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Contract on Clinical Trial

F. Hoffmann-La Roche Ltd, having a place
of business at Grenzacherstrasse 124, 4070
Basel, Switzerland,

represented by Quintiles Czech Republic s.r.o.
(Hereinafter referred to as the ‘Sponsor’)

and
Contractual research organization

Quintiles Czech Republic, s.r.0.

Praha 5, Jinonice, Radlicka 714/113a

zip code 158 00

Czech Republic

Identification number: 247 68 651

Tax Identification number: CZ247 68 651
(Hereinafter referred to as the ‘Contractual
research organization’)

and

Vojenska nemocnice Brno

having a place of business at Zabrdovicka 3,
postcode 636 00 Brno, Czech Republic,
Identification number: 605 55 530, Tax
identification number: CZ60555530,
represented by Col. Ing. Antonin Vodik,
Director

(Hereinafter referred to as the ‘Medical
Facility’)

and

A i
Address: I

|

Date of birth: | R

(Hereinafter referred to as the “Principal
Investigator®)

Smlouva o klinickém hodnoceni

F. Hoffmann-La Roche Ltd, se sidlem
Grenzacherstrasse 124, 4070 Basilej, Svycarsko,
zastoupena Quintiles Czech Republic s.r.o.

(dale jen ,,Zadavatel*)

a
Smluvni vyzkumné organizace

Quintiles Czech Republic, s.r.o.

Praha 5, Jinonice, Radlicka 714/113a

PSC 158 00

Cesk4 republika

1C: 247 68 651

DIC: CZ247 68 651

(dale jen ,,Smluvni vyzkumna organizace™)

a

Vojenska nemocnice Brno

se sidlem Zabrdovicka 3, 636 00 Brno, Ceska
republika, Identifikaéni &islo: 605 55 530, Darové
identifika¢ni ¢islo: CZ60555530, =zastoupena plk.
Ing. Antoninem Vodéakem, feditelem

(dale jen ,,Zdravotnické zaFizeni®)

a

Adresa: [
Datum narozeni: ||}l IR

(dale jen ,.Hlavni zkousejici*)

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
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O QuINTILES

Preamble:

The Sponsor shall be deemed within the
meaning of the term “submitter” of clinical
evaluation conformably with Act on Drugs
No. 378/2007 Coll., as amended.

Business company Quintiles Czech Republic,
s.r.0. shall be deemed within the meaning of
term “contractual research organization™ in
conformity with Act on Drugs No. 378/2007
Coll., as amended and shall represent the
Sponsor within delegation given by the power
of attorney. Contractual research organization
has been duly authorized by the Sponsor to
carry out certain obligations of the Sponsor in
the conduct of the Study, consistent with the
terms of this Contract. In terms of an
independent contractual relation concluded
between Quintiles Czech Republic, s.r.o. and
the Sponsor, Quintiles Czech Republic, s.r.o.
shall be provider of financial resources
destined for execution of the Study that is
subject of this Contract.

Above-cited Contractual Parties have
concluded this

Contract

in accordance with the Act No. 89/2012 Coll,,
Civil Code (the New Civil Code), and its later
amendments

L
Object and Purpose of the Contract

1. The subject of this Contract is a
performance of the Clinical Trial titled
AN OPEN-LABEL EXTENSION AND
SAFETY MONITORING STUDY OF
MODERATE TO SEVERE
ULCERATIVE COLITIS PATIENTS
PREVIOUSLY ENROLLED IN

Preambule:

Vyraz Zadavatel je chapan ve smyslu vyrazu
»predkladatel” klinického hodnoceni v souladu se
zakonem o lé¢ivech &. 378/2007 Sb., ve znéni
pozdéjsich predpisti.

Obchodni spoletnost Quintiles Czech Republic, s.r.o.
je chidpina ve smyslu ,smluvni vyzkumna
organizace™ podle zdkona lééivech &. 378/2007 Sh.,
vplatném znéni, a bude =zastupovat Zadavatele
vramei povéfeni na zakladé plné moci. Smluvni
vyzkumna organizace je fadné opravnéna
Zadavatelem k plnéni jeho uréitych zdvazkd pri
providdéni Studie vsouladu spodminkami této
Smlouvy. Na zékladé nezdvislého smluvniho vztahu
uzavieného mezi spoleénosti Quintiles Czech
Republic, sr.0. a Zadavatelem bude spolenost
Quintiles Czech Republic, s.r.0. poskytovatelem
finanénich zdroji uréenych k provadéni Studie, ktera
je pfedmétem této Smlouvy.

Vyse uvedené smluvni strany uzaviely tuto

Smlouvu

podle zakona ¢&. 89/2012 Sb., ob&ansky zdkonik
(Novy ob&ansky zakonik), ve znéni pozdéjsich
predpist a

L

Piedmét a ucel Smlouvy

1. Pfedmétem této Smlouvy je provedeni klinického
hodnoceni: ,NEZASLEPENE POKRACOVACI
KLINICKE HODNOCENI SE SLEDOVANIM
BEZPECNOSTI U PACIENTU S MIRNOU AZ
TEZKOU ULCEROZNI KOLITIDOU, KTER{
SE % MINULOSTI UCASTNILI

KLINICKYCH HODNOCEN{

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
F. Hoffmann-La Roche Ltd, GA 28951
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QO QuINTILES

ETROLIZUMAB PHASE III STUDIES,
Protocol No. GA28951 (enclosed hereto
as Appendix No. 5), hereinafter referred
to as the ‘Study’.

The objective of this Contract is to
stipulate conditions for conducting the
Study and to stipulate rights and
obligations of Contract parties regarding
conduct of the Study and processing its
results.

Contractual research organization and
Sponsor hereby appoint the Medical
Facility and Principal Investigator to
conduct the Study, and the Medical
Facility agrees to ensure that the Medical
Facility and the Medical Facility’s
employees, agents, and staff will conduct
the Study in accordance with the Protocol
(as may be amended by Sponsor), the
terms of this Contract and any other the
attachments hereto, which all are
incorporated by reference herein (the
“Contract™), good clinical practice, and all
applicable laws and regulations.

II.
Application for Approval and Approval
to Conduct the Study

The Study will be conducted on the basis
of the Approval No.: sukls 122774/2014
issued by the State Institute for Drug
Control on 28 July 2014 (Date) and the
Approval of the Ethics Committee for
Multicentrics Trials in Prague No.:
1385/14 issued on 2 Oct 2014 (Date) and
the Approval of the Ethics Committee of
the Provider issued on 3 September 2015
(Date). The above-specified documents
will be enclosed hereto as Appendix
No.1, Appendix No. 2 and Appendix No.
3 of this Contract.

ETROLIZUMABU III. FAZE“, Protokol &.
GA28951 (ktery tvoii Piilohu &. 5) (dile jen
»Studie®),

Utelem této Smlouvy je stanovit podminky
provadéni Studie a priva a povinnosti smluvnich
stran ve vztahu kjejimu provadéni a ke
zpracovani vysledkd.

3. Smluvni vyzkumnd organizace a Zadavatel timto

ustanovuji Zdravotnické zafizeni a Hlavniho
zkousejiciho k provedeni Studie a Zdravotnické
zatizeni se zavazuje zajistit, aby ono samo a jeho
zameéstnanci, zastupci a pracovnici provedli
Studii v souladu s Protokolem (ve znéni zmén a
dopliikil provedenych Zadavatelem),
podminkami této Smlouvy, vletng piipadnych
dalsich priloh, které¢ jsou zde v3echny za€lenény
formou odkazu (,,Smlouva®), spravnou klinickou
praxi a veSkerymi platnymi zdkonnymi a
podzakonnymi predpisy.

IL
Zadost o souhlas a souhlas a provadénim Studie

Studie bude provedena v souladu s povolenim ¢&.
sukls 122774/2014 vydanym Statnim stavem
pro kontrolu 1é¢iv, dne dne 28. fervence 2014
(datum), se souhlasem FEtické komise pro
multicentrickd klinickd hodnoceni &. 1385/14
vydanym dne 2. fijna 2014 (daium) a se
souhlasem  etické komise  Poskytovatele
vydanym dne 3. zafi 2015 (darum). Shora
uvedend dokumentace bude ktéto Smlouvé
ptipojena jako jeji Pfiloha ¢. 1,2 a 3.

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
F. Hoffmann-La Roche Ltd, GA 28951
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II1. IIL
Place and Time of Study Conduct and the Misto a doba provadéni Studie a Zdravotnické
Medical Facility zafizeni

The Study will be conducted in the | 1.
medical facility Vojenskd nemocnice
Brno, Internal Medicine Department,
Zabrdovicka 3, postcode 636 00, Czech
Republic, led by Principal Investigator
I (  Co-
Investigators. Performance of obligations
of the Principal Investigator and Co-
Investigators established by this Contract
shall be secured by the Medical Facility in
capacity of their employer within the
labour law relations.

2. The enrolment of subjects will start in | 2.
I 2d will end in
I o carlier provided the
required number of subjects is achieved,
whichever happens first.

Minimum enrollment goal is [N
Il Medical Facility will use best
efforts to reach the enrollment goal within
a reasonable time after commencement of
the Study in the Medical Facility. If
Medical Facility fails to adhere to this
principle Sponsor may reconsider Medical
Facility’s  suitability to  continue
participation in the Study.

Sponsor has a right to limit or increase
unilaterally and at any time the number of
subjects participating in the Study. Medical
Facility understands and agrees that the
Principal Investigator must obtain
Sponsor’s prior written consent before
enrolling any subject beyond the maximum
site enrollment of [ during the
Study.

Studie bude provadéna ve zdravotnickém
zafizeni Vojenskd nemocnice Brno, Interni
oddéleni, Zabrdovicki 3, 636 00 Brno, Ceska
republika, Hlavnim zkousejici | NG
B - spoluzkoudejicimi. Plnéni povinnosti
Hlavniho zkouSejictho a spoluzkousejicich
stanovené vtéto Smlouvé bude zaji§téno
Zdravotnickym zafizenim  jako  jejich
zaméstnavatelem vramci pracovné pravnich
vztahi.

Nébor subjektii do Studie bude zahajen v [l
B 2 vkonéen v [N ncbo diive,
bude-li dosazeno pozadovaného poctu subjekti,
podle toho, ktery ztéchto okamZiki nastane
diive.

Minimélni naborovy cil je | NN
Zdravotnické zafizeni vynalozi maximalni usili
na dosaZzeni naborového cile v pfiméfené lhiité
po zahdjeni Studie ve Zdravotnickém zatizeni.
Pokud Zdravotnické =zafizeni nedodrzi tuto
zasadu, je Zadavatel oprdvnén znovu zvazit
vhodnost Zdravotnického zafizeni pro dal3f udast
ve Studii.

Zadavatel mi priavo kdykoli jednostranné
omezit nebo zvysit pocet subjektd ve studii.
Zdravotnické zafizeni je srozuméno a souhlasi
stim, Ze Hlavni zkouSejici musi obdrzet
predchozi pisemny souhlas Zadavatele pied
naborem subjekti nad rdmec maximalniho poétu
I 72 2zcnych v pribéhu Studie.

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
F. Hoffmann-La Roche Ltd, GA 28951
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Iv.
Basic conditions for Study Conduct

The Principal Investigator will conduct | 1.
the Study in compliance with the
applicable Czech laws and regulations, in
particular Act on Drugs No. 378/2007
Coll., as amended and Act No. 372/2011
Coll., on Medical Services and terms and
conditions of performance of such
services, as amended. The Study will be
carried out in compliance with the basic
conditions and principles stipulated in the
following documents:

a) The Approval to conduct the Study
issued by the State Institute for Drug
Control and other institutions listed in
Article II. hereof.

b) The Study Protocol No. GA28951,
which may be amended only in
compliance with § 56 Act on Drugs
No. 378/2007 Coll., as amended.

¢) Sponsor’s instruction titled

‘Investigator’s Brochure’ specifying
all currently available information on
the medicinal product used in the
Study and on its properties. The
instruction will be handed over to the
Principal Investigator by Sponsor and

will be enclosed to the Study
documentation.
The Study will be conducted in | 2.

compliance with the applicable Czech
Republic laws on data protection.

The Documents listed in Article IV.,
paragraph 1., letter b) and c¢) shall be
considered  confidential, with the
information regarding their respective
contents disclosed solely to the employees
of the Medical Facility authorised or
assigned in accordance with Article III.,
paragraph 1. hereof, and to the authorities

1V.
Zakladni podminky provadéni Studie

Hlavni zkousejici bude provadét Studii v souladu
s pfisludnym Eeskymi pravnimi predpisy zejména
se zdkonem o 1é&ivech €. 378/2007 Sb., ve znéni
pozdé&jsich pfedpist, a zdkonem &. 372/2011 Sb.,
o zdravotnickych sluZzbich a podminkach jejich
poskytovani, ve zné€ni pozdéjsich predpist.
Studie bude provadéna v souladu se zékladnimi
podminkami a zdsadami stanovenymi v téchto
dokumentech:

povoleni k provedeni Studie vydané Statnim
ustavem pro kontrolu Ié¢iv a ostatnimi
institucemi uvedenymi v &lanku II. této
Smlouvy,

b) Protokol Studie ¢. GA28951, kiery lze ménit
a dopliiovat pouze v souladu s § 56 zdkona o
lécivech €. 378/2007 Sb., ve znéni pozdé&jsich
predpist,

pokyn Zadavatele nazvany ,Investigator’s
Brochure”, vnémz jsou specifikovany
viechny v soucasné dobé dostupné informace
o lédivu pouzivaném ve Studii a o jeho
vlastnostech. Tento pokyn bude piedén
Zadavatelem Hlavnimu zkouSejicimu a bude
zarazen do dokumentace Studie.

Studie bude provadéna v souladu s pfislusnymi
pravnimi predpisy CR o ochrané tidajt.

Dokumenty uvedené v ¢lanku IV., odst. 1., pism.
b) a ¢) se povazuji za divérné a informace o
jejich obsahu mohou byt zpfistupnény pouze
zaméstnancum Zdravotnického zafizeni, ktefi
maji oprdvnéni nebo povéfeni v souladu
s ¢lankem IIL., odst. 1 této Smlouvy a ufadim a
institucim, jejich vydet je uveden v €lanku VI,
odst. 3.

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
F. Hoffmann-La Roche Lid, GA 28951

Vojenskd nemocnice Bmo,
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and institutions listed in Article VI,
paragraph 3.

V.
Selection of Study Subjects and Obtaining
Their Consent

Subjects may not to be enrolled in the | 1.
Study unless they are adequately informed
and have signed the Informed Consent.
The Informed Consent should be obtained
in compliance with legal regulations,
ethical principles and good clinical
practice. Any modifications to the
Informed Consent must be approved by
Contractual research organization or
Sponsor prior to its use, such approval not
to be unreasonably withheld. With regard
to this:

a) Sponsor declares that the Principal
Investigator has been given the Patient
Information and Informed Consent
form.

b) If the subject consents to his/her
participation in the Study, the
Principal Investigator will ask him/her
to sign the Informed Consent form
before performing any Study tests or
examinations.

Signed Informed Consents will be filed in
the Principal Investigator’s  Study
documentation.

If the Sponsor finds out in course of the
Study that a subject enrolled in the Study
has been enrolled in contravention with
the Protocol, he may exclude such subject
from the Study.

In compliance with the applicable Czech
laws, the Principal Investigator, the
Medical Facility, and Sponsor are obliged
to protect the confidentiality of personal

Ndbor subjekti Studie a ziskdni jejich souhlasu

V.

Subjekty Studie do ni mohou byt zafazeny
vyhradné tehdy, kdyz byly nalezité informovany
a kdyz podepsaly Informovany souhlas.
Informovany souhlas musi byt ziskdn v souladu
se viemi pravnimi pfedpisy, etickymi zdsadami a
spravnou klinickou praxi. VeSkeré tpravy
Informovaného souhlasu musi pfed jejich
uplatnénim  schvalit Smluvni  vyzkumné
organizace nebo Zadavatelem, pfiemZ tento

souhlas nesmi byt bezdivodné odpirdn.
S piihlédnutim k tomu:
a) Zadavatel prohlaSuje, ze  Hlavnimu

zkousejicimu byl predan formulaf Zaznamu
tidajii o pacientovi a formuléf Informovaného

souhlasu.

b) Bude-li subjekt souhlasit se svou uéasti ve
Studii, poziddd ho Hlavni zkouSejici jesté
pred zah4jenim jakychkoli testi a vySetfeni
vramei Studie o podpis Informovaného
souhlasu.

Podepsané Informované souhlasy budou

zaloZeny do dokumentace Hlavniho zkouSejiciho
ke Studii.

Jestlize Zadavatel v pribéhu Studie zjisti, Ze
néjaky subjekt zafazeny do Studie do ni byl
zafazen vrozporu s Protokolem, miize takovy
subjekt vyfadit ze Studie.

Hlavni zkouSejici, Zdravotnické zafizeni a
Zadavatel jsou v souladu s pfislu§nymi &eskymi
pravnimi pfedpisy povinni chrénit divérnou
povahu osobnich Gdajii subjektii Studie, a to jak

Smiouva o klinickém hodnoceni/Contract on Clinical Trial
F. Hoffmann-La Roche Ltd, GA 28951

Vojenska nemocnice Bmo, [N
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data of the study subjects both in the
course of the Study and after its close-out.

VL
Monitoring and Auditing the Study

The course and conduct of the Study will | 1.
be coordinated, monitored and audited by
expert groups or by persons authorised by
Sponsor. The Medical Facility and the
Principal Investigator will provide them
with the access to all information gathered
in the course of the Study, results of
laboratory tests and examinations as well
as other information on the subjects
enrolled in the Study.

The authorised person to monitor the
Study is:

I : BN or other
person authorised by Sponsor in writing to
monitor the Study.

The course of the Study and its results | 3.
may be audited by Sponsor or Sponsor’s
auditors. This provision will not intervene
with the rights of the authorised
representatives of the  appropriate
authorities of the Czech Republic and
foreign regulatory authorities to perform
their own audits.

Subjects will be informed in compliance
with Article V., paragraph 1. hereof, and
of the fact that the information gathered
on them in the course of the Study may be
presented to and used by the appropriate
authorities of the Czech Republic for the
purpose of inspection and by foreign
regulatory authorities.

VIL
Other Provisions

1. Sponsor will provide the Medical Facility | 1.

with Case Report Forms (CRF).

v jejim pribéhu, tak i po jejim ukongeni.

VI
Monitorovani a audit Studie

Priibéh a provadéni Studie bude koordinovano,
monitorovano a ovéfovano skupinami odborniki
nebo osobami  povéfenymi  Zadavatelem.
Zdravotnické zafizeni a Hlavni zkousejici
umozni témto osobam pfistup ke vsem
informacim shroméazdénym v pribéhu Studie,
k vysledkim laboratornich testd a vySetfeni a
také kjinym informacim o  subjektech
zatazenych do Studie.

Osoba povéfend monitorovanim Studie je:

I 1cbo jind osoba,
kterou Zadavatel pisemné povéii monitorovanim
Studie.

Prabéh a vysledky Studie mohou byt ovéfovany
Zadavatelem nebo jeho auditory. Toto
ustanoveni se nedotykd prav opravnénych
zastupcil piislusnych organii v Ceské republice a
zahrani¢nich regulaénich organii provadét vlastni
audit,

Subjekty Studie budou informovany v souladu s
¢lankem V., odst. 1. této Smlouvy a o tom, Ze
informace, které o nich budou shromédzdény v
prabé¢hu Studie, mohou byt piedloZeny
pfislunym organim Ceské republiky a
zahraniénim regulaénim orgidnim a mohou byt
Jjimi pouZity ke kontrole.

VIL
Ostatni ustanoveni

Zadavatel poskytne Zdravotnickému zafizeni
formulafte pro =zéznam udaji o subjektech
hodnoceni - Case Report Forms (CRF).

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
F. Hoffmann-La Roche Ltd, GA 28951

Vojenska nemocnice Brno, NG
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2. The investigational product as well as other
materials specified in the Study Protocol
(Article IV., paragraph 1., letter b) of the
Contract) provided by Sponsor will be used
by the Principal Investigator solely for the
purpose of Study conduct. The Principal
Investigator and the Medical Facility will
return all unused material to Sponsor or
destroy the same according to Sponsor
instructions.

If any source data are kept on computer
files only, Medical Facility shall make
print-outs of all such data relevant to the
Study for the purpose of source data
verification, and shall have them signed,
dated and retained as source documents.

Equipment:

Subject to the conditions set forth below,
Sponsor or Contractual research
organization has provided Cellestis
Portable Incubator, which is required for
use in the Study and that Medical Facility
does not otherwise own or have access to
(the “Equipment™) to Medical Facility for
use in the Study. The initial value of the
Equipment is approximately 10 053,- CZK,
and the estimated residual value of the
Equipment upon completion of the Study is
approximately 5730,-CZK.

(i) Equipment Use; Maintenance.
Medical Facility agrees to house the
Equipment on site and to wuse the
Equipment solely in connection with the
Study during the term of the Agreement.
Medical Facility agrees to maintain the
Equipment in good working condition,
reasonable wear and tear excepted. In the
cvent that the Equipment malfunctions or
ceases to operate during the conduct of the
Study through no fault of Medical Facility,

2. Hodnoceny vyrobek a daldi materidly uvedené

v Protokolu Studie (¢lanek IV., odst. 1., pism. b)
Smlouvy), které poskytne Zadavatel, budou
pouzivany Hlavnim zkousejicim vyhradné za
uéelem provadéni Studie. Hlavni zkouSejici a
Zdravotnické zafizeni vrati vSechny nepouZité
materidly Zadavateli nebo je podle jeho pokynil
Zniéi.

Budou-li jakékoli zdrojovd data uchovivéna
pouze v pocitatovych souborech, vytiskne
Zdravotnické zatfizeni vSechna tato data, kterd se
tykaji Studie, pro ucely ovéieni zdrojovych dat a
nechd si je podepsat a opatfit datem a bude je
uchovavat jako zdrojové dokumenty.

Vybaveni:

V souladu s niZze uvedenymi podminkami dodal
Zadavatel nebo Smluvni vyzkumné organizace
Zdravotnickému zafizeni za ucelem pouziti pfi
provadéni Studie pfenosny inkubator Cellestis
potfebny  pro  provedeni  Studie, ktery
Zdravotnické zafizeni jinak nevlastni ¢éi k nému
nemd pristup (dale jen “Vybaveni”). Pocatecni
hodnota Vybaveni &ini p¥iblizng 10 053,- KC a
predpoklédana zistatkovd hodnota Vybaveni po
dokonéeni Studie ¢ini pFiblizné 5730,-K&.

(i) Pouziti Vybaveni; udrzba. Zdravotnické
zaf{zeni se zavazuje zajistit, Ze se Vybaveni bude
nachizet na mist¢ provddén{ Studie a pouzivat
Vybaveni vyhradné v souvislosti se Studii po
dobu trvéani platnosti této Smlouvy. Zdravotnické
zafizeni se zavazuje udrzovat Vybaveni v fadném
funkénim stavu, s piihlédnutim k pfiméfenému
opotiebeni. V piipadé, Ze Vybaveni v pribéhu
provadéni Studie nebude fungovat spravné &i
piestane fungovat bez zavinéni Zdravotnického
zafizeni, Zadavatel nebo Smluvni vyzkumna

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
F. Hoffmann-La Roche Ltd, GA 28951
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Sponsor or  Contractual  research
organization will work with Medical
Facility to arrange for appropriate
maintenance or replacement of the
Equipment, including, at Sponsor’s option,
reimbursing  Medical  Facility  for
reasonable maintenance or replacement
expenses.

(ii) Transfer of Equipment to Medical
Facility. Except as set forth in
subparagraph (iii), after the completion of
the Study at Medical Facility, the
Equipment shall be irrevocably transferred
and assigned to Medical Facility as part of
its compensation for conducting the Study,
and Medical Facility may thereafler use the
Equipment for all legally permitted
purposes. IN THE EVENT OF SUCH
TRANSFER OR ASSIGNMENT, THE
EQUIPMENT SHALL BE
TRANSFERRED AND ASSIGNED “AS
IS,” AND GENENTECH MAKES NO
WARRANTY OR REPRESENTATION,
EXPRESSED OR IMPLIED,
INCLUDING BUT NOT LIMITED TO
FITNESS, MERCHANTABILITY,
QUALITY, DESIGN, CONDITION,
SUITABILITY OR PERFORMANCE OF
THE EQUIPMENT.

(iii) Early Termination; Non-Use. In the
event that Medical Facility does not use the
Equipment in the conduct of any Study
activities or the Agreement is terminated
by Sponsor for cause, Medical Facility
shall, at its option, either: (A) return the
Equipment to sponsor at Sponsor’s
expense; or (B) reimburse Sponsor for the
residual fair market value of the Equipment
as of the date of termination. Sponsor or
Contractual research organization may, as
appropriate, either withhold the final
payment to Medical Facility until the
Equipment is refurned, or until Medical

organizace jsou povinni spolupracovat se
Zdravotnickym zafizenim za tCelem zajiSténi
nalezité udrzby ¢&i vymény Vybaveni, véetné
moznosti Zadavatele nahradit Zdravotnickému
zafizeni naklady wvzniklé v souvislosti se
zajifténim naleZité udrzby & v souvislosti s
vymeénou Vybaveni.

(ii) Prevod Vybaveni Zdravotnickému zafizeni. S
vyjimkou piipadii uvedenych v odstavei (ii1) bude
Vybaveni po dokonéeni Studie ve Zdravotnickém
zafizeni neodvolatelné pievedeno a postoupeno
Zdravotnickému zafizeni jako soutast jeho
nahrady za provadéni Studie a Zdravotnické
zatizeni bude nésledné opravnéno pouZivat
Vybaveni k jakémukoliv tucelu, ktery pravni
pfedpisy piipousti. V PRIPADE TAKOVEHO
PREVODU €I  POSTOUPEN]  BUDE
VYBAVENI PREVEDENO A POSTOUPENO
JAK STOJf A LEZf A ZADAVATEL ZA NEJ V
ZADNEM PRIPADE NEPREBIRA ZARUKU,

ZEIMENA ~ ZADAVATEL  NEPREBIRA
ZARUKU ZA JEHO  ZPUSOBILOST,

OBCHODOVATELNOST, KVALITU, DESIGN,
STAV, VHODNOST CI VYKONNOST.

(iii) Ptredéasné ukonéeni; nepouzivani Vybaveni.
V piipad¢ nepouZivani Vybaveni pfi provadéni
¢innosti v rAmei Studie Zdravotnickym zafizenim
¢ v piipadé divodného ukonéeni Smlouvy ze
strany Zadavatele, je Zdravotnické zafizeni
povinno na zdkladé své wvolby: (A) wvratit
Vybaveni Zadavateli na nédklady Zadavatele; nebo
(B) uhradit Zadavateli ziistatkovou redlnou trzni
hodnotu Vybaveni ke dni ukondeni. Zadavatel
nebo Smluvni vyzkumnd organizace jsou
opravnéni dle potfeby zadrzet zavéretnou platbu
Zdravotnickému zafizeni do okamziku vriceni
Vybaveni ¢&i dokud Zdravotnické zafizeni
neuhradi Zadavateli zistatkovou redlnou trini
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Facility reimburses Sponsor for the
residual fair market value of the Equipment
as of the date of termination.

eDiaries and Tablet return:

The final payment will be made afler
Sponsor has received copies of all
completed Case Report Forms (“CRFs”)
for each of the Subjects participating in the
Study with all queries resolved as well as
confirmation that all electronic patient
diaries have been returned. Medical
Facility shall have thirty (30) days from the
receipt of the final payment to dispute any
discrepancies relating to payments made
pursuant to this section 1. Medical Facility
understands that at some point following
such  period, Contractual research
organization will close its books relating to
the Study and any disputes received after
such period may be forwarded to Sponsor
for resolution.

Subject to the conditions set forth below,
Sponsor or Contractual research
organization  has provided HTC-HD2
T8585 Handheld Computer (eDiary) and
Acer Iconia WS510P (eQuestionnaires),
which is required for use in the Study and
that Medical Facility does not otherwise
own or have access to (the “Electronic
Equipment™) to Medical Facility for use in
the Study.

(1) Electronic Equipment Use; Maintenance.
Medical Facility agrees to house the
Electronic Equipment on site and to use the
Electronic Equipment solely in connection
with the Study during the term of the
Agreement. Medical Facility agrees to
maintain the Equipment in good working
condition, reasonable wear and tear
excepted. In the event that the Electronic
Equipment malfunctions or ceases to
operate during the conduct of the Study

hodnotu Vybaveni ke dni ukonéeni.

Vraceni e-diaird a tabletii:

Zavéretna platba bude uhrazena po obdrzeni kopif
vSech vyplnénych formuldit pro zaznam udajii o
subjektech hodnoceni - Case Report Forms
(-CRF*“) ohledné¢ vSech subjekti hodnoceni
O&astnicich se Studie ze strany Zadavatele,
zodpovézeni viech dotazii a po potvrzeni, Ze
veskeré elektronické diaie pacientii byly vraceny.
Zdravotnické zafizeni bude opravnéno ve lhaté
tiiceti (30) dni od obdrZeni zévéretné platby
rozporovat jakoukoliv nesrovnalost vztahujici se
k platbam poskytnutym dle tohoto odstavce 1.
Zdravotnické zafizeni bere na védomi, Ze
v uréitém casovém obdobi po uplynuti této lhity
dojde ze strany Smluvni vyzkumné organizace
kuzavieni udetnich knih tykajicich se se této
Studie a pfipadné rozpory uplatnéné po této lhité
mohou byt pfedany k rozhodnuti Zadavateli.

V souladu s podminkami uvedenymi niZze poskytl
Zadavatel nebo Smluvni vyzkumna organizace
Zdravotnickému zafizeni pro pouziti ve Studii
HTC-HD2 T¥585 pienosny poéita¢ (e-diai) a
Acer Iconia W510P (e-dotazniky), které jsou
potfebné pro pouziti ve Studii a Zdravotnické
zafizeni je nevlastnf nebo k nim nemé piistup
("Elektronické vybaveni").

(i) Pouzivani Elektronického vybaveni; Udrzba.

Zdravotnické zafizeni souhlasi s tim, Ze bude
Elektronické vybaveni uchovdvat na misté
provadéni Studie a pouzivat jej pouze Vv
souvislosti se Studii po dobu trvani Smlouvy.
Zdravotnické zatizeni se =zavazuje udrZovat
Elektronické wvybaveni v dobrém stavu, v
pfiméfeném olekdvaném opotiebeni. V piipadg,
ze Elektronické vybaveni nefunguje nebo piestanc
fungovat béhem provadéni Studie nikoliv vinou
Zdravotnického zafizeni, Smluvni vyzkumna
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through no fault of Medical Facility,
Sponsor or  Contractual  research
organization will arrange for appropriate
maintenance or replacement of the
Electronic Equipment, including, at
Sponsor’s option, reimbursing Medical
Facility for reasonable maintenance or
replacement expenses.

(ii) Return or Purchase of Electronic
Equipment. Upon completion or any
earlier termination of the Study at Medical
Facility, Medical Facility shall, at its
option, either: (A) return the Electronic
Equipment to Sponsor at Sponsor expense;
or (B) reimburse Sponsor for the residual
fair market wvalue of the Electronic
Equipment as of the date of termination.

Sponsor or  Contractual  research
organization may, at its option, either
withhold the final payment to Medical
Facility until the Electronic Equipment is
returned, or until Medical Facility
reimburses sponsor for the residual fair
market value of the Electronic Equipment
as of the date of completion or termination
of the Study.

IN THE EVENT OF TRANSFER OR

ASSIGNMENT UNDER THIS
PARAGRAPH, THE ELECTRONIC
EQUIPMENT SHALL BE

TRANSFERRED AND ASSIGNED “AS
IS,” AND SPONSOR MAKES NO
WARRANTY OR REPRESENTATION,
EXPRESSED OR IMPLIED,
INCLUDING BUT NOT LIMITED TO
FITNESS, MERCHANTABILITY,
QUALITY, DESIGN, CONDITION,
SUITABILITY OR PERFORMANCE OF
THE ELECTRONIC EQUIPMENT.

Bioclinica devices:

Subject to the conditions set forth below,
Sponsor or  Contractual  research

(ii) Vréaceni & Prodej Elektronické vybaveni. Po

organizace zajisti odpovidajici udrzbu nebo
vymeénu Elektronické vybaveni, véetné, dle volby
Zadavatele, tuhrady Zdravotnickému zafizeni
pfiméfené udrzby nebo nakladi na vyménu.

dokonéeni nebo jakémkoliv difvéj¥im ukonéeni
Studie ve Zdravotnickém zafizeni, musi
Zdravotnické zafizeni dle svého uvazeni bud’: (A)
vratit Elektronické vybaveni Zadavateli na
naklady Zadavatele nebo (B) uhradit Zadavateli
¢astku odpovidajici vysi zistatkové trzni hodnoty
Elektronické vybaveni ke dni ukongeni Studie.

Zadavatel nebo Smluvni vyzkumnid organizace
muize, dle svého uvaZeni, pozastavit posledni
platbu Zdravotnickému zafizeni, dokud nebude
Elektronické vybaveni vraceno nebo dokud
Zdravotnické zafizeni neuhradi Zadavateli
zastatkovou trzni hodnotu Vybaveni ke dni
ukonceni Studie.

V PRIPADE PREVODU CI POSTOUPENI DLE
TOHOTO ODSTAVCE BUDE
ELEKTRONICKE VYBAVENI PREVEDENO A
POSTOUPENO JAK STOJf A LEZI A
ZADAVATEL ZA NEJ V ZADNEM PRIiPADE
NEPREBIRA VYSLOVNOU CI IMPLICITNI{

ZARUKU, = ZEIMENA  ZADAVATEL
NEPREBIRA ~ ZARUKU  ZA  JEHO
ZPUSOBILOST, ~ OBCHODOVATELNOST,

KVALITU, DESIGN, STAV, VHODNOST CI
VYKONNOST.

Bioclinica pfistroje:

V souladu s podminkami uvedenymi niZe poskytl
Zadavatel nebo Smluvni vyzkumnd organizace
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organization has provided Lenovo
Thinkpad X131e Laptop- Includes Power
Supply and Ethernet Cable- , Dazzle Video
Creator Platinum HD- Video Input Adapter
and KINGSTON 32GB USB Memory
Stick, which is required for use in the
Study and that Site does not otherwise own
or have access to (the “Equipment No. 27)
to Site for use in the Study.

(i) Equipment No. 2 Use; Maintenance.
Medical Facility agrees to house the
Equipment No. 2 on site and to use the
Equipment solely in connection with the
Study during the term of the Agreement.
Medical Facility agrees to maintain the
Equipment No. 2 in good working
condition, reasonable wear and tear
excepted. In the event that the Equipment
No. 2 malfunctions or ceases to operate
during the conduct of the Study through no
fault of Medical Facility, Sponsor or
Contractual research organization will
arrange for appropriate maintenance or
replacement of the Equipment No. 2,
including, at Sponsor’s option, reimbursing
Medical Facility for  reasonable
maintenance or replacement expenses.

(ii) Return or Purchase of
Equipment No. 2. Upon completion or any
earlier termination of the Study at Medical
Facility, Medical Facility shall, return the
Equipment No. 2 to Sponsor at Sponsor’s
expense. Sponsor or Contractual research
organization may withhold the final
payment to Medical Facility until the
Equipment No. 2 is returned.

3. The Principal Investigator and the Medical
Facility shall be jointly responsible for
maintaining essential Study documents in
the manner specified by current good
clinical practice (“GCP™) guidelines and
applicable laws for fifteen (15) years after

(i) Pouzivani Vybaveni &.2; Udrzba. Zdravotnické

(i1) Vraceni ¢i Prodej Vybaveni €. 2. Po dokonceni

3. Hlavni zkouSejici bude spoleéné se Zdravotnickym

Zdravotnickému zafizeni pro pouziti ve Studii
Lenovo Thinkpad X13le Laptop - véetné
elektronického napéjeciho zdroje a ethernetového
kabelu-, zafizeni pro zdznam videa Dazzle Video
Creator Platinum HD- Video Input Adapter and
KINGSTON 32GB USB Memory Stick které jsou
potiebné pro pouziti ve Studii a Zdravotnické
zatizeni je nevlastni nebo k nim nemé piistup
("Vybaveni €. 2").

zafizeni souhlasi s tim, Ze bude Vybaveni ¢&. 2
uchovavat na misté provadéni Studie a pouZivat
jej pouze v souvislosti se Studii po dobu trvani
Smlouvy. Zdravotnické zafizeni se zavazuje
udrzovat Vybaveni ¢. 2 v dobrém stavu, v
piiméfeném odekavaném opotiebeni. V piipadé,
e Vybaveni & 2 nefunguje nebo pfestane
fungovat béhem provadéni Studie nikoliv vinou
Zdravotnického zafizeni, Smluvni vyzkumna
organizace zajisti odpovidajici udrzbu nebo
vyménu Vybaveni & 2, véetné, dle volby
Zadavatele, uUhrady Zdravotnickému zafizeni
priméfené udrzby nebo ndkladi na vyménu.

nebo jakémkoliv diivéj§im ukonceni Studie ve
Zdravotnickém zafizeni, musi Zdravotnické
zafizeni vratit Vybaveni & 2 Zadavateli na
ndklady Zadavatele. Zadavatel nebo Smluvni
vyzkumna organizace miize pozastavit posledni
platbu Zdravotnickému zafizeni, dokud nebude
Vybaveni &. 2 vraceno.

zafizenim odpovédny za uchovavani zakladnich
dokumentii ke Studii zplsobem stanovenym
aktudlné platnymi pravidly spravné klinické praxe
(,,GCP“) a s piislusnymi pravnimi pfedpisy po
patndct (15) let po dokonéen{ Studie nebo po deli
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the completion of the Study or such longer
period as specified by current GCP
guidelines and applicable laws. In addition,
Medical Facility shall take measures to
prevent accidental or premature destruction
of these documents.

The Medical Facility shall immediately
notify Contractual research organization of,
and provide Contractual research
organization 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 Medical Facility’s facilities, and the
Medical Facility shall permit Contractual
research organization and Sponsor to
attend any such inspections. The Medical
Facility will make reasonable efforts to
separate, and not disclose, all confidential
materials that are not required to be
disclosed during such inspections. Medical
Facility and Principal Investigator each
represents and warrants that there are no
pending for-cause regulatory audits,
investigations or proceedings involving
Medical Facility, Principal Investigator, or
any of their employees or agents
performing Study activities which relate to
compliance with laws regarding the
conduct of any clinical research.

The Medical Facility represents and
warrants that neither it, nor any of its
employees, agents or other persons
performing the Study under its direction,
has been debarred, disqualified or banned
from conducting clinical trials or is under
investigation by any regulatory authority
for debarment or any similar regulatory
action in any country, and the Medical
Facility shall notify Quintiles immediately
if any such investigation, disqualification,
debarment, or ban occurs.

dobu stanovenou aktudlné platnymi GCP a
pfisluSnymi pravnimi piedpisy. Kromé toho
Zdravotnické zafizeni pfijme opatieni k zabranéni
ndhodnému & ptedfasnému znideni téchto
dokumentti.

Zdravotnické zafizeni neprodlené vyrozumi
Smluvni vyzkumnou organizaci a preda ji kopie
viech dotazii, korespondence nebo sdéleni ke
Studii obdrZzenych od stitnich nebo regulaénich
organil (nebo jim adresované), zejména zadosti o
provedeni  kontroly prostor a  vybaveni
Zdravotnického zafizeni, a Zdravotnické zatizeni
dovoli Smluvn{ vyzkumné organizaci a Zadavateli
se téchto kontrol G¢astnit. Zdravotnické zaiizeni
vynalozi pfiméfené usili k oddéleni a nepredlozeni
téch materiald duverné povahy, které béhem
téchto kontrolnich navstév neni tfeba predkladat.
Zdravotnické zaiizeni a Hlavni zkouSejici, a to
kazdy zvlaidt’, prohlasuji a wjistuji, Ze neexistuji
zadné audity providéné regulaénimi organy
s uvedenim divodu, zadna vySetfovani ani Fizeni,
ktera se tykaji Zdravotnického zafizeni, Hlavniho
zkouSejictho nebo kteréhokoli z jejich
zameéstnanci nebo zastupcti Cinnych v rdmeci
Studie, jez souvisi sdodrZzovanim pravnich
predpisii o vedeni jakéhokoli klinického vyzkumu.

Zdravotnické zatrizeni prohlaSuje a ujiStuje, Ze
ono samo (ani nikdo z jeho zaméstnancii, zastupci
¢i jinych osob zapojenych do Studie pod jeho
vedenim) nebylo zbaveno piislusného opravnéni,
nebyl mu zakézén vykon ¢innosti, ani mu nebylo
zakdzano provadéni klinickych hodnoceni, ani
neni vysetfovano regulaénim organem ohledné
zdkazu wvykonu d&innosti, ani viéi nému neni
vedeno jiné fizeni u regulaéniho orgénu v jakékoli
zemi, a Zdravotnické =zafizeni je povinno
neprodlené vyrozumét Quintiles v piipadé, Ze
dojde ktakovému vySetfovani, zdkazu vykonu
Cinnosti ¢ kodnéti opravnéni k provadéni

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
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4. The shipment of dangerous goods and
infectious materials (including infectious
subject specimens) will comply with all
applicable laws. The Medical Facility will
be responsible for ensuring that each
individual who packages or handles any
dangerous goods or infectious materials
will comply with all applicable regulations.

5. Medical Facility and Principal Investigator
agree that the compensation they receive
from this Contract 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. Medical
Facility agrees that it will not bill any
patient, insurer, or governmental agency or
any other third party for any items, visits,
services or expenses provided or paid for
by Contractual research organization or
Sponsor.

Medical Facility and Principal Investigator
represent and warrant that neither they nor
any individual or entity acting on their
behalf, nor any payee under this Contract,
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
Contractual research organization, Sponsor
or the Medical Facility in securing an
improper advantage or in obtaining or
retaining business or in directing business
to any person or entity.

5. Zdravotnické zafizeni a Hlavni zkousSejici souhlasi

klinického hodnoceni.

Zasilani nebezpeéného zbozi a infekénich
materidld (véetné infekénich vzorkd subjekti
hodnoceni) se ¥idi viemi pfislunymi pravnimi
predpisy. Zdravotnické zafizeni zajisti, aby kazda
osoba zabyvajici se balenim nebezpetného zbozi
nebo infekéniho materiédlu nebo manipulaci s nimi
jednala v souladu se viemi platnymi predpisy.

stim, Ze nahrada, kterou dostdvaji podle této
Smlouvy, neni vyS§§i neZ realnd trini hodnota
sluzeb, které poskytuji a Ze jim nejsou
poskytovany z4dné platby, které je maji pfimét,
aby nakupovali nebo piedepisovali jakdkoli
léCiva, zdravotnické prostiedky nebo vyrobky.
Zdravotnické zafizeni se zavazuje, Ze nebude
Zzadnému pacientovi, pojistiteli nebo statnimu
organu U&tovat zadné polozky, névstévy, sluzby
nebo vydaje poskytnuté nebo hrazené Smluvni
vyzkumnou organizaci nebo Zadavatelem.

Zdravotnické zaffzeni a Hlavni zkouSejici
prohladuji a ujistuji, Ze oni ani Zadna fyzické ani
pravnické osoba jednajici jejich jménem pitimo &
nepiimo nenabidne ani nezaplati, nepovoli
nabidku ani thradu penéz ani poskytnuti jakékoli
majetkové hodnoty zastupci vefejné moci (ve
smyslu nize uvedené definice) ¢ vefejnému
subjektu, a to s védomim & Umyslem, Zze takova
uhrada, platba, slib & dar by z&asti nebo zcela
mély ovlivnit jakykoli tfedni postup ¢&i
rozhodnuti, které napomohou Smluvni vyzkumné
organizaci, Zadavateli nebo Zdravotnickému
zafizeni kziskani neoprdvnéné vyhody ¢&i
k ziskdni popf. udrZeni obchodni ptileZitosti &
k zajisténi poskytnuti takové obchodni piileZitosti
jakékoli jiné osobé ¢i subjektu.
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In addition to other rights or remedies
under this Contract or at law, Sponsor
and/or Contractual research organization
may terminate this Contract if Medical
Facility breaches any of the representations
or warranties contained in this Section or if
Contractual research organization or
Sponsor learns that improper payments are
being or have been made to Public
Officials by Medical Facility or any
individual or entity acting on its behalf.

For the purposes of this Contract, “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.

VIIL
Adverse Event Reporting

PRINCIPAL INVESTIGATOR WILL
REPORT ANY SERIOUS ADVERSE
EVENTS (SAES) AS REQUIRED BY
LAW, REGULATION AND THE
PROTOCOL. WITHIN 24 HOURS
(OR SUCH OTHER TIME AS
SPECIFIED IN THE PROTOCOL) OF
FIRST KNOWLEDGE OF ANY SAE
OR ANY EVENT THAT COULD
AFFECT THE SAFETY OF THE
STUDY PARTICIPANTS. PRINCIPAL
INVESTIGATOR WILL NOTIFY
QUINTILES AND THE SPONSOR VIA
THE ELECTRONIC DATA CAPTURE
SYSTEM (EDC). IN THE CASE OF
THE EDC BEING OFFLINE, THE
RESPONSIBLE SITE STAFF WILL
FAX THE PAPER SAE FORM TO
QUINTILES LIFECYCLE SAFETY
USING THE TOLL FREE FAX

Vedle ostatnich prav ¢ pravnich prostredka
napravy upravenych touto Smlouvou nebo
zdkonem jsou Zadavatel a/nebo Smluvni
vyzkumnd organizace opravnéni okamzité ukongit
platnost této Smlouvy, pokud Zdravotnické
zafizeni porusi kterdkoli ze svych prohlaseni nebo
ujisténi poskytnutych vtomto ¢&lanku, nebo
v piipadé, Ze Smluvni vyzkumné organizace nebo
Zadavatel zjisti, ze ze strany Zdravotnického &i
jakékoli osoby ¢&i subjektu jednajiciho jeho
jménem, jsou &i byla poskytovana neopravnéna
plnéni zastupciim veiejné moci.

Pro tGéely této Smlouvy, pojem ,,zdstupce vefejné
moci® znamend jakéhokoli Ufednika ¢&i
zaméstnance  statniho Gfadu, mezindrodni
organizace vefejného typu ¢&i jakékoli sekce,
oddéleni, organu ¢&i pobocky téchto instituci,
nebo jakoukoli osobu jednajici zmoci Ufedni,
véetné osob jednajicich ve prospéch jakékoli
vefejné organizace €1 podniku; a dale jakoukoli
politickou stranu & zéstupce politické strany, €i
jakéhokoli kandidata &i uchazee o vykon funkce
veiejné moci.

VIIL.
Hlaseni nezadoucich p¥ihod
HLAVNI ZKOUSEJICi ~ BUDE
NAHLASOVAT VESKERE ZAVAZNE
NEZADOUCI PRIHODY (SERIOUS

ADVERSE EVENTS - SAE) V SOULADU §
PRAVNIMI PREDPISY A S PROTOKOLEM
DO 24 HODIN (NEBO V JINE LHUTE
STANOVENE \Y PROTOKOLU)
OKAMZITE POTE, CO SE POPRVE DOZVI
O JAKEMKOLI SAE NEBO JINE
UDALOSTI, KTERA BY MOHLA
OHROZIT BEZPECNOST UCASTNIKU
STUDIE. HLAVNI ZKOUSEJIiCi O TOM
VYROZUMI QUINTILES A ZADAVATELE
PROSTREDNICTVIM SYSTEMU
ELEKTRONICKEHO ZAZNAMU DAT -
ELECTRONIC DATA CAPTURE (,EDCY).
VPRIPADE, ZE BUDE EDC SYSTEM
V REZIMU OFFLINE, ZASLE
ODPOVEDNY CLEN PERSONALU
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NUMBER (+353 1 809950) AND
ENTER THE SAE INTO THE EDC
SYSTEM AS SOON AS IT IS BACK
ONLINE.

IX.
Responsibility for Subject Injury

The Sponsor hereto acknowledges, that in
accordance with § 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 ensured. 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. A
copy of the Certificate of Insurance is
enclosed hereto as Appendix No. 4.

1.

Contractual research organization hereto
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 Contract by Contractual
research organization.

Neither Contractual research organization
nor Sponsor will be responsible for, and
the Medical Facility agrees, to the extent
allowed by law, to indemnify and hold
them harmless from, any loss, claim, cost
(including reasonable attorney fees) or
demand arising from any injuries or
damages resulting from the Medical
Facility’s negligence, failure to adhere to
the Protocol, failure to obtain informed
consent, unauthorized warranties, breach
of this Contract, breach of applicable law
or regulation or willful misconduct.

Odpovédnost za Gjmu na zdravi subjekti Studie

LISTINNY FORMULAR SAE QUINTILES
LIFECYCLE SAFETY POMOCI
BEZPLATNEHO FAXOVEHO CiSLA (+353
1 809950) A ZAZNAMENA SAE DO
SYSTEMU EDC JAKMILE BUDE OPET
V REZIMU ONLINE.

IX.

Zadavatel timto prohladuje a uji§tuje, Ze uzaviel
za sebe a za Hlavniho zkousejiciho pojisténi
odpovédnosti za $kodu zpiisobenou klinickym
hodnocenim v souladu s ustanovenimi § 52
zakona o léCivech ¢. 378/2007 Sb., v platném
znéni. Toto poji§téni rovnéz fadné kryje umrti
subjektu Studie vdisledku Ujmy na zdravi
vyplyvajici nebo zpisobené béhem provadéni
Studie, které lze hradit z pojiSténi. Kopie
pojistného certifikdtu tvori Prilohu & 4 této
Smlouvy.

Smluvni vyzkumna organizace timto vyslovné
odmita jakoukoli odpovédnost v souvislosti
s hodnocenym produktem, véetné odpovédnosti
za néroky spojené stimto produktem, jehoz
podéni zptisobilo nebo mélo zpilisobit vznikly
stav, ledaZe je tato odpovédnost zpiisobena
nedbalosti, imysIné protipravnim jednanim nebo
porusenim této Smlouvy ze strany Smluvni
vyzkumné organizace.

Smluvni vyzkumni organizace ani Zadavatel
neodpovidd (a Zdravotnické zafizeni se je
vrozsahu piipustném ze zdkona zavazuje
odskodnit a pfevzit za né odpovédnost) za
jakoukoli ztratu, nérok, naklady (v&etn& nakladi
pravniho zastoupeni v pfiméfené vy$i) ani za
pozadavek ztitulu jakékoli jmy na zdravi &i
§kody plynouci znedbalosti ¢ nedodrzeni
Protokolu, neopatfeni si  Informovaného
souhlasu, neopravnénych ujisténi, poruseni této
Smlouvy, poru$eni piisludnych pravnich pfedpist
nebo Umyslné protipravniho jednini ze strany

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
F. Hoffmann-La Roche Ltd, GA 28951

Vojenska nemocnice Brmo, [N
Verze/Version 2.0 100915

16 235



O QuUINTILES'

The Medical Facility shall promptly notify
Contractual research organization and
Sponsor in writing of any claim of illness,
injury or damage actually or allegedly
arising from the conduct of the Study.
Sponsor shall have the right to control the
defence of any such claims and the
Medical Facility shall cooperate fully with
Sponsor in handling such claims.

Sponsor agrees to indemnify and hold
harmless the Medical Facility and
Principal Investigator from any third party
claims of illness, injury or damage
directly arising out of the conduct of the
Study in accordance with the Protocol,
except to the extent any such illness,
injury or damage is caused by the Medical
Facility or Principal Investigator’s
negligence, misconduct, failure to follow
the Protocol or breach of applicable law or
regulation.

Medical Facility shall
Commercially Reasonable level of
insurance, and, upon request, shall
provide a certificate of insurance to
Contractual research organization. For
purposes of this Section, “Commercially
Reasonable” shall mean in accordance
with standard practice in the health
service and in the geographical area, or as
may be otherwise required by law.

maintain  a

X
Protection of Confidential Information.
Personal Data

For the purpose hereof, all the
information provided by Sponsor with
regard to the Study or the Study
documentation (comprising in particular
the information on the structure,

Zdravotnického zafizeni.

Zdravotnické zafizeni je povinno neprodleng
pisemné vyrozumét Smluvni vyzkumnou
organizaci a Zadavatele o jakémkoli néroku
vztahujicimu se konemocnéni nebo Ujmé na
zdravi, knimz doSlo nebo mélo dojit
v souvislosti s provadénim Studie. Zadavatel ma
pravo dohlizet na obhajobu proti jakymkoli
takovym narokim a Zdravotnické zafizeni je
povinno plné spolupracovat se Zadavatelem pii
jednanich o vypofadani takovych néroki.

Zadavatel odSkodni Zdravotnické zafizeni a
Hlavniho zkoudejictho a pfevezme za né
odpovédnost ve vztahu k jakymkoli nérokiim
tieti osoby vztahujicim se k onemocnéni, (ijmé
na zdravi nebo Skodé, vyplyvajici pfimo
zprovadéni Studie vsouladu s Protokolem,
ledaze je takové onemocnéni, ijma na zdravi
nebo Skoda zplsobena nedbalosti, tmyslnym
protiprivnim jednanim, nedodrZzenim Protokolu
nebo porudenim pfislusnych pravnich ptedpisii ze
strany Zdravotnického zafizeni nebo Hlavniho
zkousejiciho.

Zdravotnické zatizeni je povinno vést v platnosti
na komeréné pfiméfené Urovni pojidténi a na
vyzvu Smluvni vyzkumné organizace je povinno
predlozit potvrzeni o existenci tohoto pojisténi.
Vyraz ,,na komeréné pfimérené urovni® znamena
pro tulely tohoto odstavce pojisténi, které je
v souladu s b&Zznou praxi v oboru zdravotnickych
sluzeb a vpfislusné geografické oblasti nebo
podle jinych poZadavki zdkona.

X.
Ochrana divérnych informaci.
Osobni udaje
Veskeré informace a udaje poskytnuté

Zadavatelem ve wvztahu ke Studii nebo k
dokumentaci ke Studii (zejména tudaje o
struktuie, sloZeni, pfisadach, receptech, know-
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composition, ingredients, formulas,
know-how, technologies and processes)
as well as any other information relating
to the Study or its progress will be
deemed confidential. The Medical
Facility and the Principal Investigator
will not disclose the confidential
information to third parties, except
persons involved in the Study and who
need to know the information in question,
and will take all such steps as shall from
time to time be necessary to ensure
compliance by its employees, agents and
sub-contractors with the provisions of this
Article. The confidential information are
component part of a business secret of
the Sponsor and/or are subject of rights to
intellectual property of the Sponsor and
will remain secret and kept by the
Medical Facility and the Principal
Investigator in a place dedicated for
information of that character unless the
Medical Facility or the Principal
Investigator prove that the information is
accessible to the general public. These
confidentiality obligations shall continue
until ten (10) years after completion of
the Study, but shall not apply to
Confidential Information to the extent
that it: a) is or becomes publicly available

through no fault of the Medical
Facility/Principal Investigator; b) is
disclosed to the Medical

Facility/Principal Investigator by a third
party not subject to any obligation of
confidence; ¢) must be disclosed to ECs,
or applicable regulatory authorities; d)
must be included in any subject’s
informed consent form; €) is published in
accordance with Article XI. herein; or, f)
is required to be disclosed by applicable
law, provided that the Medical
Facility/Principal Investigator shall give
Sponsor and Contractual research
organization prompt, advance written
notice to permit Contractual research
organization, Sponsor or their agents to

how, technologiich a procesech) a zaroveii i
veskeré jiné informace souvisejici se Studii a
sjejim postupem se povaZuji za duvéme.
Zdravotnické zafizeni a Hlavni zkou$ejici nesmi
zptistupiiovat divémé udaje tfetim osobam
s vyjimkou osob zapojenych do provadéni
Studie, a to pouze tém, kiefi je potfebuji znat, a
podniknout veskeré kroky, kterych bude obcas
zapotiebi k zaji§téni dodrZzovéani tohoto ¢lanku
ze strany jejich zaméstnancl, zastupcl a
subdodavateli. Davémné udaje jsou slozkou
obchodniho tajemstvi Zadavatele a/nebo jsou
pfedmétem jeho prav k duSevnimu vlastnictvi a
Zdravotnické zafizeni a Hlavni zkouSejici je
budou uchovavat v tajnosti na misté uréeném
pro udaje této povahy, ledaze prokazou, Ze dané
udaje jsou vefejné pristupné. Tyto zavazky
mldenlivosti zistanou v platnosti po dobu deseti
(10) let po dokonéeni Studie, nebudou se viak
vztahovat na divémé 1daje v nasledujicim
rozsahu: a) jsou-li &i stanou-li se vefejné znameé
bez zavinéni Zdravotnického zatizeni / Hlavniho
zkousejiciho; b) jsou sdéleny Zdravotnickému
zafizeni / Hlavnimu zkousejicimu tieti osobou
nepodléhajici zdvazku mienlivosti; ¢) musi byt
oznameny etickym komisim &i piislusnému
regulaénimu ufadu; d) musi byt zahrmuty
v pisemném informovaném souhlasu jakéhokoli
subjektu hodnoceni; €) jsou zvefejiiovany
vsouladu sél. XI této Smlouvy; nebo f)
povinnost jejich zvefejnéni plyne ze zakona,
stim, Ze Zdravotnické zafizeni / Hlavni
zkousejici jsou povinni dorudit Zadavateli a
Smluvni vyzkumné organizaci neprodlené
pfedem pisemné oznameni, tak aby umoZnili
Smluvni vyzkumné organizaci, Zadavateli nebo
jejich zéastupcim vznést namitky nebo jinak
omezit takové zpristupnéni.

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
F. Hoffmann-La Roche Ltd, GA 28951

Vojenska nemocnice Bmno,

Verze/Version 2.0 100915

18235



O QuINTILES

object to or otherwise limit such
disclosure.

2. Both prior to and during the course of the
Study, the Principal Investigator and | 2.
his’her teams may be called upon to
provide personal data which falls within
the scope of the law and regulations
relating to the protection of personal data
(“Data  Privacy  Legislation™).  For
Investigators, this personal data may
include names, contact information, work
experience and professional
qualifications, publications, resumes, and
educational background. The Principal
Investigator consents to the processing of
Principal Investigator’s personal data
collected by Quintiles or Sponsor, and
Principal Investigator and Medical
Facility agree to obtain any consents, as
may be necessary in accordance with
applicable Data Privacy Legislation, for
the processing of any personal data
collected by Quintiles or the Sponsor from
its investigators, sub-investigators, staff
and personnel involved in the conduct of
the Study. Such consent shall authorize
the transfer of personal data, to countries
other than the Medical Facility's own
country, including without limitation the
United States, even though data protection
may not exist or be as developed in those
countries as in the Medical Facility’s own
country, for the following purposes: (i) the
conduct and interpretation of the Study,
(ii) review by governmental or regulatory
agencies, Sponsor, Contractual research
organization and their agents and affiliates
and collaborators, (iii) satisfying legal or
regulatory requirements, (iv) publication
on www.clinicaltrials.gov and websites
and databases that serve a comparable
purpose; and (v) storage in databases for
use in selecting sites in future clinical
trials. In the event any Medical Facility
personnel participating in the Study are
not willing to provide such consent,

Pfed zahajenim Klinického hodnoceni a v jeho
prubéhu mohou byt Hlavni zkousejici a jeho
tymy pozadani o poskytnuti osobnich udaji. Tyto
udaje spadaji pod rezim zdkonnych a
podzédkonnych pfedpisi na ochranu osobnich
udajii (déle jen , legislativa na ochranu osobnich
udaji). V pfipadé Zkousejicich mohou tyto
osobni udaje obsahovat jména, kontaktni udaje,
pracovni zkusSenosti a odbornou kvalifikaci,
publikaéni ¢innost, Zzivotopisy a vzdélani. Hlavni
zkou$ejici dava souhlas se zpracovanim svych
osobnich udaji shromazdénych Quintiles nebo
Zadavatelem a Hlavni zkousejici a Zdravotnické
zafizeni se zavazuji ziskat vedkeré souhlasy,
které mohou byt zapotfebi v souladu s ptisluinou
legislativou na ochranu osobnich udaji ke
zpracovani  jakychkoli  osobnich  tudaji
shromazdénych spoleénosti Quintiles,
Zadavatelem od jeho zkousejicich,
spoluzkousejicich, zaméstnancli a personalu
udastnicich se provadéni Studie. Takovy souhlas
povoluje pfenos osobnich udaji do jinych zemi
nez zemé Zdravotnického zafizeni, zejména do
Spojenych statd americkych, a to i kdyby
v téchto zemich neplatil nebo neexistoval natolik
vyspély reZim ochrany dat jako v v zemi
Zdravotnického zafizeni, a to pro nasledujici
ucely: (i) provadéni a vyklad Studie, (ii)
prezkoumani statnimi nebo regulanimi orgéany,
Zadavatelem, Smluvni vyzkumnou organizaci,
jejich  zéstupci. propojenymi osobami a
spolupracovniky,  (iii)  zajisténi  souladu
s pravnimi piedpisy a pozadavky reguladnich
orgént, (iv) uvefejnéni na www.clinicaltrials.gov
a na webovych strankdch a v databdzich
slouzicich k podobnému udelu; a (v) uloZeni do
databazi z diivodu usnadnéni vybéru mist pro
budouci klinickd hodnoceni. Pokud né&jaci
zamestnanci Zdravotnického zafizeni, ktefi se
ucastni Studie, nebudou ochotni dat takovy
souhlas, nebudou se moci Gastnit Studie.
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Medical Facility acknowledges that such

personnel will not be able to participate in
the Study.

The Medical Facility warrants that it has
the legal authority to share the clinical
data and Study-related records and
information with Contractual research
organization and Sponsor.

XI.
Ownership of Study Results; Intellectnal
Property; Publication

Vi

The Sponsor shall own the Study results
which will remain subject of the exclusive
rights to intellectual property of the
Sponsor. Sponsor shall have exclusive
ownership of any inventions or
discoveries arising in whole or in part
from Confidential Information or arising
from the conduct of the Study. The
Medical  Facility and  Principal
Investigator will promptly notify Sponsor
of any such inventions or discoveries and,
at Sponsor’s expense, execute any
documents and give any testimony
necessary for Sponsor to obtain patents in
any country or to otherwise protect
Sponsor’s interests in such inventions or
discoveries.

Medical Facility understands that this
Study is being conducted at multiple
research sites. Medical Facility is free to
publish or present the Study results
obtained at the Medical Facility, but only
after the first publication or presentation
that involves the multi-center data or
eighteen (18) months after the completion
of the multi-center Study, whichever is
first. The Medical Facility and the
Principal Investigator undertake to consult
publishing of any document or
presentation regarding the course or
results of the Study with the Sponsor at

Zdravotnické zafizeni wjidtuje, Ze je za zékona
opravnéno sdilet se Smluvni vyzkumnou
organizaci a se Zadavatelem klinickd data a
zaznamy a informace souvisejici se Studii.

XI.
astnictvi vysledki Studie; duevni vlastnictvi;
publikace

Zadavatel bude vlastnikem vysledki Studie,
které ziistanou pfedmétem jeho vyhradnich prév
k dufevnimu  vlastnictvi. Zadavatel bude
vyhradnim vlastnikem veskerych vynalezi nebo
objevil vzniklych zcela nebo z&ésti z Dlivérnych
informaci nebo vyplyvajicich z provadéni Studie.
Zdravotnické zafizeni a Hlavni zkouSejici
neprodlené uvédomi Zadavatele o jakémkoli
takovém objevu nebo vyndlezu a na néklady
Zadavatele uzaviou veSkeré dokumenty a daji
veskerd svédectvi nutnd k tomu, aby Zadavatel
ziskal vjakékoli zemi patenty, nebo kjiné
ochrané podilu Zadavatele na takovych
vynélezech nebo objevech.

Zdravotnické zafizeni je srozuméno s tim, Ze tato
Studie je provddéna na nékolika vyzkumnych
pracovistich. Zdravotnické zafizeni miZe
libovolné publikovat nebo prezentovat vysledky
Studie, ale aZ po prvni publikaci nebo prezentaci
multicentrickych 1dajii nebo osmnéct (18)
mésici po dokonfeni multicentrické Studie,
podle toho, ktery ztéchto okamzikii nastane
diive. Zdravotnické zaiizeni a Hlavni zkouSejici
se zavazuji konzultovat se Zadavatelem publikaci
jakéhokoli dokumentu mnebo prezentace o
pribéhu nebo vysledcich Studie nejméné 60 dni
pied zvefejnénim daného dokumentu nebo pied
piislunou  prezentaci. Kromé toho je
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least 60 days before public disclosure of
such document or presentation. In
addition, at Sponsor’s request, the
Medical Facility shall delay publication
for an additional ninety (90) days to allow
Sponsor the opportunity to file for patent
protection. Complete or partial results of
the Study will not be published by the
Medical Facility or the Principal
Investigator unless prior written consent is
obtained from the Sponsor.

The Medical Facility and the Principal
Investigator understand that any scientific
publication regarding the discoveries or
study medication will not be published by
Medical Facility or the Principal
Investigator  before the  Sponsor’s
application for a patent providing such
application for a patent is applicable with
regard to the character of the Study
results.

XII.
Settlement of Disputes

Contract parties undertake to provide | 1.
assistance to each other and to settle
possible disputes regarding their different
views on the procedures and methods of
work by means of discussing the matter in
a manner usually applied by Contract
parties.

XII1.
Financial aspects

1. According to the payment schedule | 1.
(paragraph 2 of this Arlicle) the
Contractual research organization, on
behalf of Sponsor, will pay to the Medical
Facility for each completed visit of Study
subject participating in the Study in
compliance with the protocol, in respect
of which the Study has been conducted in
compliance with this Contract and whose
records has been revised by authorised

Zdravotnické zafizeni povinno odloZit toto
zvefejnéni na Zzadost Zadavatele o dalSich
devadesat (90) dni, aby tak umoZnilo Zadavateli
podat patentovou piihlasku. Zdravotnické
zafizeni ani Hlavni zkousejici nezvefejni Gplné
ani castetné vysledky, aniz by pfedem ziskali
pisemny souhlas Zadavatele.

Zdravotnické zafizeni a Hlavni zkouSejici jsou
srozuméni s tim, Ze nezverejni zadnou védeckou
publikaci o objevech a o hodnocenych lé€ivech
dfive, nez Zadavatel poda patentovou piihlasku,
za predpokladu, Ze lze vzhledem k povaze
vysledku Studie podat takovou pfihlasku.

XIL.
ReZeni sporii

Smluvni strany se zavazuji poskytovat si
navzdjem soudinnost a fefit piipadné spory
souvisejici s jejich odliSnymi nazory na pracovni
postupy a metody jedndnim o dané otdzce
zplisobem, ktery obvykle pouzivaji.

XTII1.
Finan¢ni aspekty

Smluvni zdravotnickd organizace bude hradit
v zastoupeni Zadavatele  Zdravotnickému
zafizeni platby podle platebntho rozvrhu
uvedeného v odstavci 2 tohoto ¢lanku za kazdou
absolvovanou navitévu subjektu Studie, ktery se
ucastni Studie v souladu s Protokolem, ve vztahu
knémuz je tato Studie provadéna v souladu
s touto Smlouvou a jehoz zdznamy byly
revidovany povéfenou osobou podle &lanku VI.
odst. 2.
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person according to Article VI, paragraph
2.

The parties agree that the payee
designated below is the proper payee for
this Agreement, and that payments under
this Agreement will be made only to the

following payee (the “Payee™):

Smluvni strany souhlasi, e niZe definovany
piijemce platby je fadnym pijemcem platby dle
této Smlouvy, a Ze platby za sluzby vykonané na
zaklad€ této Smlouvy budou uskutenény pouze
ve prospéch niZe uvedeného pifjemce platby
(déle jen ,,P{jemce platby*).

PAYEE
NAME:
Please note:

NAZEV
PRIJEMCE
PLATBY:
Poznamka: Je

This  should tFeba uvést
be a business ndzev / obchodni
name  and . . Sirmu
must  match Vojenalet meamioeniss Heno spolecnosti, Vojenska nemocnice Brno
the business kterd musi
name used to odpovidat ndzvu
file for your / obchodni
tax EIN or firmé, se kterym
other tax ID se poji dariové
number identifikacni
cislo
PAYEE ARESA
ADDRESS: PRIJEMCE
Please Note: | Zabrdovicka 3, postcode PLATBY: .
this  should | 636 00 Brmo, Czech Poznamka:  Je | Zabrdovicka 3, 636 00 Brno,
ke street | Republic tFeba uvést | Ceska republika
address, not Jyzickou adresu,
a PO Box nikoli  poStovni
prihrddku.
DANOVE CISLO SE
Eiﬁ cﬁf‘f’ DMXI}J(S; MUSI VZTAHOVAT KE
P SHORA UVEDENEMU
o eEr | THE PAYEE NAME DANOVE & | NAZVU /~ OBCHODNI
INDICATED ABOVE Ni &iSL0 FIRME PRITEMCE
PLATBY
CZ60555530
CZ60555530
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Account number Cislo bankovniho étu
4034881/0710 4034881/0710
IBAN CZ60 0710 0000 IBAN CZ60 0710 0000
0000 0403 4881 0000 0403 4881
BANK T
DETAILS Bankovni udaje
SWIFT code SWIFT kéd
CNBACZPP CNBACZPP
Bank name Nazev banky
Ceska nérodni banka Ceska narodni banka
2. The payment schedule: 2. Platebni rozvrh:
Visit Payment per Navitéva Platba za osobu a
subject for kazdou
each completed dokonéenou
Visit navitévu
WA | N | I | | ARUEIN | AT -
|- 1[Il ]
| ! N L D
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* To be paid upon receipt of completed ¢CRFs.

Pregnancy test, alcohol and gauze:

The Medical Facility is responsible for
purchase of pregnancy tests, alcohol pad and
gauze during the course of the trial, not to
exceed 31 500 CZK. Medical Facility = will
provide such materials to patients (study
subjects) to take home for the purposes of
study protocol procedures. A supply fee
reimbursement for the purchase of pregnancy
tests, alcohol pads and gauze will be
reimbursed on a pass-through basis upon
receipt of invoice are not included in the
attached Budget

3. No payment will be made for visits not
performed in compliance with the
Protocol.

4. No payment will be made for visits
performed in subjects found ineligible
upon review of their Case Report Forms
and source documents.

5. These payments include all work and
costs associated with clinical and
laboratory assessments, visits, quality
control, provision of laboratory
certificates, administration, and storage
and dispensation of study medication in
compliance with the Protocol.

6. Performance on the part of the Medical
Facility shall be deemed as executed upon
the approval of performed activity on the
part of the Contractual research
organization. Financial payments will be

*Bude proplaceno po obdrZeni vypIn&nych eCRFs.

Tehotensky test, alkohol a giza:

Zdravotnické  zafizeni vpribéhu  klinického
hodnoceni mna vlastni odpovédnost zakoupi
téhotenské testy, alkoholové &tvereCky a gdzu v
celkové cené nepfevysujici 31 500 K&. Zdravotnické
zafizeni poskytme tento materidl pacientim
(subjektim hodnoceni) k domécimu uziti pro ucely
procedur piedpoklédanych studijnim protokolem.
Néhrada ndkladi  vynalozenych na  koupi
téhotenskych testl, alkoholovych &tvereckld a gazy
bude pribéiné poskytovana po obdrzeni piislusné
faktury a neni zahrnuta v pfiloZzeném rozpoétu.

o

Navitévy, které nebyly absolvovany v souladu
s Protokolem, nebudou hrazeny.

4. Navitévy u subjektli, které byly po ovéfeni
formuldfe o jejich zdznamech a zdrojovych
dokumenti shledany za nezpusobilé tdastnit se
Studie, nebudou hrazeny.

5. Tyto platby budou zahrmovat veSkeré price a
naklady spojené sklinickym a laboratornim
hodnocenim, nadvitévami, kontrolami jakosti, s
poskytnutim laboratornich certifikat,
s podavanim, skladovanim a  vydavanim
hodnoceného 1étiva v souladu s Protokolem.

6. Plnéni ze strany Zdravotnického zafizeni se ma
za poskytnuté po schvéleni vykonané ¢innosti ze
strany Smluvni vyzkumné organizace. Finanéni
plnéni bude poskytovino Zdravotnickému
zatizeni kazdé tfi (3) mésice, poéinaje dnem

Smiouva o klinickém hodnoceni/Contract on Clinical Trial
F. Hoffinann-La Roche Ltd, GA 28951

Vojenska nemocnice Bmo, (IR
Verze/Version 2.0 100915

26z 35




QO QuINTILES'

provided to the Medical Facility every
three (3) months, beginning with the day
of initiation of the Study (Initiation of the
Study under this Agreement shall be
deemed as a day of signature of the
Informed Consent by a premier subject in
Europe), on a completed visit per subject
basis in accordance with the attached
budget and in compliance with the above
payment schedule respectively.
Afterwards based on a approval on
performed activity and a notice to issue a
tax document delivered upon the end of
the concemed payment period by the
Contractual research organization, the
Medical Facility shall be obliged to issue
the tax document within ten (10) days of
the day of delivery of the notice. The tax
document must contain all requirements
specified by legal regulations. Due date of
the tax document shall be at least thirty
(30) days.

Financial performance is provided on the
basis of the above tax documents and will
be reduced in each case of such
performance in a sum representing a
completion bond in an amount of ten (10
%) percent. The aggregate amount
representing all in this manner deferred
payments will be paid by Contractual
research organization after completion of
the Study when all inquiries regarding the
data have been clarified and the database
is ready to close.

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

In case of changes in the Payee’s bank
details, Medical Facility is obliged to
inform Contractual research organization
in writing. Parties agree that in case of
changes in bank details which do not

zahajeni Studie (zahdjenim Studie se dle této
Smlouvy rozumi den podpisu informovaného
souhlasu prvaim subjektem hodnoceni v Evrope),
vsouladu s pfilozenym rozpottem vzdy za
uskutetnéné navitévy jednotlivych subjekti
hodnoceni respektive v souladu s vyse uvedenym
platebnim  rozvrhem.  V ndvaznosti  na
odsouhlaseni uskute¢néné &innosti a vyzvy
k vystaveni dafiového dokladu dorudené ze
strany Smluvni vyzkumné organizace po
skongeni pfislusného platebniho obdobi je poté
Zdravotnické zatizen{ povinno do deseti (10) dn
ode dne obdrzeni piislusné vyzvy vystavit
dariovy doklad. Danovy doklad musi obsahovat
veskeré zdkonné nalezitosti. Splatnost dafového
dokladu bude ¢&init nejméné tficet (30) dna.

Finanéni plnéni je poskytovano na zakladé
uvedenych dariovych dokladii a bude v kazdém
pfipadé poniZeno o &astku provadéci zaruky ve
vysi deseti (10 %) procent. Celkovou ¢astku za
viechna takto sniZena plnéni poskytne Smluvni
vyzkumné organizace po dokonceni Studie, kdy
budou vyjasnény viechny dotazy tykajici se dat a
databéaze bude piipravena k uzavieni.

Pokud je Zdravotnické zafizeni platcem DPH,
bude ke viem vySe uvedenym fakturovanym
ééstkam pripoctena DPH v zékonné vyji.

Dojde-li ke zménam ohledné bankovniho spojeni
Pijemce platby, je o tom Zdravotnické zafizeni
povinno  pisemné  informovat  Smluvni
vyzkumnou  organizaci.  Smluvni  strany
siednavaji, e pokud se bude jednat pouze o
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involve a change of payee or change of
country location of bank account, no
further amendments are required.

10. If Sponsor provides financial statement
forms, then the Medical Facility and
Principal Investigator agree that Principal
Investigator and Co-Investigators who are
directly involved in the treatment or
evaluation of research subjects shall
promptly return to Sponsor a financial
statement form that has been completed
and signed, which shall disclose any
applicable financial interests held by them
or by their family dependants. The
Principal ~ Investigator and  Co-
Investigators shall ensure that forms are
promptly updated as needed to maintain
their accuracy and completeness during
the Study and for one year after its
completion. The Principal Investigator
and Medical Facility agrees that the
completed forms may be subject to review
by accredited representatives of healthcare
agencies, Sponsor, and their agents, and
the Medical Facility consents to such
review. The Principal Investigator further
consents to the transfer of its financial
disclosure data outside of the Medical
Facility’s own country, including to the
United States of America, even though
data protection may not exist or be as
developed as in Czech Republic.

[—
ok

. Patient Reimbursement
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. Pokud Zadavatel poskytuje formuléie finan¢énich

. Pacientské nahrady

zménu bankovnich 1udaji a nikoli o zménu
v osobé piijemce plateb nebo o zmeénu statu,
v némz je bankovni ti¢et veden, nebude zapotiebi
uzavirat zadny dalsi dodatek.

prohlaseni, souhlasi Zdravotnické zafizeni a
Hlavni zkousejici s tim, ze Hlavni zkousejici a
spoluzkousejici, kteti se piimo podili na léceni
nebo hodnoceni subjekti klinického hodnoceni,
neprodlené piedaji Zadavateli vyplnény a
podepsany formuldi finan¢niho prohlaseni,
vnémZz se Hlavni zkou3ejici ¢i spoluzkouSejici
pfiznavaji k jakymkoli finanénim zajmim, které
maji oni sami nebo jejich manzelé/manzelky &i
nezaopatiené  déti. Hlavni  zkouSejici a
spoluzkousejici zajisti urychlenou aktualizaci
formulaid, scilem zajistit jejich presnost a
uplnost v pritbéhu realizace Studie a jeden rok po
jejim  dokonéeni. Hlavni  zkouSejici a
Zdravotnické zafizeni souhlasi s tim, Ze vyplnéné
formuléfe mohou kontrolovat povéfeni zastupci
zdravotnickych organi a Zadavatel a jejich
zastupci, a Zdravotnické zafizeni souhlasi
s takovymi kontrolami. Hlavni zkouSejici déle
souhlasi s pfenosem dat o finanénim prohlaSeni
mimo vlastni zemi Zdravotnického zafizeni,
véetné Spojenych stath americkych, a to i kdyby
v téchto zemich neplatil nebo neexistoval natolik
reim ochrany dat jako v Ceské
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12. Pharmacy Services

The Institution hereby represents and
warrants that it will ensure the performance
of pharmacy services, as below described,
in accordance with the Protocol on its own
responsibility and liability.

A one time, non-refundable Pharmacy Set-
Up payment of 5 000 CZK, [which
includes institutional overhead], will be
made upon completion and receipt by
Quintiles of all original contractual and
regulatory documentation and receipt of
original invoice.

Pharmacy Annual Fee

Further, Pharmacy Annual Fee in a flat
sum of 6 000 CZK per each year of active
participation of the Medical Facility in the
Study (from the day of delivery of the first
shipment till the completion of the last visit
of the last patient in the Medical Facility)
will be made upon completion and receipt
by Contractual research organization of all
original contractual and regulatory
documentation and receipt of original
invoice.

These amounts include payment for:

*  Study Drug delivery acceptance and
confirmation;

»  Storage of Study Drug, recording,
preparing for destruction and destruction;
Supply of Study Drug to the
Institution;

*  Regular monitoring of study Drug at
the Site by selected clinical pharmacist;

12. Lékarenské sluzby

Zdravotnické zafizeni se zavazuje, Ze na vlastni
odpovédnost a v souladu s Protokolem zajisti
provedeni 1ékarenskych sluzeb, jeZ jsou niZe
definovény.

Quintiles uhradi jednorazovou, nevratnou ¢éastku
lékarenského Set-Up poplatku v celkové vysi
5 000 K¢, (kterdA zahrmuje rezijni naklady).
Uhrada tohoto poplatku bude provedena v
navaznosti na dokonfeni veskeré originilni
smluvni a regulatorni dokumentace a jeji
doruceni Quintiles a pfijeti origindlni faktury.

Roéni lékarensky poplatek

Smluvni vyzkumnad organizace dale uhradi
Zdravotnickému zafizeni pauSalni 1ékarensky
poplatek ve vysi 6 000 K& za kazdy rok aktivni
Ucasti centra ve studii (od pfijmu prvni zasilky po
ukongeni posledni visity posledniho pacienta v
centru). Uhrada tohoto poplatku bude provedena
v navaznosti na dokonfeni veskeré origindlni
smluvni a regulatorni dokumentace a jeji
dorueni Smluvni vyzkumna organizaci a piijeti
originalni faktury.

Tyto &astky zahrnuji platbu za:

» Pifjem a potvrzeni hodnoceného léCivého
piipravku;

+  Uskladnéni, evidenci, pfipravu na destrukci a
destrukei;

* dodéni hodnoceného
zdravotnickému zafizeni.

e pravidelnou kontrolu hodnoceného 1é¢ivého
pifpravku v misté hodnoceni  vybranym

létivého piipravku

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
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» All other duties performed by the
Pharmacy in accordance with the Protocol
and supporting documentation throughout
the course of the Study.

13. INVOICES

Original Invoices pertaining to this Study
must be issued to and submitted to Quintiles
at the following address:

Quintiles Czech Republic, s.r.0.,
Radlicka 714/113a, Jinonice
158 00 Praha 5
Czech Republic
Identification Number: 247 68 651
Tax Identification Number: CZ247 68 651

Please note that invoices will not be processed
unless they reference the Sponsor name,
Protocol number and Investigator name and
site number. After receipt and verification,
reimbursement for invoices will be included
with the next regularly scheduled payment for
subject activity.

Any expense or cost incurred by Site in
performing this Agreement that is not
specifically designated as reimbursable by
Quintiles or Sponsor under the Agreement
(including this Budget and Payment Schedule)
is Site’s sole responsibility.

XIV.
Study Completion

1. The Sponsor shall, within 90 days of the
study completion, inform the State
Institute for Drug Control and relevant

farmaceutem,;

+ daldi odpovédnosti Lékarny v souladu se
studijnim Protokolem a instrukcemi Zadavatele
po celou dobu priibéhu Studie.

13. FAKTURY

Prvopisy faktur, které souviseji s touto Studii,
museji byt vystaveny na Quintiles a ptedloZeny
Quintiles na nasledujici adresu:

Quintiles Czech Republic, s.r.o0.,
Radlicka 714/113a, Jinonice
158 00 Praha 5
Ceska republika
IC: 247 68 651
DIC: CZ247 68 651

Upozoriiujeme prosim, Zze faktury nebudou
zpracovany, nebudou-li obsahovat odkaz na
nazev/obchodni firmu  Zadavatele, ¢islo
Protokolu, jméno Zkousejiciho a ¢Eislo Mista
provadéni klinického hodnoceni. Po obdrzeni
faktury a jeji verifikaci budou fakturovana plnéni
zahmuta do nejbliz8i plinované fadné platby v
souvislosti s predmétnou ¢innosti.

Jakékoli naklady a vydaje, které vzniknou Mistu
provadéni klinického hodnoceni v souvislosti s
plnénim této Smlouvy, a které nejsou vyslovné
oznadeny jako proplatitelné ze strany Quintiles &1
Zadavatele za podminek této Smlouvy (vCetné
jeji ¢asti Rozpodet a Platebni piehled), pijdou
plné¢ k tizi Mista provadéni klinického
hodnoceni.

XIV.
Dokonéeni Studie

Zadavatel je povinen informovat Statni istav pro
kontrolu 1é8iv a piislu§né Etické komise o
dokonéeni Studie do 90 dnii po jejim dokonéeni.

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
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Ethics Committees on completion of the
study. Provided the completion of the
study has been aborted, above mentioned
period shall be reduced to 15 days.

The Contract may be terminated as | 2.
follows:

a) If at least one (1) Study subject has
not been enrolled by the Key Enrollment
Date then Sponsor may terminate this
Contract in accordance with section 3 of
this Article. Key Enrollment Date is
defined as a 100th (hundredth) calendar
day after Site Initiation Visit.

b) The Sponsor or the Medical Facility is
entitled to withdraw from the Contract
that is effective on the day notice has been
delivered to the last of parties in cases as
follows:
(i) Any of the Contract parties
does not meet some provision
of this Contract and does not
eliminate the discrepancies
within 60 days after obtaining
a written request to do so;
(ii) Any of the Contract parties
performs settlement with its
creditors or files a petition for
bankruptcy;
(iii)  Any of the Contract parties
ceases to be authorised to
pursue its activities within the
field in concern;

The risk
subjects
significantly; or

(iv)

incurred by the
increases

) The necessary authorisation,
approval, consent or exception
are revoked or suspended, or

expires without prolongation.

Pokud byla Studie pfed dokonenim zruSena,
zkracuje se tato lhita na 15 dni.

Smlouvu lze ukongit takto:

a) Pokud nebude alespoii jeden (1) subjekt
Studie zafazen do Studie do Klicového data
zafazeni, bude Zadavatel opravnén tuto Smlouvu
vypovédét vsouladu sodst. 3 tohoto Eldnku.
Kli¢ové datum zafazeni je definovéno jako 100.
(sty) kalendaini den po vstupni navitévé Mista
klinického hodnoceni

b) Zadavatel nebo Zdravotnické zafizeni jsou
opravnéni odstoupit od Smlouvy s Gcinnosti ke
dni doruceni oznadmeni o odstoupeni posledni
smluvni strané v téchto piipadech:

(i) kterdkoli ze smluvnich stran nesplni
nékteré ustanoveni této Smlouvy a
neodstrani takovy nesouladu do 60
dnii po obdrzeni pisemné vyzvy
k jeho odstranéni;

(i) kterdkoli ze smluvnich stran se
vyrovna s véfiteli nebo podd navrh

na konkurs;

(iii) kterakoli ze smluvnich stran ztrati
opravnéni  k provozovani  &innosti

v prisluiném oboru;

(iv)

znaéné vzroste riziko, jemuZ jsou
vystaveny subjekty Studie; nebo

) potiechné  opravnéni,  povoleni,
souhlas nebo vyjimka budou
odebrany nebo jejich platnost bude
pozastavena nebo uplyne a nebude
prodlouzena.

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
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c) The Contract may be terminated by
written mutual agreement or notice, with
the period of notice being 30 days from
the day following the day of delivery of
the notice to the last of Contract parties.

d) Sponsor may suspend enrolment or
terminate  this  Contract  effective
immediately upon written notice.

XY.
Final Provisions

1. Sponsor is represented by Quintiles
Czech Republic, s.r.o. Praha 5, Jinonice,
Radlickd 714/113a, zip code 158 00, ,
within the scope of the Power of Attorney
enclosed hereto as Appendix No. 6.

2. The legal relations mnot specifically
addressed hereby will comply with the
provisions of the Act No. 89/2012 Coll,,
Civil Code (the New Civil Code) and
other applicable legal regulations of
Czech Republic.

3. This Contract has been written in four
original copies, each Contract party
obtaining one of them.

4. The Contract may be amended or
modified in writing based on the
agreement of all of the Contracting
parties.

5. The Medical Facility shall not assign or
transfer any rights or obligations under
this Contract without the written consent
of Sponsor. Sponsor may, and/or
Contractual research organization may
upon Sponsor’s request, assign this
Contract to a third party, (and Contractual
research organization may upon Sponsor’s

. Pravni vztahy, které nejsou konkrétné feSeny

c) Tuto Smlouvu lze ukondit vzajemnou
pisemnou dohodou nebo vypovédi s vypovédni
lhiitou v délece 30 dnii ode dne nasledujiciho po
dni doruéeni vypovédi posledni smluvni strané.

d) Zadavatel je opravnén pozastavit nabor nebo
vypovédét tuto Smlouvu pisemné s okamZitym
tcinkem.

XV.
Zavéreéna ustanoveni

Zadavatel je zastoupen spolecnosti Quintiles
Czech Republic, s.r.o. Praha 5, Jinonice,
Radlicka 714/113a, PSC 158 00, na zakladg plné
moci, ktera tvoii Pfilohu €. 6 této Smlouvy.

v této Smlouvé, budou v souladu s ustanovenim
zékona ¢&. 89/2012 Sb., obcansky zakonik (Novy
obéansky zakonik) a dal$ich prislu$nych pravnich
piedpisii Ceské republiky.

Tato Smlouva je sepsina ve &tyfech stejnopisech
s platnosti origindlu, znichz kazda smluvni
strana obdrz{ po jednom stejnopisu.

Tuto Smlouvu lze ménit nebo dopliiovat
pisemné na zakladé dohody vsech smluvnich
stran.

Zdravotnické zafizeni nesmi postoupit jakakoli
prdva ani prevést jakékoli zavazky dle této
Smlouvy bez pisemného souhlasu Zadavatele.
Zadavatel amebo  Smluvni  vyzkumna
organizace jednajici na zakladé Zadosti
Zadavatele mohou postoupit tuto Smlouvu tieti
osobé (a Smluvni zdravotnickd organizace
miiZe postoupit svéa prava a zdvazky Zadavateli
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request assign its rights and obligations
under this Agreement to Sponsor), and
Sponsor and/or Contractual research
organization (as the case may be) shall not
be responsible for any obligations or
liabilities under this Contract that arise
after the date of the assignment, and the
Medical Facility hereby consents to such
an assignment.

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

na zakladé jeho Zadosti), pficemz Zadavatel
a/mebo Smluvni zdravotnickd organizace
neodpovidaji za zadné povinnosti ani zavazky
dle této Smlouvy vzniklé po datu postoupeni a
Zdravotnické zafizeni timto davd souhlas
takovym postoupenim.

Ustanoveni této Smlouvy, ktera obsahuji zavazky

nebo préava, kterd svou povahu piesahuji okamzik
dokonc¢eni Studie, zistanou v platnosti i po
ukonéeni nebo splnéni této Smlouvy.

Smlouva o klinickém hodnoceni/Contract on Clinical Trial
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In witness of their consent to the wording
hereof, the Contract parties sign the Contract.

Sponsor

Signed by Quintiles Czech Republic s.r.o.,
under a Power of Attorney, for and on behalf
of F. Hoffman — La Roche

Name:

Signature:

Quintiles Czech Republic, s.r.0., on behalf of

the Sponsor
14 -09- 2015
Date:

Principal Investigator

Name: [

Signature:
Position: Pfincipal Investigator

Date: /é/ {f @/IF

Medical Facility
Name: Col. Ing. Antonin Vodak

Signature:

Position: Director

Date: 17 -09- 20%

Contractua
Name:

Signature:

Position:

14 -09- 2015

Date:

Smluvni strany podepisuji tuto Smlouvu na dikaz
svého souhlasu s jejim znénim.

Zadavatel
Podepsino spoleénosti Quintiles Czech Republic

§.1.0., na zékladé plné mocn zgstoupe Hoffman
— La Roche @ &’Q %!(57 0

' -./.'.’" :%/If((‘\s @
Jméno: Doty
Faee? ,‘»u o0
C ol "y
Podpis: N, T
e,
Quintiles Czech Republic, s.r.o., Vv zastoupeni
Zadavatele
Datum: 14 -09- 2015

Hlavni zkouSejici

Jmeno: I
Podpis:

Funkee: Hlavni zkoudejici
Datum: /K G Ao

Zdravotnické zarizeni
Jméno: Plk. Ing. Antonin Vodak

il

Podpis:

Funkce: feditel
Datum: 17 -09- 2015

Smluvni zdravotnicka orgam@acg o)
Jméno: \{ 04 C’a"»g,o

L4 ’s‘ “r‘// /(4:\
; 0 X \S‘
Podpis: Rl e, =
il e
Funkce:
Datum:

14 -09- 2015
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Appendices:

1. Approval of the State Institute for Drug
Control

2. Approval of the Ethics Committee for
Multicentrics Trials

3. Approval of the Ethics Committee

4. Certificate of insurance

5. Protocol

6. Power of Attorney of Quintiles Czech

7. Excerpt from the Commercial Register of

the company Quintiles Czech Republic, s.r.o.
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Prilohy

1.
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Povoleni Stitniho ustavu pro kontrolu 1é¢iv

Souhlas Etické komise pro multicentrickd
klinicka hodnoceni
Souhlas Etické komise
Pojistny certifikét
Protokol
Plna moc pro Quintiles Czech Republic, s.r.o. a

Vypis zobchodniho rejstiiku  spolegnosti
Quintiles Czech Republic, s.r.0.
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