Pfiloze A. Povaha arozsah
Studie jsou uvedeny v Protokolu. Protokol
véetné vSech doplnéni azmén a zaznamy
Zkousejictho z Mista vykonu klinického
hodnoceni (ISF) jsou nedilnou soucasti této
Smlouvy aplati az po jejim podpisu.
V piipadé vzniku rozporu mezi
ustanovenimi  Protokolu aznénim této
Smlouvy budou podminky a ustanoveni
Protokolu  rozhodujici  pro  lékaiské
a védecké zalezitosti, a podminky
a ustanoveni  této Smlouvy  budou
rozhodujici pro ostatni zalezitosti.

Pfed zahajenim Studie a Vv jejim pribéhu
muize byt ZkouSejici ajeho tym pozadani
0 poskytnuti osobnich udaji. Tyto udaje
jsou predmétem Upravy pravnich ptedpisi
na ochranu osobnich udajd. V ptipadé
Zkou$ejiciho mohou tyto osobni udaje
obsahovat jména, kontaktni informace,
pracovni zkuSenosti a profesni kvalifikaci,
publika¢ni Cinnost, Zivotopisy a vzdélavaci
¢innost pro nasledujici tcely: (i) provadéni
klinickych hodnoceni, (ii) piezkoumani
statnimi kontrolnimi orgéany, zadavatelem,
Quintiles, jejich zastupci a pobockami,
dcefinymi ¢i sesterskymi spole¢nostmi, (iii)
jednani v souladu s pravnimi a regula¢nimi
povinnostmi, @iv) uvefejnéni na
www.clinicaltrials.gov a webovych
strankach a v databazich podobného ucelu;
a(v) wulozeni do databazi z davodi
usnadnéni vybéru zkousejicich pro budouci
klinickd hodnoceni. Jména clenl tymu
Mista vykonu klinického hodnoceni mohou
byt  zpracovana v databazi  kontaktd
Quintiles, ato vyhradné pro ucely Studie.
Zadavatel bude spravcem  takovych
osobnich 1udaji, vyjma pfipadd, kdy
Quintiles bude nakladat s jakymikoliv
osobnimi udaji dle této Smlouvy jako
spravce, v takovém piipadé bude v rozsahu
takového nakladani spravcem Quintiles.
Quintiles a Zadavatel mohou zpracovavat
,»osobni udaje” Zkousejicitho a ¢lenti tymu
Mista vykonu klinického hodnoceni, tak jak
jsou definovany ve Smérnici ochrany tdaji
95/46/ES avzakoné ¢.101/2000  Sh.
0 ochrané¢ osobnich udajl, v platném znéni
(spolecné ,,legislativa na ochranu osobnich
udaji) pro ucely Studie a veskeré takové
zpracovani  bude probihat v souladu
S legislativou na ochranu osobnich udajt.

scope of the Study are described in the
Protocol. The Protocol, including any
amendments/modifications, and the
investigator site file (ISF) constitute an
integral part of this Agreement and shall be
valid only upon signature of this Agreement.
In the event of aconflict between the
Protocol and this Agreement, the Protocol
will prevail with respect to medical and
scientific issues and to Study conduct and
the terms of the Agreement will govern with
respect to all other issues.

Both prior to and during the course of the
Study, the Investigator and his/her team may
be called upon to provide personal data. This
data falls within the scope of the law and
regulations relating to the protection of
personal data. For the Investigator, this
personal data may include names, contact
information,  work  experience  and
professional qualifications, publications,
resumes, and educational background for the
following purposes: (i) the conduct of
clinical  trials, (ii) verification by
governmental or regulatory agencies, the
Sponsor,  Quintiles, their agents and
affiliates, (iii) compliance with legal and
regulatory requirements, (iv) publication on
www.clinicaltrials.gov and websites and
databases that serve a comparable purpose;
and (v) storage in databases to facilitate the
selection of investigators for future clinical
trials. Names of members of Site staff may
be processed in Quintiles’ study contacts
database for study-related purposes only.
The Sponsor shall be the data controller for
such personal data except that, if Quintiles
deals with any personal data under this
Agreement in the manner of adata
controller, Quintiles shall be the data
controller of such personal data to the extent
of such dealings. Quintiles and Sponsor may
process "personal data", as defined in the
Data Protection Directive 95/46/EC and in
the Act No. 101/2000 Coll., on the
Protection of Personal Data and on
Amendment to Some Acts, as amended
(collectively "Data Protection Legislation™),
of the Investigator and Site staff for study-
related purposes and all such processing will
be carried out in accordance with the Data
Protection Legislation.
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Zdravotnické zafizeni souhlasi, Ze usudek 5.

Zdravotnického zafizeni a ZkousSejiciho,
pokud jde o poradenstvi apééi 0 kazdy
subjekt  hodnoceni, nebude ovlivnén
uhradou, kterou obdrzi na =zaklad¢ této
Smlouvy, adale osvédCuji, ze tato
kompenzace nepiesahuje redlnou trzni
hodnotu sluzeb, které poskytuji a ze zadné
platby nejsou poskytovany za Gcelem primét
je k nakupu nebo piedepisovani jakychkoliv
1ékti, zatizeni nebo produkti. Pokud
Zadavatel nebo Quintiles poskytuje jakékoli
produkty nebo predméty pro pouziti ve
Studii  zdarma, Zdravotnické zafizeni
souhlasi, 7e  Zdravotnické  zafizeni
a ZkouSejici nebudou Zzadat uhradu po
zadném subjektu hodnoceni, pojistovné
nebo statnim ufadé nebo jakékoli jiné tieti
stran¢ za tyto zdarma poskytnuté produkty
nebo predméty. Zdravotnické zafizeni
souhlasi, 7e  Zdravotnické  zafizeni
a ZkouSejici nebudou Zzadat uhradu po
zadném subjektu hodnoceni, pojistovné
nebo statnim ufadé za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v prabéhu
Studie, za které obdrzeli nahradu od
Quintiles nebo Zadavatele, nebo které
nejsou soucasti bézné péce, kterou by za
normalnich okolnosti poskytli subjektu
hodnoceni.

Zdravotnické zafizeni a ZkouSejici timto 6.

prohlasuji a zarucuji, Ze ani Zdravotnické
zafizeni ¢i ZkouSejici, ani jakakoli fyzicka
osoba ¢i pravni subjekt jednajici jejich
jménem, ani jakykoli pfijemce platby dle
podminek této Smlouvy, pfimo ¢i neptimo,
nenabidne ¢i nezaplati, ¢i nesjednd thradu
¢i nabidku takového plnéni, jakoukoli
thradu ¢i poskytnuti jakékoli majetkoveé
hodnoty jakémukoli zastupci vefejné moci
(ve smyslu definice nize uvedené) C¢i
vefejnému  subjektu, S védomim  ¢i
umyslem, ze takova thrada, platba, slib ¢i
dar je CasteCné Ci zcela ucinén za ucelem
ovlivnéni jakéhokoli ufedniho postupu ¢i
rozhodnuti, které napomiize Quintiles,
Zadavateli ¢i Mistu vykonu klinického
hodnoceni ve vztahu k ziskani neopravnéné
vyhody ¢i ziskdni ¢i udrzeni obchodni
prilezitosti ¢i K zajisténi poskytnuti takové
obchodni prilezitosti jakékoli osobé ¢i
subjektu.

Institution agrees that Institution and
Investigator’s judgment with respect to the
advice and care of each subject will not be
affected by the compensation they receive
from this  Agreement, that such
compensation does not exceed the fair
market value of the services they are
providing, and that no payments are being
provided to them for the purpose of inducing
them to purchase or prescribe any drugs,
devices or products. If the Sponsor or
Quintiles provide any free products or items
for use in the Study, Institution agrees that
Institution and Investigator will not bill any
subject, insurer or governmental agency, or
any other third party, for such free products
or items. Institution agrees that Institution
and Investigator will not bill any subject,
insurer, or governmental agency for any
visits, services or expenses incurred during
the Study for which they have received
compensation from Quintiles or Sponsor, or
which are not part of the ordinary care they
would normally provide for the subject.

Institution and Investigator represent and
warrant that neither they nor any individual
or entity acting on their behalf, nor any
payee under this Agreement, will, directly or
indirectly, offer or pay, or authorize an offer
or payment of, any money or anything of
value to any Public Official (defined below)
or public entity, with the knowledge or
intent that the payment, promise or gift, in
whole or in part, will be made in order to
influence an official act or decision that will
assist Quintiles, Sponsor or the Site in
securing an improper advantage or in
obtaining or retaining business or in
directing business to any person or entity.
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Zdravotnické zafizeni a ZkouSejici timto
prohlasuji a zarucuji, Ze ani Zdravotnické
zafizeni ¢i Zkousejici, ani jakykoli pfijemce
platby dle této Smlouvy ¢i jakakoli osoba ¢i
subjekt jednajici jejich jménem neni
zastupcem vefejné moci, ktery by piijal
neopravnénou platbu za ucelem ovlivnéni
ufedniho jednani nebo rozhodnuti, jez by
spole¢nosti Quintiles, Zadavateli ¢i Mistu
vykonu klinického hodnoceni mohlo zajistit
neopravnénou vyhodu, nebo ziskat ¢i udrzet
obchodni prilezitost, piip. zajistit takovou
obchodni pfilezitost pro jinou osobu nebo
subjekt. Misto vykonu klinického hodnoceni
se zavazuje pisemné¢ oznamit po dobu
platnosti této Smlouvy Quintiles skute¢nost,
ze Prijemce platby ¢i jakakoli osoba ¢i
subjekt jednajici jménem Mista vykonu
klinického hodnoceni se stal/a zastupcem
vefejné moci, ktery takto disponuje
moznosti ovlivnit jakékoli titedni jednani.

Vedle ostatnich prav a moznosti napravy
upravenych touto Smlouvou nebo zakonem
jsou Quintiles nebo Zadavatel opravnéni
ukongit platnost této Smlouvy Vv pfipadé, ze
Misto vykomu klinického hodnoceni porusi
kterékoli ze svych prohlaSeni nebo zaruk
upravenych Vv tomto ¢lanku nebo V piipade,
ze Quintiles nebo Zadavatel zjisti, ze ze
strany Mista vykonu klinického hodnoceni
¢i jakékoli fyzické osoby ¢i pravnické osoby
jednajici Vv jeho zastoupeni, jsou ¢i byla
poskytovana neopravnéna plnéni zastupctim
vefejné moci.

Pro ucely této Smlouvy, pojem ,,zastupce
vefejné moci“ znamena jakéhokoliv
ufednika ¢i zaméstnance statniho ufadu,
mezinarodni organizace vetfejného typu Ci
jakékoli sekce, odd€leni, organu ¢i pobocky
téchto instituci, nebo jakoukoli osobu
jednajici v kompetenci ufedni moci, a to ve
prospéch jakékoli vefejné organizace Ci
vetejného uskupeni; adale jakoukoli
politickou stranu ¢&i zastupce politické
strany, Ci jakéhokoli kandidata ¢i uchazece
0 vykon funkce vetfejné moci.

V nekterych zemich se od vyrobel léciv
a zdravotnickych zatizeni vyzaduje podavat
informace o cennostech, o vyplat¢ odmén
a 0 nahrad¢ vydaju poskytovateliim
zdravotni péce vsouladu s platnymi

Institution and Investigator represent and
warrant that neither they, nor any payee
under this Agreement, nor any person or
entity acting on their behalf is a Public
Official who will accept any improper
payment for the purposes of influencing an
official act or decision that will assist
Quintiles, Sponsor or the Site in securing an
improper advantage or in obtaining or
retaining business or in directing business to
any person or entity. Site will notify
Quintiles in writing if a Payee or any person
or entity acting on Site’s behalf becomes
a Public Official with the ability to influence
an official act during the term of this
Agreement.

In addition to other rights or remedies under
this Agreement or at law, Quintiles or
Sponsor may terminate this Agreement if
Site breaches any of the representations or
warranties contained in this Section or if
Quintiles or Sponsor learns that improper
payments are being or have been made to
Public Officials by Site or any individual or
entity acting on its behalf.

For the purposes of this Agreement, “Public
Official” means any officer or employee of
a government, a public international
organization or any department or agency
thereof, or any person acting in an official
capacity, including, for a public agency or
enterprise; and any political party or party
official, or any candidate for public office.

In some countries, drug and device
manufacturers will be required to report data
on items of value, fees and expense
reimbursement payments made to health
care providers pursuant to applicable laws,
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pravnimi piedpisy a smérnicemi s tim, Ze
takové informace jsou nasledné
zvefejiovany. Zdravotnické zafizeni je
srozuméno stim, Ze Zadavatel bude za
ucelem  dodrzeni  této  oznamovaci
povinnosti i ptislusnych pravnich ptedpist
takovych stati povinen hlasit veskeré platby
nebo jiny pievod hodnot ze strany
spole¢nosti  Quintiles  Pfijjemci  platby
uvedenému V této Smlouveé. Zdravotnické
zafizeni souhlasi stim, Ze poskytne
Zadavateli za timto uCelem soupis plateb
a odpovidajici udaje (zejména takové
identifikovatelné udaje, jako je nazev
Zdravotnického zatizeni/jméno
ZkouSejiciho, adresu a zptsob platby).

regulations and guidances with such
information subsequently to be made public.
Institution understands that to comply with
this reporting obligation, as well as relevant
state laws, Sponsor will need to report any
payments or other transfers of value made
by Quintiles hereunder to the payee
identified herein. Institution consents to
having such summary of payments and
corresponding  information  (including,
without  limitation, such  personally
identifiable information as Institution/
Investigator name, address, and form of
payment) provided to Sponsor for this
purpose.
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Podepsano Quintiles Czech Republic s.r.o. na
zakladé plné moci v zastoupeni Boehringer
Ingelheim International GmbH/

Signed by Quintiles Czech Republic s.r.o., under
a Power of Attorney, for and on behalf of
Boehringer Ingelheim International GmbH

Jméno/By:
Funkce/Title:
Datum/Date:

Na zakladé plné moci Quintiles Czech Republic,
s.r.o. /Under aPower of Attorney Quintiles
Czech Repubilic, s.r.o.

Na diikaz souhlasu pfipojuje svij podpis
opravnény zastupce Quintiles Czech Republic
s.r.o./

ACKNOWLEDGED AND AGREED BY
Quintiles Czech Republic s.r.o.

Jméno/By:
Funkce/Title:
Datum/Date:

Na zakladé pIné moci Quintiles Czech
Republic, s.r.o. /Under a Power of Attorney
Quintiles Czech Republic, s.r.o.

Na dikaz souhlasu ptipojuje sviij podpis
opravnény zastupce Oblastni nemocnice
Pfibram, a.s./

ACKNOWLEDGED AND AGREED BY
Oblastni nemocnice Pribram, a.s.:

Jméno/By: MUDr. Stanislav Holobrada

Funkce (pfedmétna osoba musi byt opravnéna
jednat jménem Zdravotnického zafizeni)/Title
(must be authorized to sign on Institution's
behalf): Reditel/Director

Datum/Date:

Na dikaz souhlasu ptipojuje svlij podpis
Zkousejici

ACKNOWLEDGED AND AGREED BY THE
Investigator:

Jméno/By:

Datum/Date:
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Piilohy: Attachments:

Ptiloha A — Podminky a nalezitosti Attachment A — Terms and conditions

Pfiloha B — Platebni rozvrh Attachment B — Budget and payment schedule
Priloha C - Verze smlouvy o klinickém Attachment C — Version of the Clinical Trial
hodnoceni ur¢ena ke zvefejnéni Agreement intended for publication

Pfiloha D — PInda moc/zmociujici prohlaseni Attachment D — Power of attorney/delegation
vystavené pro Quintiles letter of Quintiles
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PRILOHA A
PODMINKY A NALEZITOSTI

Vsechna slova s prvnim velkym pismenem pouzita
vV této priloze budou mit vyznam jim pfifazeny ve
Smlouve.

1) Vykon Studie.

Smluvni strany zde pfipojené Smlouvy souhlasi S tim,
ze Studie bude provedena Vpfisném souladu
s Protokolem, s akceptovanou lékafskou praxi,
Helsinskou deklaraci a s platnymi pravnimi predpisy
na Urovni federdlni, narodni a mistni, jakoz
i zavaznymi nafizenimi a smérnicemi, spravnou
klinickou praxi (dale jen “GCP”), zejména Vv souladu
se zakonem ¢. 378/2007 Sh., o 1éCivech, v platném
znéni (dale jen “Zakon o0 lécivech”) a vyhlaskou
¢. 226/2008 Sb. o spravné klinické praxi a blizSich
podminkach  klinického  hodnoceni  1éCivych
ptipravkd, v platném znéni a se zakonem ¢&. 372/2011
Sb. o0 zdravotnich sluzbach a podminkach jejich
poskytovani  (dale jen ,Zakon 0 zdravotnich
sluzbach®), v platném znéni.

K fadnému a bezpe¢nému provedeni Studie zajisti
Misto vykonu klinického hodnoceni dostate¢ny pocet
kvalifikovaného personalu a vhodné zatizeni.

Zkousejici je nezavislym dodavatelem a zarucuje, Ze
bude fadn€ plnit vSechny své zavazky dle této
Smiouvy.

Misto vykonu klinického hodnoceni souhlasi, ze
vyzada-li si to Etickd komise (EK) ¢i (kompetentni)
kontrolni urad, bude EK ¢i1 kontrolnim ufadim tato
Smlouva  oklinickém  hodnoceni  piedloZena.
Zkousejici je povinen zkontrolovat veskeré formulate
pro zdznam udaji o0 subjektech hodnoceni (dale jen
“CRF”) a je povinen zajistit jejich presnost a uplnost,
dale je povinen seznamit se S a nalezité¢ porozumet
informacim a udajim uvedenym V instrukci nazvané
“Investigator’s Brochure” ¢i v pokynech ve vztahu ke
zdravotnickym prostiedkiim, je povinen zajistit, ze
budou naplnény veSkeré pozadavky pisemnych
informovanych souhlasti, a ze formulaf pisemného
informovaného souhlasu byl schvalen Zadavatelem.
Misto vykonu klinického hodnoceni zahaji a bude
pokracovat ve Studii a umozni Zkousejicimu zahajit
Studii a pokracovat v ni az tehdy a pouze po dobu,
kdy
a) budou ucinéna veskera podani nebo hlaseni
ptislusnym regulacnim organim a/nebo
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ATTACHMENT A
TERMS AND CONDITIONS

All capitalized terms used herein shall have the
meaning ascribed to them in the Agreement.

1) Conduct of the Study.

The parties to the Agreement agree that the Study
will be performed in strict accordance with the
Protocol, accepted medical practice, the Declaration
of Helsinki and applicable federal, state, and local
laws, regulations and guidelines, and good clinical
practices (“GCPs”), in particular Act No 378/2007
Coll., on pharmaceuticals and on amendments to
some related acts (“Act on Pharmaceuticals”) and
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 Coll., on
Medical Services and terms and conditions of
performance of such services (,,Act on Medical
Services*), as amended.

The Site will provide an adequate number of
qualified staff and adequate facilities to conduct the
Study properly and safely.

Investigator is an independent contractor and
guarantees the proper performance of all his/her
obligations hereunder.

The Site agrees, that this Clinical Trial Agreement
may be forwarded to Ethics Committee (EC) and /or
regulatory (competent) authorities, where requested
The Investigator shall review all CRFs to ensure their
accuracy and completeness, shall review and
understand the information in the investigator’s
brochure or device labeling instructions as
applicable, shall ensure that all informed consent
requirements are met and that the informed consent
form has been approved by Sponsor. Site shall only
commence and continue and not permit the
Investigator to commence and continue with the
Study unless and/or as long as

a) all necessary submissions or notifications to the
applicable regulatory authorities have been

11



b) budou  kdispozici  vSechny  dokumenty
a informace a/nebo
Cc) budou ziskana veskerda povinna vyjadieni

a souhlasy (¢i jina kladna stanoviska) ze strany
prislusnych regula¢nich ufadd, Etické komise
pro multicentrickd  hodnoceni  a Mistnich
etickych komisi (dale jen “EC”).

Misto vykonu klinického hodnoceni zajisti vedeni
pfesnych, uplnych a ¢itelnych Zaznama o Studii.
Vyraz ,,Zaznamy 0 Studii“ znamena pro ucely této
Smlouvy v§echny zaznamy, které musi byt vedeny na
zaklad€¢ Protokolu, pfislusnych pravnich piredpist
a predpist veSkerych regula¢nich organti S pravomoci
ve vztahu ke Studii. Misto vykonu klinického
hodnoceni se zavazuje, ze bez zbytetného odkladu
a Vv plném rozsahu ptedlozi Quintiles ¢i Zadavateli ¢i
jejich zastupcim veskeré udaje, zaznamy a informace
vztahujici se ke Studii, ato béhem bézné pracovni
doby adale jim poskytne soudinnost za ucelem
neprodleného vyieSeni jakychkoli dotazii a dale
k provadéni auditu ¢i kontrol zaznami subjekth
hodnoceni, ¢i souvisejicich zprav ¢i datovych zdroju.
Budou-li Zaznamy o0 Studii netplné nebo zastaralé,
mohou Quintiles a/nebo Zadavatel najmout Skolené
zdravotnické odborniky, aby pomohli pifi naleZitém
dopracovani téchto dokumentti. Naklady na tuto
odbornou pomoc (které budou pfiméfené danym
okolnostem) budou uctovany Mistu vykonu
klinického hodnoceni amohou byt odecteny
Z odmény splatné Mistu vykonu klinického hodnoceni
dle této Smlouvy. Misto vykonu klinického
hodnoceni je povinno uchovdvat veSkerou
dokumentaci o Studii, napf. Protokol, CRF, ISF,
formulafe informovanych souhlasti, zdrojovd data
a dokumenty uréené K identifikaci subjekti hodnoceni
v souladu s pozadavky piislusnych pravnich ptedpisu,
nejméné vSak po dobu patnacti (15) let od dokonceni
nebo predcasného ukonceni Studie. Takova
dokumentace nesmi byt zni¢ena bez ptedchoziho
pisemného souhlasu Zadavatele nebo jim urcené
osoby. Dojde-li kndhodnému zniGeni nebo ztraté
Zaznamu 0 Studii, bude otom Misto vykonu
klinického hodnoceni okamzité¢ pisemné informovat
Quintiles a/nebo Zadavatele.

Misto vykonu klinického hodnoceni m4 na starosti

pfipravu  avedeni pfesné auplné  databaze
(,Databaze™) pacienti zatazenych do Studie,
v souladu s Protokolem azadkonnymi pozadavky,

které se na Misto vykonu klinick¢ého hodnoceni
vztahuji. Pod podminkou dodrzeni zavazki
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made and/or

b) all necessary documentation and information is
available and/or
c) all required reviews and approvals (or

favorable opinions) by applicable regulatory
authorities, Ethics Committee for Multicentrics
Trials and Local Ethics Committees (“ECs”)
are obtained.

The Site ensures to maintain accurate, complete, and
legible Study Records. For the purposes of this
Agreement, “Study Records” means all records
required to be maintained under the Protocol,
applicable laws and rules and regulations of any
regulatory authority with jurisdiction over the Study.
The Site shall promptly and fully produce all data,
records and information relating to the Study to
Quintiles and the Sponsor and their representatives
during normal business hours, and shall assist them
in promptly resolving any questions and in
performing audits or reviews of original subject
records, reports, or data sources. In the event that
Study Records are either incomplete or out-of-date,
Quintiles and/or Sponsor 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 Site and may be
offset against compensation owed to Site hereunder.
Site is obliged to retain the entire Study
documentation, e.g. Protocol, CRFs, ISF, informed
consent form, source data, documents facilitating
identification of the Study subjects, in accordance
with the applicable legal requirements, and in any
event, at least for a period of fifteen (15) years after
the end or the premature termination of the Study.
Such documentation must not be deleted without
having obtained prior written approval of Sponsor or
its designated party. Site will notify Quintiles and/or
Sponsor immediately in writing of any accidental
loss or destruction of Study records.

The Site shall be responsible to prepare and maintain
an accurate and complete database (“Database”)
regarding the patients enrolled in the Study
according to the Protocol and mandatory law
applicable to the Site. The Site may use the Database
for its own purposes, subject to the confidentiality
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mlcenlivosti dle této Smlouvy je Misto vykonu
klinického hodnoceni opravnéno pouzivat Databazi
k vlastnim ucelim.

Misto vykonu klinického hodnoceni nepieda ani jinak
nezptistupni spole¢nosti Quintiles ani Zadavateli
osobni udaje pacientl, pokud tyto nebyly piedtim
anonymizovany, nebo pokud tak nevyzaduji platné
zakony ¢i kompetentni Ufady. Zadavatel, pfip.
spole¢nost Quintiles, jsou opravnéni povérit nékteré
své zaméstnance ¢i externi spolupracovniky (partnery
klinického vyzkumu — CRA), aby kontrolovali, zda
Databaze obsahuje pfesné a uplné udaje v souladu
S platnymi zakony. Tito partneti (CRA) vSak nesmi
osobni udaje pacientli sdé€lit ani spole¢nosti Quintiles,
ani Zadavateli.

Misto vykonu klinického hodnoceni souhlasi, ze bude
spolupracovat se zastupci Quintiles a Zadavatele pti
jejich navstévé Mista vykonu klinického hodnoceni
a ze zajisti, ze jeho zaméstnanci ¢i zastupci nebudou
klast prekazky témto zastupcim Vv souvislosti
S plnénim jejich shora uvedené kontrolni ¢innosti, ¢i
jakkoli jinak pro né vytvaret nehostinné ¢i nepratelské
prostfedi pro vykon predmétné kontrolni ¢innosti.

Misto vykonu klinického hodnoceni pouZije
hodnocené 1é¢ivo a jakékoli komparaéni produkty, jez
budou Mistu vykonu klinického hodnoceni zdarma
poskytnuty Vv souvislosti se Studii, vyhradné¢ za
ucelem  fddného  splnéni  Studie v souladu
s Protokolem a s veskerymi pfisluSnymi pravnimi
predpisy abude vzdy uchovavat veSkeré mnozstvi
hodnoceného 1éCiva a jakychkoli komparacnich
produktd na uzavieném a zabezpeceném misté. Misto
vykonu klinického hodnoceni timto prohlasuje
a zarucuje, ze vyuctuje vSechny klinické zasoby
(v€etné  hodnoceného  1éc¢iva  a komparacnich
produkttl) poskytnuté Quintiles/Zadavatelem a povede
pisemné inventdrni zdznamy 0 vSech klinickych
zasobach azafizeni dodaném Quintiles nebo
Zadavatelem, bude mit zavedeny nalezité kontrolni
mechanismy Kk zajisténi fadného nakladani s veSkerym
hodnocenym 1éCivem a jinymi klinickymi zasobami
a v ptipadé potieby da k dispozici deSifrovaci udaje.

Po dokonceni ¢i predCasném ukonceni Studie se
Zdravotnické zafizeni zavazuje vratit vSechno
nespotiebované hodnocené 1é¢ivo, komparacni
produkty, zafizeni ¢i vybaveni a materidly, jakoz
i veSkeré Duvérné udaje (ve smyslu nize uvedeném)
Quintiles ¢i Zadavateli nebo je zlikvidovat v souladu
s pokyny Zadavatele nebo Quintiles.
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obligations under this Agreement.

The Site shall not transfer or make in any other way
accessible to Quintiles or the Sponsor any personal
data of patients, unless such data has been
pseudonomised or if such disclosure is required
under applicable law or requested by the competent
authorities. The Sponsor and/or Quintiles may assign
certain of its employees or external vendors (clinical
research associates/CRAS) to review and control
accuracy and completeness of the Database in order
to comply with mandatory law; however such CRAs
are restricted from disclosing any personal data of
the patients to Quintiles or the Sponsor.

The Site agrees to cooperate with the representatives
of Quintiles and Sponsor who visit the Site, and the
Site agrees to ensure that the employees, agents and
representatives of the Site do not harass, or otherwise
create a hostile working environment for, such
representatives.

The Site shall use the Investigational Product, and
any comparator products provided to Site free of
charge in connection with the Study, solely for the
purpose of properly completing the Study in
accordance with the Protocol and any applicable
laws, rules and regulations and shall maintain all
Investigational Product and any comparator products
in a locked, secured area at all times. Site represents
and warrants to account for all clinical supplies
(including the Investigational Product and
comparator products) provided by Quintiles/Sponsor
and keep a written inventory of any clinical supplies
and equipment supplied by Quintiles or Sponsor,
maintain appropriate controls to ensure proper
handling of any Investigational Product and other
clinical supplies, and, if applicable, make emergency
code-break information available.

Upon completion or termination of the Study, the
Institution shall return, retain or dispose all unused
Investigational ~ Product, comparator products,
equipment, and materials and all Confidential
Information (as defined below) to Sponsor/Quintiles
or destroy the same according to Sponsor/Quintiles
instructions.
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Misto vykonu klinického hodnoceni se zavazuje
zajistit, aby Zkousejici:

a) dodrzoval  veSkeré  pozadavky  narodnich
a mistnich etickych komisi nebo
spoluzkousejicich ohledn¢ hlaseni nezadoucich
ptihod;

shromazd’oval, zaznamenaval a hlasil informace
0 vSech zavaznych i méné zavaznych nezadoucich
piihodach definovanych v Protokolu (dale jen
»Nezadouci  prihody) vsouladu s pokyny
dokumentace zkouSejictho v Mist¢  vykonu
klinického hodnoceni, s pfislusSnymi pravnimi
predpisy a s jakymikoli podminkami souhlasu
stanovenymi Etickou komisi pro multicentricka
hodnoceni a Etickou komisi Zdravotnického
zatizeni nebo kterymkoli (spolu)zkousejicim,
které nastanou u kazdého subjektu Studie od
okamziku, kdy podepise informovany souhlas, az
do dokonc¢eni Studie, véetné jakékoli doby po
skonceni 1é¢by stanovené v Protokolu;

hlasil veskeré zde uvedené Zavazné nezadouci
piihody (,,SAE®) Zadavateli do dvaceti ¢tyt (24)
hodin nebo pfisti pracovni den podle toho, co
nastane dfive, aby tak umoznil Zadavateli podat
hlaseni zdravotnickym organim;

shromazd’oval a ptedaval Zadavateli informace
0 jakékoli SAE, ktera nastane u subjektu Studie
kdykoli po dokonceni Studie, pokud bude mit
podezieni na pfi¢innou souvislost s hodnocenym
1éCivem;

se pokusil shromazdit a hlasil Zadavateli stejnym
zpusobem nasledné informace 0 SAE vyzadované
Quintiles a/nebo Zadavatelem.

b)

d)

Na zakladé a v souladu s ICH GCP 4.8 (informovany
souhlas subjektu Studie) bude Zadavatel neprodlené
informovat Misto vykonu klinického hodnoceni,
mistni etické komise a Quintiles, 0 jakémkoli
poznatku ¢i zjiSténi, jez budou zplsobilé ovlivnit
bezpecnost subjektd Studie nebo ovlivnit jejich
ochotu pokraCovat Vvucasti ve Studii, ovlivnit
provadéni Studie, ¢i budou zplsobilé ovlivnit zménu
poskytnutého souhlasu mistni etické komise ohledné
pokracovani Studie.

2) Divérné adaje.

2.1 Misto vykonu klinického hodnoceni je povinno
zachovavat mlcenlivost 0 veSkerych informacich
a udajich (zejména o dokumentech, popisech, datech,
CRF, fotografiich, video-materialech, a pokynech)
a materialech  (zejména 0 hodnoceném  léCivu
a komparacnich produktech), poskytnutych Mistu
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Site undertakes to cause the Investigator to:

a) comply with all national and local requirements
to notify the pertinent ethics committee or any
(sub) investigators of adverse events;

b) collect, document and report information on all

adverse events, serious and non-serious, as

defined in the Protocol (“Adverse Events”), in
accordance with the instructions provided in
the investigator site file, applicable laws and
any condition of approval imposed by Ethics

Committee for Multicentrics Trials and the

Ethics Committee of the Institution , or any

(sub) investigators, that occur for each Study

subject from the point the Study subject signs

informed consent until completion of the Study,
including any post treatment period specified in
the Protocol;

report any Serious Adverse Event (“SAE”) as
herein described to Sponsor within twenty-four
(24) hours or the next business day, whichever
is shorter to allow the Sponsor to perform the
reporting towards the Health Authorities;
collect and report information on any SAE that
occurs at any time after Study completion by
the Study subject to Sponsor if the Investigator
suspects acausal relationship to the
Investigational Product;

attempt to collect and report to Sponsor follow
up information on SAEs as requested by
Quintiles and/or Sponsor in the same manner.

d)

In accordance with ICH GCP 4.8 (Informed Consent
of Trial Subjects), Sponsor will promptly report to
the Site, the Local Ethics Committees, and Quintiles,
any finding that could affect the safety of participants
or their willingness to continue participation in the
Study, influence the conduct of the Study, or alter the
Local Ethics Committees approval to continue the
Study.

2) Confidential Information.

2.1 Site shall keep all data, know-how, substances
and all other information (including, but not limited
to, documents, descriptions, data, CREFs,
photographs, videos and instructions), and materials
(including, but not limited to, the Investigational
Product and comparator products), provided to the
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vykonu klinického hodnoceni ze strany Quintiles,
Zadavatele ¢i jejich zastupct (bez ohledu na to, zda
Vv podob¢ Ttstni, pisemné ¢i elektronické), jakoz
i 0 veSkerych  ostatnich  udajich,  materialech,
zpravach, a informacich, které se vztahuji se ke Studii
a kjejimu provadéni ¢i vyvoji (dale jen “divérné
udaje”) anesmi je zpfistupnit tfeti osobé bez
predchoziho pisemného souhlasu Zadavatele a/nebo
Quintiles, ani je pouzivat za jinym ucelem nez
k provadéni Studie.

Misto vykonu klinického hodnoceni je povinno
zajiStovat a zachovavat ptisnou divérnost divérnych
udaji aje opravnéno je zpfistupnit vyhradné tém
svym zaméstnanciim, ktefi jsou zapojeni do provadéni
Studie, avSak VvreZimu omezeného pfistupu
a v nezbytném rozsahu, pfiCemz tito zaméstnanci
musi byt vzdy vazani v podstaté podobnou povinnosti
mlcenlivosti jako Misto vykonu klinického hodnoceni
dle této Smlouvy. Tyto povinnosti mléenlivosti
a zdkaz uzivani zustanou V platnosti po dobu deseti
(10) let po dokonéeni Studie, nebudou se vSak
vztahovat na duvérné tdaje, které:

a) ma Misto vykonu klinického hodnoceni
k dispozici jesté difive, neZ jsou mu sdéleny
Zadavatelem a/nebo Quintiles, coz mize dolozit
pisemnym zdznamy,

b) jsou nebo budou vefejné¢ znamé bez zavinéni
Mista vykonu klinického hodnocenti;

¢) jsou sdéleny Mistu vykonu klinického hodnoceni
tfeti osobou, kterda neni vazana povinnosti
mlcenlivosti;

d) musi byt sdéleny etické komisi ¢i ptisluSnym
regula¢nim organtim;

e) musi byt zahrnuty V kterémkoli pisemném
informovaném souhlasu subjektu hodnocenti;

f) jsou publikovany v souladu s Clankem 3 této
Smlouvy nebo,

g) musi byt zpfistupnény na zakladé¢ povinnosti
stanovené piisluSnym pravnim predpisem S tim,
ze Misto vykonu klinického hodnoceni musi
predat neprodlené pisemné oznameni Zadavateli
a/nebo Quintiles tak, aby mohly pozadat
0 vydani piedbézného opatieni k omezeni nebo
zabranéni takovému zptistupnéni, Misto vykonu
klinického vyzkumu dale zptistupni pouze ty
divérné udaje, které musi byt zpfistupnény
podle pokynti jeho pravniho poradce.

Vsechny divérné udaje ulozené u Mista vykonu
klinického hodnoceni budou vraceny Quintiles nebo
Zadavateli neprodlen¢ po ukonceni nebo dokonceni
Studie nebo po ukonceni ucasti Mista vykonu
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Site by Quintiles, Sponsor, or their agents, (whether
verbal, written or electronic), and all data, materials,
reports and information, relating to the Study or its
progress (hereinafter, the “Confidential
Information”) confidential and shall not disclose the
Confidential Information to any third party without
the prior written approval of Sponsor and/or
Quintiles, or use the Confidential Information for any
other purpose than the conduct of the Study.

The Site shall keep the Confidential Information
strictly confidential and shall disclose it only to its
employees involved in conducting the Study on
a need-to-know basis provided always that such
employees are bound by asubstantially similar
secrecy obligation as the Site under this Agreement.
These confidentiality and non-use obligations shall
continue until ten (10) years after completion of the
Study, but shall not apply to information to the extent
that it:

a) is already in the possession of Site prior to its
disclosure Sponsor and/or Quintiles as
evidenced by written records

b) is or becomes publicly available through no fault
of the Site;

c) is disclosed to the Site by athird party not
subject to any obligation of confidence;

d) must be disclosed to ECs,
regulatory authorities;

e) must be included in any subject’s informed
consent form;

f) is published in accordance with Section 3 herein;
or,

g) is required to be disclosed by applicable law
provided that Site has given prompt and written
notice to Sponsor and/or Quintiles to enable
Sponsor and/or Quintiles to seek a protective
order to limit or prevent disclosure; and
provided, further, that Site will disclose only
such Confidential Information that is required
to be disclosed under instructions from Site’s
counsel.

or applicable

All Confidential Information in Site’s custody will
be returned promptly to Quintiles or Sponsor upon
termination or expiry of the Study or Site’s
participation therein, or if Quintiles or Sponsor, as
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klinického hodnoceni ve Studii nebo pokud o0 to
Quintiles nebo Zadavatel pozada, S vyjimkou
informaci, které musi byt podle mistnich pravnich
predpisi nebo GCP uchovavany Mistem vykonu
klinického hodnoceni.

V piipadé sdélovani divérnych udaji Zadavatele
elektronickou postou budou smluvni strany pouzivat
Sifrovaci technologii elektronické poSty. Zadavatel

poskytuje  bezplatné vhodnou technologii pro
komunikaci mezi vSemi smluvnimi stranami na
http://guides.boehringer-ingelheim.com/. Bez

omezeni platnosti vySe uvedenych ustanoveni plati, ze
pokud Zadavatel nepouzije tuto Sifrovaci technologii
pii svém sdélovani divérnych udaji elektronickou
postou, nebude to mit vliv na divérnou a majetkovou
povahu takovych udaji atyto udaje budou nadale
divérné abudou podléhat omezenim uvedenym
v celém tomto ¢lanku 2. Misto vykonu klinického
hodnoceni se zavazuje dodrzovat veskeré predpisy
O utajeni a ochran¢ udaji platné vzemi pavodu
takovych udajt.

3) Vlastnictvi aprava K duSevnimu vlastnictvi.
Informace majetkové povahy:

Vsechny dokumenty, udaje, know-how, ptipravky,
proteiny a fetézce DNA, jakoz ihodnocené 1é¢ivo,
kompara¢ni pfipravek a placebo (dle potieby)
poskytnuté Mistu vykonu klinického hodnoceni pro
ucely Studie jsou a zlstanou majetkem Zadavatele
a budou vraceny na pozddani Zadavateli, Quintiles
nebo osobam, které urci.

Prava na vysledky:

Vsechny udaje, informace, materidly vyvinuté nebo
vyprodukované Zdravotnickym zafizenim nebo
Zkousejicim V disledku Studie nebo vyplyvajici ze
Studie (dale jen ,,Vysledky Studie*) budou vyhradnim

majetkem Zadavatele. Zadavatel mize uZzivat
Vysledky Studie v souvislosti s jakymkoli svym
vyzkumem, vyvojem, marketingovymi  nebo

propagacnimi ¢innostmi a jakymkoli jinym zptisobem
povaZzovanym za vhodny pro obchodni zajmy
Zadavatele. Misto vykonu klinického hodnoceni
postupuje vSechna prava k ziskanym Vysledkiim
Studie Zadavateli. ZkouSejici bude oznamovat
Vysledky  Studie Quintiles nebo Zadavateli
neprodlené, samostatné€ a pisemné.

DusSevni vlastnictvi:

a) vyraz ,.DuSevni vlastnictvi“ pouzivany V této
Smlouvé znamena vSechna prava atitul
k dusevnimu vlastnictvi a podil na ném ana
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the case may be, so requests, except for that
information which is required to be kept by Site
according to local laws or GCPs.

If  Sponsor  Confidential Information is
communicated via Internet mail, the parties will use
Internet mail encryption technology. For direct
communication between all of the parties to this
Agreement, Sponsor provides a suitable technology
free of charge at http://guides.boehringer-
ingelheim.com/. Without limiting the foregoing, any
failure by Sponsor to use such Internet mail
encryption technology in its communication of any
Confidential Information will not affect the
confidential and proprietary nature of such
information. Rather, such information will continue
to be Confidential Information and subject to the
restrictions of this entire Section 2. The Site agrees to
comply with any applicable data privacy or data
protection legislation of the country in which the data
originated.

3) Ownership and Intellectual Property Rights
Proprietary Information:

All documents, data, know-how, formulas, protein
and DNA sequences, and the Investigational Product,
comparator, placebo (if applicable) provided to the
Site for purposes of the Study are and shall remain
the property of Sponsor and will be returned to
Sponsor, Quintiles, or their respective designees
upon request.

Rights to Results:

All data, information and materials developed or
generated by Institution or Investigator as a result, or
arising out, of the Study (“Study Results”) shall be
the sole and exclusive property of Sponsor. Sponsor
may use Study Results in connection with any of its
research, development, marketing or promotional
activities and in any other manner deemed
appropriate to Sponsor's business interests. The Site
assigns all rights of Study Results obtained in the
Study to Sponsor. Investigator shall notify Quintiles
or Sponsor of the Study Results promptly, separately
and in writing.

Intellectual Property:

a) As used herein, “Intellectual Property” shall
mean all rights, title and interest in and to the
intellectual property and materials that are the
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http://guides.boehringer-ingelheim.com/
http://guides.boehringer-ingelheim.com/
http://guides.boehringer-ingelheim.com/

materialech, které jsou pfedmétem Studie nebo
Protokolu, zejména vSechna majetkova prava
k hodnocenému  1é¢ivu  avSechny  tdaje,

subject of the Study or the Protocol, including,
without limitation, all property rights in the
Investigational Product and all data, technical

technické informace, vynalezy, objevy, vyvoj, information, inventions, discoveries,
technicka zhodnoceni, zlep$eni, software, know- developments, improvements, enhancements,
how, metody, techniky, vzorce, udaje, procesy software, know-how, methods, techniques,

a jiné napady majetkové povahy (bez zfetele na
to, zda jsou patentovatelné nebo zda je lze
prihlasit podle patentovych zakonl, zakont
0 autorském pravu nebo podobnych zakoni),
jakoz  imateridly souvisejici s jakymkoli
produktem (zejména s hodnocenym Ié¢ivem), se
Studii nebo s Protokolem nebo jinak odvozené,
zpracované, objevené, vyvinuté nebo uplatnéné
vpraxi jako pfimy nebo nepfimy vysledek
jakychkoli sluzeb ze strany Mista vykonu
klinického hodnoceni poskytovanych dle této
Smlouvy nebo v pribéhu provadéni Studie nebo
v souvislosti s ni bez zfetele na to, zda jsou
zpracovany nebo vyvinuty Mistem vykonu
klinického hodnoceni, Quintiles nebo
Zadavatelem nebo jejich prisluSnymi zastupci,
zaméstnanci nebo dodavateli, at’ jiz samotnymi
nebo spole¢né s jinymi osobami. Zdravotnické
zafizeni a ZkouSejici berou na védomi, Ze
vSechno DusSevni vlastnictvi je povazovano
v souladu s ¢lankem 2 za dtvérné tdaje.

formulae, data, processes and other proprietary
ideas (whether or not patentable or registrable
under patent, copyright or similar laws) and
materials related to any product (including,
without limitation, the Investigational Product),
the Study or the Protocol, or otherwise derived,
conceived, discovered, developed or reduced to
practice as a direct or indirect result of the Site’s
performance of any services under or pursuant to
this Agreement or during the course of or in
connection with the Study whether generated or
developed by the Site, Quintiles or Sponsor or
their respective agents, employees or contractors,
either solely or jointly with others. Institution
and Investigator acknowledge that all Intellectual
Property shall be considered Confidential
Information subject to Section 2.

b) VSechno DusSevni vlastnictvi je vyhradnim b) All Intellectual Property shall be the sole and
majetkem Zadavatele. Misto vykonu klinického exclusive property of Sponsor. The Site,
hodnoceni ani jeho zaméstnanci nebo zastupci including its employees or agents, shall not
nesmi ziskat na zakladé plnéni této Smlouvy acquire any Intellectual Property or any other
zadné DuSevni vlastnictvi nebo jind prava rights of any kind whatsoever with respect to the
jakéhokoli druhu ve vztahu k hodnocenému Investigational ~ Product as aresult of
1é¢ivu. Misto vykonu klinického hodnoceni se performance under this Agreement. The Site
timto zavazuje postoupit a postupuje Zadavateli hereby agrees to assign and herewith assigns to
vSechno DuSevni vlastnictvi ajina prava Sponsor all Intellectual Property and other rights
vyplyvajici ze Studie a z praci provadénych dle resulting from the Study and the work under this
této Smlouvy. Zadavatel bude mit vzdy Agreement. At all times, Sponsor shall have the
vyhradni pravo uzivat a postoupit vlastnické exclusive right to use, assign, license or transfer
pravo ke kterémukoli DuSevnimu vlastnictvi, ownership of any Intellectual Property without
udélit k nému licenci nebo je pievést, aniz by payment of any compensation to the Site for
musel platit Mistu vykonu klinického hodnoceni such Intellectual Property.
jakoukoli  nahradu za takové DuSevni
vlastnictvi.

c) Misto vykonu klinického hodnoceni se c) The Site agrees to promptly notify Sponsor of
zavazuje, 7e¢ bude neprodlené¢ informovat any such Intellectual Property invention,
Zadavatele ovyvoji  jakéhokoli takového discovery or improvement, and to make all
DuSevniho vlastnictvi VvV podobé vynalezu, statements legally necessary to vest title in such
objevu nebo technického zhodnoceni a vyda invention, discovery or improvement in Sponsor.
vSechna prohlaSeni pozadovand zékonem Sponsor shall have the sole and exclusive right to
kudéleni vlastnického prava k takovému obtain, file and prosecute in its own name and at
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vynalezu, objevu nebo technickému zhodnoceni
Zadavateli. Zadavatel ma vyhradni pravo
obdrzet, podavat a vlastnim jménem a na vlastni
naklady vymahat patentové prihlasky ohledné
jakychkoli informaci odvozenych od Dusevniho
vlastnictvi. Misto vykonu klinického hodnoceni
poskytne Zadavateli na jeho Zadost a naklady
soucinnost pii zajiStovani a vymahani prav
Zadavatele Kk DuSevnimu vlastnictvi, vcetné
poskytovani vSech relevantnich  nebo
souvisejicich informaci tykajicich se takového

Dusevniho vlastnictvi Zadavateli a u¢inéni
vSech  prisah  auzavieni  vSech listin
0 postoupeni @ jinych dokumentdi nutnych

k pfihlaSeni a k ziskani takovych prav a k tomu,
aby Dbyla Zadavateli, jeho nastupcim
a postupnikim  vyhradni  prava a titul
k takovému Dusevnimu vlastnictvi a podil na
ném, jakoz iveSkera autorska prava, patenty
nebo jina s tim souvisejici prava k duSevnimu
vlastnictvi.
d) Zdravotnické zafizeni a ZkouSejici podpisem této
Smlouvy zarucuji, Ze neuzavieli ani neuzaviou
zadnou smlouvu ani vztah, ktery by byl jakkoli
Vv rozporu nebo ktery by jakkoli ohrozoval prava
Zadavatele na jakékoli Vysledky Studie,
vynalezy, objevy nebo technologie vyplyvajici
z vykonu téchto prav dle této Smlouvy nebo
v souvislosti s nimi.
4) Publicita a publikovani.
Zadavatel bude mit neomezené pravo publikovat
Vysledky Studie aje opravnén predat tdaje
k publikaci tfetim osobam. Quintiles a Zadavatel
berou na védomi auznavaji zijem Mista vykonu
klinického hodnoceni na publikovani tudaja o Studii
v odbornych casopisech, na setkanich nebo za jinymi
nekomer¢nimi ucely.

Po dokonceni Studie, ale nikoli pfed prvni publikaci
konsolidovanych Vysledkd Studie, nebo kdyz budou
podle ptiméfeného usudku Zadavatele k dispozici
dostatecné udaje, bude Misto vykonu klinického
hodnoceni opravnéno zpracovat udaje k publikaci.
Misto vykonu hodnoceni se zavazuje, Ze nejméné
Sedesat (60) dnt pted ptedanim jakéhokoli rukopisu
¢i jakychkoli jinych materidll vztahujicich se ke
Studii do tisku, ke kontrole ¢i revizi, ¢i jejich
poskytnuti jakymkoli tfetim osobam neucastnicim se
na vykonu Studie poskytne Zadavateli kopie
veskerych takovych rukopisti ¢i jakychkoli jinych
materialti, a poskytne mu Sedesat (60) dnil na revize
a kontrolu apro piipravu pfipominek K témto
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its expense, applications for patents on any
information derived from Intellectual Property.
Upon request and at the expense of Sponsor, the
Site shall assist Sponsor in securing and
enforcing Sponsor’s rights in the Intellectual
Property, including disclosure to Sponsor of all
relevant or pertinent information and data with
respect to such Intellectual Property and the
execution of all oaths, assignments and other
instruments necessary in order to apply for and
obtain such rights and in order to assign and
convey to Sponsor, its successors and assigns the
sole and exclusive rights, title and interest in and
to such Intellectual Property and any copyrights,
patents or other intellectual property rights
relating thereto.

d) Institution and Investigator warrant by the
execution of this Agreement that they have not
entered, and will not enter, into any contractual
agreement or relationship which would in any
way conflict with or compromise Sponsor’s
rights to, any Study Results, inventions,
discoveries, or technology arising out of or
related to their performance thereunder.

4) Publicity and Publication.

Sponsor shall have unrestricted publication rights for
the Study Results and may give the data to third
parties for publication. Quintiles and Sponsor
recognize and acknowledge Site’s interest in making
publications relating to the Study in journals, at
meetings or otherwise, for non-commercial purposes.

Upon completion of the Study but not before the first
publication of the consolidated Study results, or
when data are adequate (in Sponsor’s reasonable
judgement), the Site has the right to prepare the data
for publication. At least sixty (60) days prior to
submitting or presenting a manuscript or other
materials relating to the Study to a publisher,
reviewer, or other outside persons, the Site shall
provide to Sponsor a copy of all such manuscripts
and materials, and allow Sponsor sixty (60) days to
review and comment on them.
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pisemnostem.

Pokud Zadavatel nebude b&hem této lhity Sedesat
(60) dni pisemné¢ informovat Misto vykonu
klinického hodnoceni 0 nutnosti odlozit navrhovanou
publikaci za ucelem zajisténi patentové ochrany nebo
0 nutnosti zménit ji tak, aby
a) nedoslo ke zpfistupnéni davérnych daja,
obchodnich tajemstvi nebo know-how,
b) bylo moZno upfesnit prezentaci nebo publikaci
nebo
€) bylo mozno poskytnout dodate¢né informace,

Misto vykonu klinického hodnoceni bude moci
libovoln¢ publikovat vysledky Studie nebo udaje
s vyhradou publikacnich pravidel uvedenych v tomto
¢lanku 4. Bude-li vyzadovano odlozeni navrhované
publikace, Misto vykonu klinického hodnoceni
pozastavi predlozeni takového materialu
k publikovani na dodate¢nou dobu, avSak nejdéle na
osmnact (18) mésici poté, co Zadavatel piedlozi
prislusnou patentovou piihlasku.

Misto vykonu klinického hodnoceni souhlasi s tim, ze
bude-1i Studie soudasti multicentrické studie, nebude

Misto vykonu klinického hodnoceni publikovat
vysledky  Studie provadéné v Mist¢ vykonu
klinického  hodnoceni pfed vydanim  prvni

multicentrické publikace. Pokud vSak nebude prvni
multicentrickd publikace vydana do jednoho roku od
uzavieni databaze, bude Misto vykonu klinického
hodnoceni oprédvnéno vydat takovou publikaci
samostatné v souladu s timto ustanovenim.

Misto vykonu klinického hodnoceni se zavazuje
dodrzovat ve vztahu k publikovani Vysledkd Studie
pravidla spravné védecké praxe, pokyny pro publikaci
udaji z klinické studie stanovené  napf.
redaktory piednich odbornych 1ékaiskych casopisu
a také etické normy, které se vztahuji k publikacim
a k autorstvi, mj. ustanoveni oddilu II Jednotnych
pozadavki na rukopisy predkladané Iékaiskym
Casopisim s nazvem ,,Ethical Considerations in the
Conduct and Reporting of Research™ (Etické tivahy
0 provadéni vyzkumu a publikaci jeho vysledku) (viz
http://www.icmje.org), stanovené¢ ICMIJE.

Autorstvi jakychkoli publikaci souvisejicich se Studii
bude ur¢eno na zakladé vzajemné dohody. Zadavatel
ma pravo jmenovat spoluautory. Nebude-li sjedndno
jinak, bude zastupce Zadavatele, ktery se bude
V podstatné mife ucCastnit provadéni Studie, uveden
jako spoluautor v prvni ucelené publikaci 0 Studii.
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Unless Sponsor informs the Site in writing during
this sixty (60) day period that the proposed
publication must be delayed in order to protect
a patentable invention or changed

a) to avoid disclosure of  Confidential
Information, trade secrets or know-how,
b) to ensure the accuracy of the presentation or
publication, or

C) to enable relevant supplementary information

to be provided,

Site shall be free to publish the Study results/data
subject to the publication rules of this Section 4. In
the event that a delay of the proposed publication is
required, Site 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 submission of a respective
patent application by Sponsor.

The Site agrees that if the Study is part of a multi-
center study, any publication by the Site of the
results of the Study conducted at the Site shall not be
made before the first multi-center publication;
provided, however, that if no multi-center
publication is made within one year from database
lock, then the Site may publish individually in
accordance with this provision.

Site undertakes with regard to publications of the
Study Results to adhere to the rules of Good
Scientific Practice, the guidelines for publications of
clinical Study data as outlined e.g. by editors of the
major medical journals as well as all ethical
standards concerning publications and authorship,
including Section |1 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 ICMJE.

Authorship of any publications relating to the Study
shall be determined by mutual agreement. Sponsor
has the right to name co-authors. A representative of
the Sponsor substantially involved in the
implementation of the Study will serve as co-author
in the primary full publication of the study, unless
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Misto vykonu klinického hodnoceni ulozi vS§em svym
zaméstnancim @ jinym tfetim osobam, které se
ucastni provadéni Studie, povinnost dodrzovat vyse
uvedené zavazky,

Z4dna smluvni strana nepouZije nazev jakékoli jiné
smluvni strany, ¢i nazev Zadavatele, jeho ochranné
znamky, loga, podobenku, jméno zaméstnance,
vlastnicky symbol nebo jiné vyobrazeni ve spojeni
s jakoukoli  inzertni, reklamni, publika¢ni ¢i
propagacni ¢innosti bez pifedchoziho pisemného
souhlasu, avsak s vyjimkou, Ze Zadavatel a Quintiles
budou opravnéni uzit nazvu Mista vykonu klinického
hodnoceni pfi publikaéni €innosti vztahujici se ke
Studii, jakoZ i pti vedeni souvisejici korespondence ¢i
komunikace, ato vcetné webovych stranek Studie
a v souvislosti s newslettery vztahujicimi se ke Studii
atak, jak je uvedeno v ¢lanku 4 této Smlouvy.
Zadavatel muze dale uzivat nazev Zdravotnického
zafizeni a/mebo jméno ZkouSejiciho Vv jakékoli
publikaci, pfihlaskach, formulafich nebo v jinych
materialech predkladanych jakémukoli regulacnimu
organu.

Vymezeni obchodniho tajemstvi. Strany timto berou
na védomi a souhlasi s tim, ze Pfiloha B, minimalni
cilovy pocet zatazenych subjekt, ptedpokladany
pocet subjekttl hodnoceni zatazenych do klinického
hodnoceni a piedpokladana délka studie, Brozura pro
zkousejici, smlouva 0 pojisténi klinického hodnoceni,
protokol klinického hodnoceni a osobni udaje
jednotlived  (ddle oznaCované jako ,,Davérné
informace v tomto klinickém hodnoceni”) jsou
povazovany za vyznamné informace ve smyslu
zakonné definice obchodniho tajemstvi (§ 504 zakona
¢.89/2012 Sh., obcanského zakoniku), protoze
vSeobecny piistup Ktémto informacim mize mit
podstatny dopad na ekonomické vysledky a postaveni
Zadavatele a ¢lent jeho skupiny na trhu Vv jinych
Clenskych statech EU. Diivérné informace v tomto
klinickém hodnoceni jsou bud’ soucasti textu hlavni
Smlouvy nebo jednotlivych pfiloh Kk této Smlouvé.
Zdravotnické zatizeni a ZkousSejici berou na védomi,
7ze ioni povazuji Duavérné informace Vtomto
klinickém hodnoceni za vyznamné informace ve
smyslu zakonné definice obchodniho tajemstvi (§ 504
zakona ¢.89/2012 Sh., obcanského zakoniku)
azavazuji se Kzachovani davérnosti takovych
informaci v souladu s ¢lankem 2 této Ptilohy A.

Zvetejnéni. Strany se dohodly, ze Vv pripade, Zze
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otherwise agreed.
Site shall oblige all its employees and other third

parties participating in the conduct of the Study to
comply with the above-mentioned obligations.

No party hereto shall use any other party’s name, or

Sponsor’s name, trademarks, logos, physical
likeness, employee name, owner symbol, or other
image in connection with any advertising,

publication or promotion as well as in any other
publications, applications or forms, without prior
written permission, except that the Sponsor and
Quintiles may use the Site’s name in Study
publications and communications, including clinical
trial websites and Study newsletters, and as stated in
Section 4 of the Agreement. Furthermore, Sponsor,
may use the name of Institution and/or Investigator
in any publication, applications or forms, or other
materials submitted to any regulatory authority.

Designation of Business Secret. Parties hereby
acknowledge and agree that Attachment B, the
minimum enrollment goal, expected number of
Study subjects enrolled and the expected duration of
the Study, Investigator’s Brochure, Insurance
Contract on Clinical Trial Insurance, Clinical Trial
Protocol and personal data of the individuals, (further
stated as ,,Trial Specific Confidential Information‘),
are deemed as information significant within the
meaning of statutory definition of business secret
(Section 504 of Act No. 89/2012 Coll., the Civil
Code), as universal access to such information may
have a substantial impact on economic results and
market position of the Sponsor and members of the
Sponsor’s group in other EU Member States. Trial
Specific Confidential Information are either part of
the text of the main Agreement or individual
attachments to this Agreement. Institution and
Investigator acknowledge that they also deem Trial
Specific Confidential Information significant within
the meaning of statutory definition of business secret
(Section 504 of Act No. 89/2012 Coll., the Civil
Code) and undertake to keep such information
confidential in accordance with Section 2) hereof.

Disclosure. The Parties hereby agree that in case
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Smlouva bude muset byt zvefejnéna v souladu se
zakonem ¢. 340/2015 Sb., 0 zvlastnich podminkach

ucéinnosti

nekterych  smluv, jejich zvefejnéni

a Registru smluv (dale jen "Zakon o registru smluv")
nebo podle jinych souvisejicich pravnich predpist,
budou postupovat nasledujicim zptsobem:

Zdravotnické  zafizeni zvefejni Smlouvu
Sohledem na postup uvedeny Vtomto
ustanoveni;

Duvérné  informace Vvtomto  klinickém

hodnoceni a dalsi diuvérné informace podle
¢lanku 2 této Smlouvy nebudou zvetejnény;

Pro ucely zvefejnéni poskytne Zdravotnické
zafizeni Administratorovi Registru smluv
vytisk podepsané Smlouvy ve formatu, jaky
vyZaduje Zakon 0 registru smiuv;

Zdravotnické  zafizeni bude informovat
Quintiles o0 zvefejnéni Smlouvy: (i) v Registru
smluv, Zdravotnické zafizeni pokud mozno
uvede e-mailovou adresu Quintiles pro tcéely
zaslani potvrzeni 0 zvetfejnéni Smlouvy; (ii)
v piipadé, Ze nelze uplatnit vySe uvedenou
moznost (i), poskytne Zdravotnické zatizeni
do 5 pracovnich dnii od obdrzeni potvrzeni
0 zvefejnéni  Smlouvy  tuto  informaci
a prislusny dikaz Quintiles. Pro ucely tohoto

ustanoveni bude pouzita nasledujici e-mailova
adresa Quintits: [

Zdravotnické zatizeni zvefejni Smlouvu a zasle

potvrzeni 0 tomto zverejnéni Quintiles, jak je
uvedeno vyse V tomto ustanoveni do 2 mésict
od podepsani Smlouvy;

V pfipadé, Ze bude Smlouva zvefejnéna
V rozporu se Zakonem 0 registru smluv anebo
stouto Smlouvou, Zdravotnické zafizeni
neprodleng, nejpozdéji vSak do 2 dnii od té
doby, co tento rozpor zjisti, nebo co obdrzi
pisemnou zadost od Quintiles, rozpor odstrani
a zajisti, aby zvefejnéni bylo v souladu se
Zakonem 0 registru smluv i s touto Smlouvou;

V pfipadé, Ze budou ve zvefejnénych
informacich  provedeny  zmény, bude
Zdravotnické zafizeni neprodlené, nejpozdéji
vsak do 2 pracovnich dni 0 téchto zménach
Quintiles informovat.
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Agreement must be disclosed pursuant to Act.

No. 340/2015 Coll.
Effectiveness of Certain Contracts,
thereof and the Contracts

Conditions of
Publication
Register (,,Contract

on Special

Registry Act®) or pursuant to other related legal
regulations, they shall act as following:

Institution shall disclose Agreement with
respect to procedure indicated in this clause;

Trial Specific Confidential Information and
other confidential information according to the
Article 2 of this Agreement shall not be
disclosed,;

For the purposes of disclosure, Institution shall
provide to the Administrator of the Contract’s
Register a copy of the signed Agreement in
a format required by the Contract Registry Act;
Institution shall inform Quintiles of the
performed disclosure of the Agreement: (i) in
the Contract Register, if possible, Institution
shall include Quintiles’ email address for the
purpose of provision of the confirmation about
the disclosure of the Agreement; (ii) in case
option (i) above could not be implemented,
Institution shall within 5 business days as of
receipt of the confirmation on the disclosure of
the Agreement provide such information and
the respective evidence to the Quintiles. For
the purposes of this clause following email
address of Quintiles shall be used:
I

Institution shall disclose Agreement as well as
provide confirmation about the disclosure to
Quintiles as indicated above in this clause
within 2 months as of signing of the
Agreement;

In case the Agreement will be disclosed in
breach with the Contract Registry Act and/or
this  Agreement, the Institution shall
immediately but not later than within 2 days as
of becoming aware of such breach or as of
receipt of the written request from the
Quintiles eliminate the breach and ensure that
the disclosure meets Contract Registry Act as
well as this Agreement;

In case any amendments would be performed
to the disclosed information, Institution shall
immediately but not later than within 2
business days inform Quintiles of such
amendments.
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AniZz by bylo omezeno uplatiiovani pravidel
uvedenych vySe v tomto ustanoveni, Zdravotnické
zafizeni zvefejni Smlouvu za vSech okolnosti
sohledem na pozadavky stanovené Zakonem
0 registru smluv, jakoz i jakymikoli jinymi platnymi
zakony. Zdravotnické zatizeni odSkodni Quintiles za
pripadné Skody a bude branit poskozeni Quintiles
v disledku poruSeni Zakona o registru smluv nebo
jinych platnych zakonl ze strany Zdravotnického
zatizeni.

4.1. Radné plnéni tohoto ustanoveni je povaZovano
za zasadni pro Ucely této Smlouvy; poruseni
jakychkoliv povinnosti stanovenych v tomto
bod¢ bude povazovano za zavazné poruSeni
Smlouvy a jakakoliv strana poSkozena timto
porusenim bude mit narok na nahradu vzniklé
Skody.

4.2. Strany se dohodly, ze v ptipadé zmén v Zakoné
0 registru smluv anebo souvisejicich zakonnych
pozadavki V pfipadé potieby tuto Smlouvu
odpovidajicim zptisobem pozméni.

5) Provadéni kontrol a zakaz vykonu ¢innosti.
Smluvni strany se dohodly na ¢astych kontrolnich
navstévach a ovéfovani zdrojovych dat Mista vykonu
klinického hodnoceni, provadénych kontrolorem
jmenovanym  Quintiles  a/nebo  Zadavatelem.
Kontrolor bude navstévovat béhem provadéni Studie
Misto vykonu klinického hodnoceni za tucelem
projednavani  postupu  provadéni  Studie se
ZkouSejicim a S jinymi pracovniky Mista vykonu
klinického hodnoceni, ktefi umozni kontrolu vSech
udaji o Studii, vcetné¢ zdravotnich ziznamt
pozadovanych kontrolorem. Misto vykonu klinického
hodnoceni ponese naddle odpovédnost za presné
a uplné zaznamenavani daji do CRF.

Na zakladé vcasné pfijaté vyzvy souhlasi
Zdravotnické zafizeni, ze wumoZni opravnénym
zastupcim Quintiles, Zadavatele ¢i zastupcim

kontrolnich ufadi pfimy pfistup K zdznamim Mista
vykonu hodnoceni, jez se vztahuji ke Studii, v€etné
Iékatskych zaznamli subjekti hodnoceni, ato pro
ucely vykonu kontrolni cCinnosti, auditu ¢i
monitoringu.

Zdravotnické zatizeni neprodlen¢ vyrozumi Quintiles,
arovnéz Quintiles poskytne kopie predmétnych
pisemnosti, 0 jakychkoli oznamenich, vyzvach,
pozadavcich, korespondenci ¢i komunikaci piijaté od
¢i zaslané jakéhokoli/jakémukoli statntho/mu ¢i
kontrolntho/mu ufadu, jez se budou vztahovat ke
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Without limiting  application  of the rules
indicated in this clause above, Institution shall at
all events disclose Agreement with respect to
requirements established by the Contract Registry
Act as well as any other applicable laws. Institution
shall indemnify and hold Quintiles harmless for any
damage resulting of abreach of the Contract
Registry Act or other applicable laws by the
Institution.

4.1. Proper performance of this clause is considered
of significant importance for the purposes of
this Agreement; breach of any obligations
stipulated in this section will be considered as
serious breach of the Agreement and any Party
suffering by such breach shall be entitled to
claim the incurred damages.

4.2. In case of any amendments to the Contract
Registry Act and/or related legal requirements,
Parties agree to amend this Agreement
respectively, if needed.

5) Monitoring, Inspection and Debarment.

The parties agree to frequent monitoring visits and
source data verification to the Site by a monitor
appointed by Quintiles and/or Sponsor. The monitor
shall visit the Site during the Study to discuss Study
progress with the Investigator and other Site
personnel who will allow inspection of all Study data
including medical records requested by the monitor.
The Site shall remain responsible for the accurate
and complete data entry in the CRFs.

When given reasonable notice, the Institution agrees
to allow authorized Quintiles, Sponsor or regulatory
authority personnel direct access to the Site’s records
relating to the Study, including subject medical
records, for monitoring, auditing, and inspection
puUrposes.

The Institution shall immediately notify Quintiles of,
and provide Quintiles copies of, any inquiries,
correspondence or communications to or from any
governmental or regulatory authority relating to the
Study, including, but not limited to, requests for
inspection of the Institution’s facilities, and the
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Studii, zejména pak Zzadosti 0 provedeni kontroly
prostor a objektl Zdravotnického zafizeni
a Zdravotnické zafizeni umozni Quintiles a Zadavateli
ucast pii takovych kontrolach.

Bude-li jakakoli navrhovana korespondence Mista
vykonu klinického hodnoceni uréena nékterému
regulacnimu organu souviset piimo nebo nepiimo
s ¢innosti Mista vykonu klinického hodnoceni dle této
Smlouvy, Quintiles a/nebo Zadavatel budou mit pravo
pfezkoumat takovou korespondenci a pozadovat jeji
pfimétené upravy. Pokud Quintiles nebo Zadavatel
budou pozadovat takovou kontrolu, umozni Misto
vykonu klinického hodnoceni pfistup do svych
prostor azafizeni, da kdispozici dokumenty
a poskytne dal§i pozadované informace. Misto
vykonu klinického hodnoceni vyvine nezbytné usili
za uUCelem oddéleni a nezvefejnéni, vsSech téch
materiald divérné povahy, jejichz zpfistupnéni neni
bezprostiedné pozadovano béhem ¢&i v souvislosti
s takovymi kontrolnimi navstévami.

ZkouSejici  bude spoleéné se Zdravotnickym
zafizenim odpovédny za vedeni hlavnich dokumentt
Studie, ato po dobu 15 let po dokonceni Studie,
a/nebo zplisobem stanovenym V soucasnosti platnymi
pravidly spravné klinické praxe (GCP) a mistnimi
pravnimi piedpisy, jakoz ipozadavky Zadavatele,
apfijme vhodna opatfeni za tucelem zabranéni
nahodnému ¢i predCasnému zniceni shora uvedené
dokumentace.

V ptipadé, ze ZkouSejici ukonéi své pusobeni ve
Zdravotnickém zatizeni, podminky odpovédnosti za
vedeni Studijni dokumentace budou rozhodnuty
v souladu a na zakladé¢ piislusnych pravnich ptedpist.
V piipadé, ze Zkousejici ¢i spoluzkousejici ukonci
svou pusobnost ve Zdravotnickém zatfizeni ¢i na jeho
strané dojde ke zméné adresy bydlisté, je povinen
neprodlené¢  vyrozumét 0 takové  skuteCnosti
Zadavatele a Quintiles a sdélit jim aktualni adresu.

Zdravotnické zafizeni prohlasuje a potvrzuje, Zze ani
Zdravotnické  zafizeni, ani  kterykoli  zjeho
zameéstnanctl, zastupct ¢i jakakoli jina osoba, kterd se
podili na vykonu Studie pod jeho vedenim, nebyla
zbavena priislusného opravnéni, nebyla ji ulozena
sankce zadkazu vykonu ¢innosti K vykonu klinickych
hodnoceni a dale Ze Zzadny ztéchto subjekti neni
vySetfovan  jakoukoli  kontrolni instituci, kdy
vysledkem takového Setfeni ¢i fizeni miZze byt
ulozeni sankce zdkazu vykonu c¢innosti €i jinych
omezeni nebo sankci ze strany FDA nebo jiného
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Institution shall permit Quintiles and Sponsor to
attend any such inspections.

If any proposed correspondence from Site to
a regulatory authority relates directly or indirectly to
Site’s activities under this Agreement, Quintiles
and/or Sponsor will have the right to review such
correspondence and request reasonable revisions
thereto. In the event that Quintiles or Sponsor
requests to perform such an audit, the Site shall allow
access to the facilities, make documents available
and provide further information as requested. The
Site will make reasonable efforts to separate, and not
disclose, all confidential materials that are not
required to be disclosed during such inspections.

The Investigator and the Institution, shall be jointly
responsible  for maintaining  essential  Study
documents for 15 years after completing the Study
and/or in the manner specified by current GCP
guidelines, local laws, and Sponsor requirements and

shall take measures to prevent accidental or
premature destruction of these documents.
If the Investigator leaves an institution, then

responsibility for maintaining Study records shall be
determined in accordance with  applicable
regulations. If Investigator or sub-investigator leaves
an institution or otherwise changes addresses, he or
she shall promptly notify Sponsor and Quintiles of
his or her new address.

The Institution represents and warrants that neither it,
nor any of its employees, agents or other persons
performing the Study under its direction, has been
debarred, suspended, disqualified or banned from
conducting clinical trials or is under investigation by
any regulatory authority for debarment or otherwise
subject to any restrictions or sanctions by the FDA or
any other sanctions by the FDA or any other
governmental authority or professional body with
respect to the performance of scientific or clinical
investigations. The Institution shall notify Quintiles
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statniho nebo profesniho organu ve vztahu K vykonu
védeckych nebo klinickych hodnoceni. Zdravotnické
zafizeni se dale zavazuje neprodlené vyrozumét
Quintiles v ptipade, ze dojde Kk ulozeni sankce zakazu
vykonu ¢innosti, K odejmuti opravnéni Kk vykonu
klinického hodnoceni ¢i K zahajeni souvisejiciho
tfizeni.

6) Ukonceni platnosti.

Quintiles nebo Zadavatel jsou opravnéni ukoncit
platnost této Smlouvy doruCenim pisemného
oznameni O takové skuteCnosti, ato S okamzitou
ucinnosti. Zdravotnické zatizeni je opravnéno ukoncit
platnost Smlouvy dorucenim pisemného oznameni
0 takové skutecnosti V pfipadé, Ze okolnosti stojici
mimo moznosti, které je Zdravotnické zafizeni
zpusobilé ovlivnit, zabrani Mistu vykonu klinického
hodnoceni dokoné¢it Studii, nebo V pfipadé, Zze
Zdravotnické zafizeni divodné dospéje K zavéru, Ze
pokrac¢ovani ve vykonu Studie ptedstavuje zdravotni
riziko. Na zakladé prijatého ozndmeni 0 ukonceni
platnosti Smlouvy, Misto vykonu klinického
hodnoceni neprodlené¢ ukon¢i nabor jakychkoli
subjektd hodnoceni, zavazuje se, ze bude jednat
vsouladu s postupy stanovenymi pro piipad
ukonéeni, dale zajisti, Ze budou dokonceny jakékoli
piedepsané kontrolni prohlidky (follow-up), a vyvine
nezbytné usili za tuCelem minimalizace dalSich
nakladd, pricemz Quintiles provede konecnou uhradu
za navstévy ¢i milniky, jez byly fadn€ provedeny, ¢i
jichz bylo ftadné dosazeno Vv souladu s touto
Smlouvou, ato v castkach, jez jsou definovany
Vv Priloze B; avSak pod podminkou, Ze ¢ast zavére¢né
platby ve vysi deseti procent (10%) bude zadrzena do
okamziku pftijeti vSech souvisejicich formulara CRF
Zadavatelem  avyjasnéni  veSkerych  dotazi
vztahujicim se K datim a Gdajim a dale po splnéni
veSkerych  ostatnich  podminek  a ustanoveni
stanovenych touto Smlouvou. Quintiles ani Zadavatel
nebudou vici Mistu vykonu klinického hodnoceni
odpovédni ve vztahu K jakémukoli uslému zisku,
ztraté  obchodnich  prilezitosti, ¢i  jakymkoli
souvisejicim Skodam. Pokud je zjevné, Ze doslo
K podstatnému poruSeni této Smlouvy aze V této
souvislosti bude nezbytné ukoncit platnost Smlouvy,
pak, svyjimkou ptipadu a vV rozsahu, aby nedo$lo
k ohrozeni zdravi subjektd hodnoceni, Quintiles
a/nebo Zadavatel mize pferusit napliiovani této
Smlouvy, ato z&asti i V celém rozsahu, zejména pak
ve vztahu k naboru subjekti hodnoceni.

7) Naroky a odmitnuti naroki a pojiSténi.

Misto vykonu klinického hodnoceni je povinno
neprodleng pisemné vyrozumet Quintiles
a Zadavatele o0 jakémkoli naroku vztahujicimu se
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immediately  if any  such investigation,
disqualification, debarment, or ban occurs.

6) Termination.

Quintiles or Sponsor may terminate this Agreement
effective immediately upon written notice. The
Institution may terminate upon written notice if
circumstances beyond the Institution’s reasonable
control prevent the Site from completing the Study,
or if the Institution reasonably determines that it is
unsafe to continue the Study. Upon receipt of notice
of termination, the Site shall immediately cease any
subject recruitment, follow the specified termination
procedures, ensure that any required subject follow-
up procedures are completed, and make all
reasonable efforts to minimize further costs, and
Quintiles shall make a final payment for visits or
milestones properly performed pursuant to this
Agreement in the amounts specified in Attachment
B; provided, however, that ten percent (10%) of this
final payment will be withheld until final acceptance
by Sponsor of all subject CRF pages and all data
clarifications issued and satisfaction of all other
applicable conditions set forth in the Agreement.
Neither Quintiles nor Sponsor shall be responsible to
the Site for any lost profits, lost opportunities, or
other consequential damages. If a material breach of
this Agreement appears to have occurred and
termination may be required, then, except to the
extent that subject safety may be jeopardized,
Quintiles and/or Sponsor may suspend performance
of all or part of this Agreement, including, but not
limited to, subject enroliment.

7) Claims and Disclaimers and Insurance.

The Site shall promptly notify Quintiles and Sponsor
in writing of any claim of illness or injury actually or
allegedly due to an adverse reaction to the
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k onemocnéni ¢i Gjmé na zdravi, k nimz skuteéné ¢i
udajné doslo v souvislosti s nezadouci reakci na
hodnocené 1é¢ivo azavazuje se dale umoznit
Zadavateli vést jednani 0 vyporadani takového naroku
(v€etné  jednani 0 mimosoudni  nahradé¢  Ci
vyporadani), a plné spolupracovat se Zadavatelem pti
jednanich o vyporadani takového naroku.

Quintiles  timto  vyslovné odmitda jakoukoli
odpovédnost Vv souvislosti s hodnocenym 1é¢ivem,
véetné  jakéhokoli  naroku  vztahujicimu  se

k odpovédnosti za Skodu zptsobenou vyrobkem, k niz
doslo v souvislosti s podminkami zpisobenymi ¢i
udajné zplusobenymi podanim takového vyrobku,
s vyjimkou ptipadl, ze tato odpovédnost je zptisobena
nedbalosti, amyslnym pochybenim nebo porusenim
této Smlouvy Quintiles.

Quintiles ani Zadavatel nebudou jakkoli odpovédni za
jakykoli rozpor, pozadavek nebo narok (véetné
narokl tfetich osob) na nahradu $kody zplisobené tieti
osob¢ nebo Mistu vykonu klinického hodnoceni:

a) za Skodu na zdravi nebo Skodu, ktera je
vysledkem  nedbalosti nebo  Umyslného
protipravniho jednani Mista vykonu klinického
hodnoceni, jeho zaméstnancii nebo zastupct;

b) za ¢innosti vykonavané Vv rozporu s touto
Smlouvou, Protokolem, GCP nebo piisluSnymi
pravnimi predpisy nebo mimo jejich ramec;

C) za neopravnéné zaruky ohledné hodnoceného
lé¢iva vydané Mistem klinického hodnoceni
nebo jeho zaméstnanci nebo zastupci; nebo

d) za kazdy ptipad, vnémz nebyl obdrzen
pisemny informovany souhlas  subjektu
ucastniciho se Studie.

Pojisténi klinického hodnoceni: Zadavatel timto
prohlasuje a bere na védomi, Ze v souladu s platnymi
pravnimi  predpisy § 52 zakona 0 léCivech
¢. 378/2007 Sb. ve znéni pozd&jsich predpist byla
uzaviena smlouva o0 pojisténi odpovédnosti za $kodu
pro Zkousejiciho a Zadavatele. Tato pojistka také pIné
pokryva ndhradu za smrt subjektu nebo nahradu
v pfipadé¢ poskozeni subjektu, které vznikne
v dasledku avpribéhu provadéni  klinického
hodnoceni.

PojiSténi  profesni odpovédnosti:  Zdravotnické
zafizeni timto prohlaSuje a potvrzuje, ze Vv souladu
S platnymi pravnimi ptedpisy § 45 odstavec 2,
pismeno n) zakona ¢&.372/2011 Sb., 0 zdravotnich
sluzbéach, ve znéni pozdé&jsich predpisti, bude udrzovat
odpovidajici pojisténi obecné odpovédnosti za Skody
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Investigational Product and allow Sponsor to handle
such claim (including settlement negotiations), and
shall cooperate fully with Sponsor in its handling of
the claim.

Quintiles expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any product claim arising
out of a condition caused by or allegedly caused by
the administration of such product except to the
extent that such liability is caused by the negligence,
willful misconduct or breach of this Agreement by
Quintiles.

Neither Quintiles nor Sponsor will be responsible for

any controversy, demand or claim (including third

party claims) for the payment of damages vis-a-vis

any third party or the Site for:

a) injuries or damages incurred if they are the result
of negligence or willful misconduct on the part
of the Site or its employees or agents;

activities contrary to or outside the scope of this
Agreement, the Protocol, GCP or any applicable

b)

laws;
¢) unauthorized warranties made by the Site or its
employees or agents  concerning the

Investigational Products; or

any case in which effective written informed
consent of the subject participating in the Study
was not obtained.

Clinical Trial Insurance: The Sponsor hereby
represents and acknowledges, that in accordance
with applicable legal regulations § 52 Act on Drugs
No. 378/2007 Coll., as amended, contract insurance
of liability for damage for the Principal Investigator
and the Sponsor has been affected. This policy also
duly covers compensable death of subject or
compensation of the subject in case of injury
resulting from and sustained in course of
performance of the Study.

Professional Liability Insurance: Institution hereby
represents and acknowledges that in accordance with
applicable legal regulations § 45, paragraph 2, letter
n) Act No. 372/2011 Coll., on Medical Services, as
amended, shall maintain the appropriate insurance of
general liability for damage caused in connection
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zpusobené V souvislosti s poskytovanim zdravotnich
sluzeb. Zdravotnické zafizeni souhlasi Stim, ze na
pozadani kdykoliv dolozi existenci takového
pojisténi.

8) Formulaie finan¢niho prohlaseni.

V piipadé, ze Mistu vykonu klinického hodnoceni
budou Quintiles nebo Zadavatelem poskytnuty
formulafe financniho prohlaseni, ato v souladu
s regula¢nimi povinnostmi piedpisti Spojenych stati
americkych, souhlasi Zdravotnické zatizeni S tim, Ze
pro kazdého tcastniciho se zkouSejiciho nebo
spoluzkousejiciho, ktefi se pfimo podili na léceni
nebo sledovani subjektd klinického hodnoceni, budou
prislusnymi zkousSejicimi a spoluzkousejicimi tyto
formulafe vyplnény a podepsany a bezodkladné
odevzdany Quintiles. Ve formulafi finan¢niho
prohlaSeni se zkousSejici a spoluzkousejici pfiznavaji
k moznym finanénim zajmim, které by tito nebo
jejich rodinni piisluSnici mohli mit Vv souvislosti
S ucasti na tomto hodnoceni.

Spole¢nost Quintiles je opravnéna zadrzet platby
Vv piipad¢, Ze neobdrzi vyplnény formulat finan¢niho
prohlaseni od v§ech zkousSejicich a spoluzkousejicich.
Zdravotnické zafizeni zajisti urychlenou aktualizaci
formulai@ podle potieby, Scilem =zajistit jejich
piesnost a tplnost v pribéhu vykonu Studie a po dobu
jednoho (1) roku po jejim dokonceni.

Misto vykonu klinického hodnoceni bere na védomi,
ze vyplnéné formuldfe mohou kontrolovat zastupci
ktomu opravnénych  zdravotnickych  organd,
Quintiles, Zadavatele nebo jejich zastupci a souhlasi
s takovymi kontrolami.

Misto vykonu klinického hodnoceni dale souhlasi
s pfenosem dat O financnim prohlaSeni do zemé
puvodu Zadavatele a piipadné K jejich zpracovani do
Spojenych stati americkych, ato ikdyby v téchto
zemich neplatila nebo nebyla natolik vyspéla ochrana
dat jako vzemi sidla Mista vykonu klinického
hodnoceni.

Misto vykonu klinického hodnoceni dale ptedlozi
strukturovany Zivotopis Zkousejiciho.

9) Zasilani
materialu.

Zasilani nebezpecného zbozi a infekéniho materialu
(vCetng infekcnich vzorkd subjektti hodnoceni) se fidi
ptisluSnymi pravnimi piedpisy na urovni norem prava
narodniho i mezinarodniho. Zdravotnické zafizeni
odpovida za zajisténi toho, Ze kazda osoba, ktera bude
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nebezpecného zbozi a infekéniho

with providing of medical services. Upon request,
Institution agrees to certify existence of such
insurance at any time.

8) Financial Disclosure.

If Quintiles or Sponsor provides financial disclosure
forms to the Site pursuant to U.S. regulatory
requirements, then the Institution agrees that, for
each listed or identified investigator or
subinvestigator who is directly involved in the
treatment or evaluation of research subjects, will
promptly return to Quintiles a financial disclosure
form that has been completed and signed by such
investigator or subinvestigator, which shall disclose
any applicable interests held by those investigators or
subinvestigators or their spouses or dependent
children.

Quintiles may withhold payments if it does not
receive acompleted form from each such
Investigator and subinvestigator. The Institution shall
ensure that all such forms are promptly updated as
needed to maintain their accuracy and completeness
during the Study and for one (1) year after its
completion.

The Site acknowledges that the completed forms
may be subject to review by governmental or
regulatory agencies, Sponsor, Quintiles, and their
agents, and the Site consents to such review.

The Site further consents to the transfer of its
financial disclosure data to the Sponsor’s country of
origin and to the U.S., even though data protection
may not exist or be as developed in those countries
as in the Site’s own country.

Site shall further provide the curriculum vitae of the
Investigator.

9) Shipping of Dangerous Goods and Infectious
Materials.

The shipment of dangerous goods and infectious
materials (including infectious subject specimens) is
subject to local, national, and international laws and
regulations. The Institution is responsible for
ensuring that each individual who packages or
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balit a manipulovat s nebezpe¢nym zbozim nebo
infekénim materidlem za ucCelem jeho expedice ze
Zdravotnického zafizeni, bude jednat Vv souladu
s veskerymi ptislu$nymi pravnimi piedpisy.

10) Registrace a hlaseni

Zadavatel, vsouladu s platnymi zakony a ptedpisy,
zaregistruje tuto Studii do vefejného registru
klinickych hodnoceni ajeho vysledky zverejni
v takovém rozsahu a Case, aby byly splnény vSechny
pozadavky platnych zakont a predpisa.

11) Dodate¢na smluvni ustanoveni.

Tato Smlouva, véetné téchto Podminek a nalezitosti,
predstavuje  vyhradni aplnou dohodu mezi
smluvnimi stranami, jez nahrazuje veSkera jejich
ostatni pisemna ¢i ustni ujedndni vztahujici se ke
Studii. Jakakoli zména ¢i dodatek této Smlouvy
nabude platnosti vyhradné tehdy, bude-li ucinéna
Vv pisemné podobé¢ a podepsana opravnénymi zastupci
vSech smluvnich stran. Neuplatnéni jakéhokoli
ustanoveni ¢i podminky obsazené Vv této Smlouvé
nebude vykladano jako vzdani se vykonu takového
opravnéni ¢i podminky. V ptipadé, ze jakakoli Cast
této Smlouvy bude shledana jako nevynutitelna,
zbytek Smlouvy ziistava nadale v t¢innosti.

Tato Smlouva je zdvazna vi€i smluvnim strandm,
jakoz ijejich pravnim  nastupcam ¢i vaéi
postupnikiim. Misto vykonu klinického hodnoceni
neni opravnéno postoupit jakdkoli prava ¢i prevést
zavazky vyplyvajici z této Smlouvy bez ptedchoziho
pisemného souhlasu Quintiles nebo Zadavatele.
Zadny takovy souhlas viak nezprosti Misto vykonu
klinického hodnoceni jeho zavazki dle této Smlouvy.
Na zéklad¢ pozadavku Zadavatele bude spolecnost
Quintiles opravnéna postoupit tuto Smlouvu na
Zadavatele ¢i tfeti stranu a nebude odpovédnd ve
vztahu kjakémukoli zavazku ¢&i  odpovédnosti
vyplyvajici z této Smlouvy, Kk nimz dojde po datu
postoupeni, a Misto vykonu klinického hodnoceni
timto poskytuje svilj souhlas S takovym postoupenim.
Mistu vykonu klinického hodnoceni bude neprodlené

oznamena skuteCnost jakéhokoli postoupeni Ci
prevodu ze strany postupnika.
Ustanoveni této Smlouvy, jez obsahuji prava

a zdvazky, jez svoji povahou presahuji okamzik
dokonceni Studie, zistanou Vv platnosti i po okamziku
ukonceni platnosti této Smlouvy.

Tato Smlouva bude vyklddéana vyhradné v souladu
S pravnim fadem Ceské republiky bez zfetele na jeho
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handles any dangerous goods or infectious materials
for shipping from the Institution complies with all
applicable laws and regulations.

10) Registry and Reporting

Sponsor will register the Study with a public clinical
trials registry in accordance with applicable laws and
regulations and will report the results of the Study
publicly when and to the extent required by
applicable laws and regulations.

11) Additional Contractual Provisions.

This Agreement, including these Terms and
Conditions, constitutes the sole and complete
agreement between the parties and replaces all other
written and oral agreements relating to the Study. No
amendments or modifications to this Agreement shall
be valid unless in writing and signed by all the
parties. Failure to enforce any term of this
Agreement shall not constitute a waiver of such term.
If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will remain
in effect.

This Agreement shall be binding upon the parties and
their successors and assigns. The Site shall not
assign, sub-contract or transfer any rights or
obligations under this Agreement without the written
consent of Quintiles or Sponsor. Any such consent
shall not relieve the Site of its obligations hereunder.

Upon Sponsor’s request, Quintiles may assign this
Agreement to Sponsor or to athird party, and
Quintiles shall not be responsible for any obligations
or liabilities under this Agreement that arise after the
date of the assignment, and the Site hereby consents
to such an assignment. Site will be given prompt
notice of such assignment by the assignee.

The terms of this Agreement that contain obligations
or rights that extend beyond the completion of the
Study shall survive termination or completion of this
Agreement.

This Agreement shall be governed exclusively by the
laws of Czech Republic, without regard to the
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kolizni ustanoveni.

Piipadné spory vyplyvajici ztéto Smlouvy budou
feSeny prislusnymi soudy v Ceské republice dle mista
sidla Zdravotnického zatizeni.

Veskerd oznameni dana dle této Smlouvy budou
odeslana vyplacené potvrzenou nebo doporucenou
postou na dorucenku nebo dorufena uznavanou
kuryrni sluzbou do 24 hodin. Oznameni urcena
Zdravotnickému zafizeni budou oznaCovana vySe
uvedenym jménem a adresou. Oznameni spole¢nosti
Quintiles budou oznaCena touto adresou: Quintiles
Czech Republic, s.r.o., Radlicka 714/113a, 158 00
Praha 5, Ceska republika.

12) V ptipadé rozporu mezi obéma jazykovymi
verzemi je rozhodujici ceska verze.
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conflicts of laws provisions thereof.

Any disputes arising out of this Agreement shall be
resolved by the competent courts of the Czech
Republic as per the location of the registered seat of
the Institution.

Any notice under this Agreement will be mailed (by
certified or registered mail, postage prepaid, return
receipt requested) or delivered by areputable
overnight courier service. Notices to Institution will
be directed to the name and address set forth above.
Notices to Quintiles will be directed to the following
address: Quintiles Czech Republic, s.r.o., Radlicka
714/113a, 158 00 Praha 5, Czech Republic.

12) In case of any discrepancies between these two
language versions occurred, the Czech version
prevails.
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PRILOHA B ATTACHMENT B

ROZPOCET PLATEBNI ROZVRH BUDGET AND PAYMENT SCHEDULE
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