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Site Agreement / smlouva s.....
Oblastni nemocnice PFibram a.s.

CLINICAL SITE AGREEMENT

Protocol No.: 1199.13 (“the Protocol”)

“ Multicentre, randomised, double-blind, Phase
I1 trial to investigate the efficacy and safety of
oral BIBF 1120 plus standard docetaxel therapy
compared to placebo plus standard docetaxel
therapy in patients with stage I1I1B/IV or recurrent
non small cell lung cancer after failure of first
line chemotherapy (“the Study”)

“ BIBF 1120 (“the Study Drug”)
concluded by and between:

SMLOUVA O PROVEDENI A
ZDOKUMENTOVANI KLINICKEHO
HODNOCENI

Protokol ¢.: 1199.13 (“Protokol”)

“3. faze multicentrického, randomizovaného,
dvojit¢  zaslepeného  klinického  hodnoceni
ucinnosti a bezpecnosti pfipravku BIBF 1120
podavaného peroralné spolu se standardni terapii
docetaxelem ve srovnani s placebem podavanym
spolu se standardni terapii docetaxelem U
pacientt s nemalobunéénou rakovinou plic stupné
IIB/IV nebo pii recidivé po nelspéné
chemoterapii prvni linie” (“Klinické hodnoceni’)

BIBF 1120 (“Studijni 1€k”)
uzaviena mezi:

Boehringer Ingelheim International GmbH,
Binger Strasse 173,
55216 Ingelheim am Rhein,
Germany

hereinafter referred to as the “SPONSOR?”,

Represented, pursuant to the power of attorney
dated 8.7.2008, by:

déle jen “ZADAVATEL”,

Zastoupeny na zakladé plné moci ze dne 8.7.2008
spole¢nosti:

PAREXEL International Czech Republic s.r.o.
Na Vini¢nich horach 1833/22
160 00 Praha 6
Ceska republika
1C:27160360
DIC:CZ27160360

acting on behalf and in favour of the SPONSOR,

Represented, pursuant to the power of attorney by,
hereinafter referred to as “PAREXEL”,”,

and
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jednajici jménem a ve prospéch ZADAVATELE

a zastoupenou na zakladé plné moci, dale jen
“PAREXEL,

A
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Oblastni nemocnice Pribram a.s.
Podbrdska 269
261 01 Pfibram
Ceska republika
ICO: 27085031
DIC: CZ27085031

Represented by Director MUDr.Stanislav
Holobrada , hereinafter referred to as the
“Institution”,

and

Czech republic

Hereinafter “Principal Investigator”

(1) Whereas, The SPONSOR is in the business of
innovating, making, selling and distributing
pharmaceuticals;

(2) Whereas, PAREXEL is acting on behalf of
SPONSOR as a clinical research organization to
arrange and administer a multi-centre study to
clinically evaluate the Study Drug and has
entered into an agreement with the SPONSOR
concerning the management, funding and
administration of the Study;

(3) Whereas, Institution and Principal
Investigator have each reviewed sufficient
information regarding SPONSOR’s Study Drug,
the Protocol for the Study and the investigator
brochure to evaluate their interest in participating
in the Study and each desires to participate in the
Study as more particularly described in this
Agreement. In this Agreement, Institution and
Principal Investigator may sometimes be referred to
individually or, at other times, referred to
collectively as “the Site”.

4 Whereas, the Principal Investigator is
employed by the Institution and the Institution, as
employer, shall hereby in accordance with
Section 304, paragraph 1 of Act No. 262/2006
Coll, consent to the Principal Investigator
conducting the Study according to this Agreement
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Zastoupené feditelem MUDr.Stanislavem
Holobradou, dale jen “Zdravotnické za¥izeni”,

A
Ceska republika

dale jen “Hlavni zkouSejici”

(1) Vzhledem k tomu, Ze ZADAVATEL podnika
Vv oblasti vyvoje, vyroby, prodeje a distribuce
1éCiv;

(2) Vzhledem Kk tomu, Ze pii organizovani a
fizeni Klinického hodnoceni provadéného na vice
pracovistich a sméfujiciho k vyhodnoceni
Studijniho Iéku PAREXEL jednd jménem
ZADAVATELE jako smluvni vyzkumna
organizace a uzaviel se ZADAVATELEM
dohodu tykajici se fizeni, financovani a spravy
Klinického hodnoceni;

(3) Vzhledem k tomu, ze Zdravotnické zafizeni a
Hlavni zkouSejici si kazdy za sebe prostudovali
dostatecné mnozstvi informaci tykajicich se
Studijniho 1¢ku ZADAVATELE, Protokol
Klinického hodnoceni a soubor informaci pro
zkousejiciho, aby tak mohli zhodnotit svij zajem
0 ucast pfi provadéni Klinického hodnoceni, a
kazda z téchto stran ma zajem se na Klinickém
hodnoceni podilet zptisobem, ktery je podrobnéji
popsan v této Smlouvé. V této Smlouvé se
Zdravotnické zatizeni a Hlavni zkousSejici mohou
oznacovat jednotlivé, nebo spoleéné jako

M1

"Pracovi$té".

4) Vzhledem k tomu, Ze Hlavni zkousejici
je zaméstnancem Zdravotnického zafizeni,
souhlasi timto Zdravotnické zafizeni jako
zameéstnavatel v souladu s ustanovenim §304
odst. 1 zakona ¢&. 262/2006 Sb., zakoniku prace,
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upon his sole responsibility and for a separate fee aby Hlavni zkouSejici provedl na vlastni

from PAREXEL. odpovédnost a za samostatnou odménu od
spole¢nosti PAREXEL Kilinické hodnoceni dle
této smlouvy.
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(5) SPONSOR, PAREXEL, Institution and
Principal Investigator understand and
acknowledge that time is of the essence in starting
and completing the Study and agree to complete
the Study within the timeframes required by
SPONSOR.

The parties intend to participate in the Study by
rendering their services and agree to the following:

Section 1. Study Protocol

The nature and scope of the Study are described in
the Protocol. The Protocol, including any
amendments and the investigator site file (ISF),
constitutes an integral part of this Agreement (“this
Agreement”) and shall be wvalid only upon
signature of this Agreement. In case of any
inconsistency between this Agreement and the
Protocol, this Agreement shall prevail.

Section 2. Rules for the Conduct of the Study

2.1 Requlatory Framework

The parties agree that the Study will be conducted

in accordance with:

e the Declaration of the Helsinki World Medical
Association  Recommendations  Guiding
Physicians in Biomedical Research Involving
Human Subjects including amendments as set
out in the Protocol,

e of the "ICH Harmonised Tripartite Guideline,
Guideline for Good Clinical Practice, Step 5
(CPMP/ICH/135/95),

e the requirements of the European Medicines
Agency (EMEA) and the United States Food
and Drug Administration (if applicable
according to the Protocol), and accordance
with general legislation of Czech republic

e the Directive 2001/20/EC of the European
Parliament and of the Council of 4 April 2001
on the approximation of the laws, regulations
and administrative provisions of the Member
States relating to the implementation of good
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%) ZADAVATEL, PAREXEL,
Zdravotnické zafizeni a Hlavni zkouSejici berou
na védomi, Ze pii zahajeni a tispéSném provadéni
Klinického hodnoceni hraje Cas zasadni ulohu a
souhlasi, Ze Klinické hodnoceni dokonéi ve
lhiitach, jez ZADAVATEL pozaduje.

Strany maji v umyslu zucastnit se Klinického
hodnoceni tim, ze poskytnou své sluzby a souhlasi
s nasledujicimi podminkami:

Clanek 1. Protokol

Charakter a rozsah Klinického hodnoceni jsou
popsany v Protokolu. Protokol, véetné veskerych
dodatkt a slozky zkousejiciho (ISF — Investigator
Site File), tvofi nedilnou soucast této Smlouvy
(,tato Smlouva“) a nabyva platnosti az po jejim
podepsani. Vznikne-li mezi touto Smlouvou a
Protokolem jakykoliv rozpor, rozhodujici bude tato
Smlouva.

Clanek 2.
hodnoceni

Pravidla provadéni Klinického

2.1 Ramec pravni tpravy

Strany souhlasi, ze Klinické hodnoceni se bude

provadét za podminek a v souladu s/se:

e Helsinskou Deklaraci  Svétové  1ékaiské
asociace (Declaration of the Helsinki World
Medical  Association = Recommendations
Guiding Physicians in Biomedical Research
Involving Human Subjects), v&etné dodatki
uvedenych v Protokolu,

e Pokyny pro spravnou klinickou praxi, Krok 5
("ICH Harmonised Tripartite Guideline,
Guideline for Good Clinical Practice, Step 5
(CPMP/ICH/135/95),

e pozadavky EMEA (Evropskd agentura pro
1é¢ivé pripravky) a FDA (United States Food
and Drug Administration), vyzaduje-li tak

Protokol, a pokud jsou vsouladu se
vSeobecné zavaznymi pravnimi predpisy
Ceské republiky,

e Smérnici 2001/20/ES Evropského parlamentu
a Rady ze 4.dubna 2001 o sbliZovani
pravnich a spravnich pfedpist ¢lenskych statt
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clinical practice in the conduct of clinical
studies on medicinal products for human use,

e the applicable laws of the Czech Republic,
particularly the Pharmaceuticals Act No.
378/2007 Coll. as amended, Decree No.
226/2008 Coll., Act No. 20/1966 Coll. on
Health Care, as amended, and the Decree of
the Ministry of Health and Ministry of
Agriculture No. 86/2008 Coll. stipulating
good laboratory practice in pharmaceuticals
and health professionals and Act No.
101/2000 Coll. on personal data protection, as
amended,

e the Protocol and any specific Study
instructions issued by PAREXEL or
SPONSOR (“Instructions™).

2.2 General Duties and Obligations

The Institution and the Principal Investigator
hereby warrant that they have sufficient resources
with regard to time, adequate personnel and
facilities for the proper and safe performance of the
Study. The Principal Investigator will inform
PAREXEL about all changes of personnel,
facilities and clinical research methods at the
Institution that may affect the Study.

In the event Principal Investigator becomes either
unwilling or unable to perform the duties required
by this Agreement, the Institution or Principal
Investigator will inform PAREXEL in writing
within 3 days.

Principal Investigator is an employee of the
Institution and Institution guarantees the proper
performance by the Principal Investigator of all his
or her obligations hereunder.

Principal Investigator shall provide PAREXEL

with  a completed financial  disclosure
questionnaire as well as current curriculum vitae.

2.3 Ethics Committee/ Review Board / Regulatory

EU tykajicich se zavadéni spravné klinické
praxe pii provadéni klinickych hodnoceni
humannich 1écivych ptipravki,

e Zakony platnymi v Ceské republice, zejména
zakonem o 1é¢ivech ¢. 378/2007 Sb. ve znéni
pozdgjsich predpist, vyhlaskou 226/2008 Sb.,
zakonem ¢. 20/1966 Sb. o péci o zdravi lidu,
ve znéni pozdgjsich predpisi, vyhlaskou
Ministerstva zdravotnictvi a Ministerstva
zemédelstvi ¢. 86/2008 Sb., o stanoveni zasad
spravné laboratorni praxe v oblasti 1éCiv a
zakonem ¢. 101/2000 Sb., o ochran€ osobnich
udaju, ve znéni pozd¢jsich predpisu,

e Protokolem a pokyny pro Klinické hodnoceni
vydanymi PAREXELEM nebo
ZADAVATELEM (“Instrukce”).

2.2 VSeobecné povinnosti a zavazky

Zdravotnické zafizeni a Hlavni zkouSejici timto
potvrzuji, Ze maji pro tcely fadného a bezpecného
provadéni Klinického hodnoceni dostatecné zdroje
vesmyslu casové kapacity, kvalifikovaného
personalu a vhodného vybaveni. Hlavni zkousejici
bude PAREXEL informovat o veskerych zménach
v personalnim zaji$téni, vybaveni a metodach
klinického vyzkumu ve Zdravotnickém zafizeni,
které by mohly Klinické hodnoceni ovlivnit.

Nebude-li Hlavni zkousejici ochoten nebo schopen
vykonavat povinnosti pozadované touto Smlouvou,
Zdravotnické zafizeni nebo Hlavni zkousejici o této
skuteénosti do tii dni pisemné uvédomi
PAREXEL.

Hlavni zkousejici je zaméstnancem Zdravotnického
zafizeni a Zdravotnické zafizeni se zarucuje, ze
Hlavni zkousSejici bude své zavazky dle této
Smlouvy fadné plnit.

Hlavni zkousejici poskytne spole¢nosti PAREXEL

vyplnény dotaznik pfiznani financnich vztaht a
aktualni zivotopis.

2.3 Etické komise/ Schvaleni Statniho ustavu pro

Authority Approval / Notifications

PAREXEL shall make the necessary submissions
or notifications concerning the Study to the

Study Number:90237
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kontrolu 1é¢iv / Oznameni

V souladu s pravnimi predpisy piedlozi PAREXEL
ptislusnym etickym komisim a Statnimu ustavu pro
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regulatory authorities in accordance with local
laws. The Study may not commence until the
Principal Investigator is informed by PAREXEL in
writing that the authorities have given their
authorization.

PAREXEL shall provide the Principal
Investigator with all documentation required for
submission to the ethics committee(s) governing
their site. Institution/Principal Investigator shall
obtain the written approval of this ethics
committee prior to commencement of the Study
and shall provide PAREXEL or its designate with
the ethics committee’s letter of approval and a list
of all ethics committee meeting attendees. The
Site warrants that any conditions of approval
imposed by the ethics committee shall be adhered
to.

The Site shall provide any reports/updates
required by the ethics committee and shall
provide PAREXEL with copies of all documents.

2.4 Subject Information and Informed Consent

kontrolu lé¢iv (déle také jako ,,SUKL“) veskeré
potfebné informace a oznameni ve vztahu ke
Klinickému  hodnoceni. Dokud PAREXEL
Hlavnimu zkouSejicimu pisemné neoznami, Zze
pfislusnd  schvaleni byla vydana, Klinické
hodnoceni nesmi byt zah4jeno.

PAREXEL poskytne Hlavnimu zkouSejicimu
veskerou dokumentaci vyzadovanou K ptedlozeni
zadosti etické komisi (etickym komisim), jez
pusobi na jeho pracovisti. Zdravotnické zatizeni/
Hlavni zkousejici obdrzi pisemny souhlas této
etické komise jest¢ pfed zahajenim Klinického
hodnoceni a PAREXELu nebo jeho zmocnénci
poskytnou potvrzeni o schvaleni ze strany etické
komise a seznam jejich ¢lent, ktefi se ptislusné
schize etické komise zOcastnili. Zdravotnické
zafizeni a Hlavni zkouSejici se zavazuji, Ze
veskeré podminky, které pti vysloveni souhlasu
eticka komise stanovila, budou dodrzeny.

Pracovisté poskytne etické komisi veskeré

vyzadané  zpravy/aktualizované  Udaje  a
PAREXELU doda kopie vSech dokumenti.

2.4 Informace pro pacienta a Informovany souhlas

The Principal Investigator shall ensure that, prior
to the screening and treatment phases of the
Study, the nature, significance, implications and
risks of the Study are explained in detail to each
Study subject. Prior to the subject’s enrolment
into the Study, the Principal Investigator shall
obtain their written, dated and signed informed
consent to participate, as well as consent for the
confidential disclosure, processing and transfer of
necessary documentation of the subject’s health
and personal data to PAREXEL, SPONSOR, the
competent health authorities and other institutions
(even if located outside of the European
Economic Area), as legally required and in
accordance with the standards specified in
Section 2.1.

The Principal Investigator shall explain to all

subjects the insurance provisions referenced in
Section 7.1 of this Agreement.

2.5 Enrolment Period

Study Number:90237
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Hlavni zkousSejici zajisti, Ze pfed fazi skriningu a
lééby vramci Klinického hodnoceni bude
kazdému  subjektu  Klinického  hodnoceni
podrobné vysvétlena podstata, vyznam, disledky
a rizika Klinického hodnoceni. Pred zafazenim
pacienta do Klinického hodnoceni ziska Hlavni
zkousejici jeho pisemny Informovany souhlas
s ucasti v Klinickém hodnoceni opatfeny datem a
podpisem, dale souhlas s poskytnutim udajt pti
zachovani dGvé€rnosti a Se zpracovanim a
pfedanim potfebnych dokumentti obsahujicich
pacientovi osobni tdaje a udaje o zdravotnim
stavu PAREXELU, ZADAVATELI, piislusnym
zdravotnim ufadim a ostatnim organim (i pokud
se nalézaji mimo Evropsky hospodaisky prostor),

v souladu s platnymi pravnimi predpisy
uvedenymi v Clanku 2.1.
Hlavni zkouSejici vysvétli vSem subjektim

ustanoveni o pojisténi uvedené v odstavci 7.1 této
Smiouvy.

2.5 Obdobi naboru pacientu
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It is planned to conduct the recruitment phase of
this multi-centre study from November 2008 to
July 2010.

The Principal Investigator is aware that for this
multicentre Study, competitive recruitment will
apply. Should the total number of subjects enrolled
in the Study be met prior to the end of the
recruitment phase specified here in section 2.5,
PAREXEL, on SPONSOR’S behalf, shall have the
right to terminate further recruitment and no
payment shall be made for any such further
subjects.

2.6 Study Documents and Drug Supplies

SPONSOR or the SPONSOR’s designee shall
ensure appropriate and timely supply of the
documents and Study Drugs necessary for the
performance of the Study. For the return of the
unused Study Drug and trial-related supplies
following completion of the Study, the Site shall
adhere to the instructions outlined in the Protocol
and/or the ISF..

The Institution and the Principal Investigator

hereby warrant that they shall:

a) account for all clinical supplies (including the
Study Drug) provided by SPONSOR or
PAREXEL and keep a written inventory of
any clinical supplies and equipment supplied
by SPONSOR or PAREXEL according to
guidelines provided by the SPONSOR,;

b) use Study Drug solely for the Study,
documenting each dispensing and to return all
unused clinical (except in case local
destruction was agreed on and documented —
see art. €) bellow) or other supplies provided
by SPONSOR or PAREXEL within 60 days
upon conclusion of the Study;

c) retain all necessary records and documents
about the Study as required by applicable
regulatory requirements, this Agreement,
and/or the Protocol;

d) if applicable, store emergency code-break
information envelopes in a safe place ensuring
that they are accessible if necessary, and to
return each of them, used or unused;

e) perform/ensure safe liquidation/disposal of
unused Study Drug (as hazardous waste) in

Study Number:90237
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Nabor pacientii pro toto multicentrické Klinické
hodnoceni je naplanovan na obdobi od listopadu
2008 do ¢ervence 2010.

Hlavni zkouSejici bere na védomi, Ze nabor
pacientl pro toto multicentrické klinické hodnoceni
bude mezi jednotlivymi pracovisti probihat
kompetitivnim zpisobem. Bude-li celkového poctu
pacientti zafazenych do Klinického hodnoceni na
vSech pracovistich dosaZzeno diive, nez se planuje
ukonéeni naboru pacientt dle ¢lanku 2.5,
PAREXEL je opravnén jménem ZADAVATELE
dalsi nabor pacienti ukoncit. Zarazeni dalSich
pacientt Se pak jiz proplacet nebude.

2.6 Dokumenty Klinického hodnoceni a dodavky
1éki

ZADAVATEL nebo jim urfeny zastupce zajisti
ptiméfené a v¢asné dodani dokumenti a Studijnich
léki  nezbytnych pro provedeni Klinického
hodnoceni. Nespotifebované studijni l1éky a material
souvisejici s Klinickym  hodnocenim  vrati
Pracovist¢ po ukonéeni Klinického hodnoceni
podle pokynti uvedenych v Protokolu anebo ISF.

Hlavni zkouSejici a Zdravotnické zafizeni se
timto zavazuji, ze:

A. budou odpovidat za veSkery klinicky
material  (vCetné  Studijniho  1éku)
poskytnuty ZADAVATELEM  nebo
PAREXELEM a vést pisemny inventar

veskerého  klinického  materidlu a
vybaveni dodaného ZADAVATELEM
nebo PAREXELEM v souladu s pokyny
ZADAVATELE;

B. budou Studijni 1ék pouzivat vyhradné pro
ucely Klinického hodnoceni a
dokumentovat kazdy jeho wvydej a

veskery nepouzity klinicky (nebylo-li
smluveno a zdokumentovano provedeni
likvidace v misté — viz bod E. nize) a
ostatni material poskytnuty
ZADAVATELEM nebo PAREXELEM
vrati do 60 dnti od ukonceni Klinického
hodnoceni;

C. veskeré potfebné zaznamy a dokumenty o
Klinickém hodnoceni uchovaji v souladu
Splatnou  pravni  upravou,  touto
Smlouvou a/nebo Protokolem;

D. pfipadné uchovaji pohotovostni obalky pro
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accordance with the applicable
requested to do so by the SPONSOR.
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laws,

if

pfipad nouze na bezpecném miste, zajisti
jejich dostupnost v piipadé potieby a
kazdou z nich vrati bez ohledu na to, zda
byla pouzita ¢i nikoliv;

na zadost ZADAVATELE
provedou/zajisti likvidaci Studijniho 1éku
jako nebezpecného odpadu v souladu s
pravnimi predpisy.
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2.7 Adverse Events

The Principal Investigator is obliged to document
all adverse events in accordance with the Protocol
and to notify and report all serious adverse events
according to the procedure specified in the Protocol
or Instructions.

Principal Investigator shall comply with all national
and local requirements to notify the pertinent ethics
committee or regulatory authorities of adverse
events.

2.8 Remote Data Capture (RDC)

If RDC is used for this Study, the Site will either
use its own computers to enter the data or it will be
loaned a notebook computer to enter data for this
Study. SPONSOR has contracted with a vendor to
help determine whether SPONSOR should supply
the Site with a notebook computer for use in this
Study or whether the Site can use its own
equipment. This vendor is also contracted to supply
the Site with the equipment, help maintain it and
collect it at the end of the Study.

If SPONSOR supplies the Site with a notebook
computer:

o the Site understands it must be kept in a
secure place when not in use and must be
protected from theft and/or damage.

¢ the Site understands it may only be used for
the prescribed purpose, which is the transfer
of SPONSOR Study data. No additional
software may be added to this PC other than
what SPONSOR provides or authorizes for
use.

o the Site understands and agrees to return all
SPONSOR equipment supplied under this
Agreement in good working condition at the
conclusion of the Study.

e The SPONSOR agrees to bear the cost of
returning the above equipment.

Section 3. Documentation and Monitoring

Study Number:90237
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2.7 Nezadouci pfihody

Hlavni zkouSejici je povinen zdokumentovat
veskeré nezadouci piihody v souladu s Protokolem
a oznamit a zaznamenat veskeré zavazné nezadouci
ptihody v souladu s postupem uvedenym v
Protokolu nebo Instrukeich.

Hlavni  zkouSejici musi pfi  oznamovani
nezadoucich piihod piislusné etické komisi nebo
SUKLu respektovat veskeré zavazné pravni
predpisy.

2.8 Dalkové snimani udaja (RDC)

Bude-li se vtomto Klinickém hodnoceni pouzivat
metoda RDC, Pracovisté pouzije k zadavani udaji
bud’ vlastni pocitace, nebo zapljceny notebook.
ZADAVATEL uzavtel smlouvu s prodejcem, ktery
rozhodne, zda mé pro ucely Klinického hodnoceni
ZADAVATEL poskytnout Pracovisti notebook,
nebo zda miize PracoviSt€ vyuzit své stavajici
vybaveni. Tento prodejce je také nasmlouvan, aby
Pracovisti zafizeni dodal, pomahal s jeho drzbou a
na konci Klinického hodnoceni jej opét prevzal.

Pokud
poskytne:

e Pracovisté bere na védomi, Ze neni-li
uzivan, musi byt notebook prechovavan na
bezpetném misté chranéném pred kradezi
anebo poskozenim;

e Pracovisté bere na védomi, ze notebook lze
uZivat pouze k pfedepsanym uceltim, tedy
K ptevodu udajt ZADAVATELE
tykajicich se  Klinického hodnoceni.
Do tohoto pocitace neni dovoleno pridavat
jiny software, nez jaky poskytne a schvali
ZADAVATEL.

e Pracovisté bere na védomi a souhlasi, ze
po ukonceni Klinického hodnoceni vrati
ZADAVATELI veskeré vybaveni dodané
dle této smlouvy ve stavu, vnémz je

ZADAVATEL Pracovisti  notebook

prevzalo, s pfihlédnutim k obvyklému
opotiebeni.

e ZADAVATEL souhlasi, Ze ponese
naklady  spojené  svracenim  vySe

uvedeného zafizeni.

Clanek 3. Dokumentace a monitorovani
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3.1 Documentation and CRF Handling

The Principal Investigator shall keep all original
medical files (paper and print-outs of electronic
files) of every subject participating in the Study in
addition to the Case Report Forms (CRFs). This
medical file will clearly identify each Study
subject and where the medical files are the source
documents, all entries on the CRFs must be
traceable to entries in the medical file. The CRFs
must reflect the current status of the Study for the
respective subject and be completed and signed
promptly by the Principal Investigator or their
authorised delegate following a subject visit. The
Principal Investigator warrants that all CRFs
submitted to PAREXEL or the SPONSOR are
true, complete and correct and accurately reflect
the results of the Study.

Principal Investigator undertakes, upon request,
to provide PAREXEL and SPONSOR and their
designees with direct access to all Study-related
records, including patient medical files.

3.2 Monitoring

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

3.3 Audit and Regulatory Inspection

Audits or inspections may be performed during or
after completion of the Study, by PAREXEL,
SPONSOR or a regulatory authority. In the event
that PAREXEL or SPONSOR  requests to

perform such an audit, the Site shall allow access
Study Number:90237

Version

3.1 Dokumentace a zpracovani formuléit CRF

Krom¢ formulait pro zaznamy tudaju (Case
Report Forms, dale také jako ,,CRF“) povede
Hlavni zkousejici pro kazdy subjekt, jenz se
Klinického hodnoceni =zucastni, také vesSkeré
1ékatské (zdravotni) zaznamy (v papirové podobé
nebo jako vytisky elektronickych soubortt). Tyto
I¢katské  zaznamy budou kazdy subjekt
Klinického hodnoceni jasn¢ identifikovat, a
pokud zaroven slouzi i jako zdrojové dokumenty,
musi Vv nich byt veSkeré zapisy do CRF
dohledatelné. Formulafe CRF musi u kazdého
subjektu odrazet jeho souasny stav Vramci
Klinického hodnoceni a po navstévé subjektu je
Hlavni zkousejici nebo jeho zmocnény zéstupce
musi okamzit¢ vyplnit a podepsat. Hlavni
zkousejici zaruCuje, ze veSkeré CRF piedlozené
PAREXELU nebo ZADAVATELI budou
pravdivé, kompletni a sprdvné a budou pfesné
odrazet vysledky Klinického hodnoceni.

Hlavni zkousejici se zavazuje, ze PAREXELU a
ZADAVATELI a jejich zmocnénym zastupciim
na jejich Zzadost piimo zpfistupni vSechny
zaznamy souvisejici s Klinickym hodnocenim,
vcetné zdravotnich zdznamt pacienta.

3.2 Monitorovani

Strany se dohodly na castych kontrolnich
navstévach Pracovisté a na ovefovani zdrojovych

udaji, které bude vykonavat pracovnik pro
monitorovani  (dale také jako ,,monitor")
jmenovany PAREXELEM nebo
ZADAVATELEM. Monitor bude Vv prabéhu

Klinického hodnoceni navstévovat Pracovisté, aby
s Hlavnim zkousSejicim a jeho spolupracovniky
projednal vyvoj Klinického hodnoceni, pfi¢emz ti
mu na pozadani umozni kontrolu veskerych udaji
Klinického hodnoceni vcetné 1€katskych zaznamd.
Za piesné a uplné zaznamy udaju do CRF vsak
ponese i nadale odpovédnost Hlavni zkousejici.

3.3 Audit a inspekce

Pribeh klinického hodnoceni a jeho vysledek
mohou byt kontrolovany auditory povéfenymi
PAREXELEM, ZADAVATELEM nebo
kontrolnimi ufady. Vyzada-li si ZADAVATEL
nebo PAREXEL provedeni takové kontroly,
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to the facilities, make documents available and if
necessary provide further information as
requested. Should a governmental or regulatory
authority including, but not limited to the U.S.
Food and Drug Administration, request or carry
out an inspection of the Site’s facilities, the Site
shall immediately notify PAREXEL by
telephone, email or fax and allow PAREXEL or
the SPONSOR to be present. The Site shall
provide to PAREXEL copies of all materials,
correspondence, statements, forms and records
that the Site receives, obtains, or generates
pursuant to any such inspection.

Section 4. Confidentiality and Subject Data

4.1 Protection of Subject Data

Patient data recorded on CRFs will be
documented in pseudonymised an form only.
Medical files and Patient data collection will be
performed in accordance with Data Protection
Act No. 101/2000 Coll as amended.

4.2 Confidentiality

Any and all (i) oral, written and other proprietary
material such as, but not limited to, data and
reports on the Study Drug, the Protocol and
unpublished data and reports that PAREXEL
and/or SPONSOR consider to be trade secrets or
other intellectual properties which are provided to
the Site by PAREXEL or SPONSOR and (ii) any
and all data information, findings, samples,
interim results and results arising directly or
indirectly from the Study (“Study Results”) shall
be confidential information (“Information”) to

Study Number:90237
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Zdravotnické zafizeni a Hlavni zkouSejici do
Zdravotnického zafizeni a na pracovisté, kde
klinické hodnoceni probiha, umozni ptistup. Dale
zpiistupni i potfebné dokumenty, a pokud bude
potieba, poskytnou i dalsi pozadované informace.
O kontrole provedené kontrolnimi organy,
zejména FDA (Food and Drug Administration), je
Pracovisté povinno telefonicky, e-mailem nebo
faxem okamzit¢ informovat PAREXEL a
umoznit, aby se této inspekce mohl PAREXEL

nebo ZADAVATEL zucastnit. Zdravotnické
zatizeni a Hlavni  zkouSejici  poskytnou
PAREXELU kopie vsech materiald,

korespondence, prohlaseni, formulai a zaznamd,
které na zakladé¢ jakékoliv takové inspekce
Pracovisté obdrzi, ziska nebo vytvofi.

Clanek 4. Zachovani mlCenlivosti a tdaje
Subjektu hodnoceni

4.1 Ochrana tidaji Subjektu hodnoceni

Udaje o pacientech zaznamenané v CRF se budou
uchovavat v anonymni podobg.

Nakladani s lékarskymi zaznamy a zpracovani
udaji vnich uvedenych musi byt provadéno
Vv souladu se zakonem o ochrané osobnich udaja
¢. 101/2000 Sb. v platném znéni.

4.2 Zachovani ml¢enlivosti

Veskeré (i) ustni, pisemné a ostatni poskytnuté
podklady, zejména udaje a zpravy o Studijnim
1éku, Protokolu a nepublikované udaje a zpravy,
které PAREXEL a/nebo ZADAVATEL povazuji
za obchodni tajemstvi nebo jiné duSevni
vlastnictvi  poskytnut¢ PAREXELEM nebo
ZADAVATELEM Pracovisti a (ii) veskeré
informace o  udajich, poznatky, vzorky,
prozatimni vysledky a vysledky pfimo nebo
nepiimo vyplyvajici z Klinického hodnoceni
(,,Vysledky Kklinického hodnoceni*) se povazuji
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which the provisions of this Clause apply.

The Site shall not disclose any Information to
third parties other than those to whom disclosure
of information is necessary and essential for the
conduct of the study, such as members of the
relevant EC, employees, subcontractors, agents
and affiliates involved in conducting the Study.
Any such permitted disclosure shall be subject to
like conditions of non-disclosure by such third
party and the Site shall be responsible for such
third party’s compliance with such obligations.

The non-disclosure obligations set out herein
shall not apply if the Information is made publicly
available through no fault of the Site if disclosure
is required by court order or other government
institution or if written permission to disclose is
granted by the SPONSOR.

The Site also agrees to use the Information only
for the purpose of fulfilling their respective
obligations under this Agreement and shall return
all Information to PAREXEL or SPONSOR on
termination of this Agreement or on earlier
demand for whatever reason. The Site shall notify
SPONSOR immediately upon the discovery of
any loss or compromise of any Information.

The Site is obliged to retain the documents
facilitating identification of the Study subjects,
and all other Study documentation disclosed by
SPONSOR, for at least 15 years after the end or
the premature termination of the Study. The
SPONSOR is responsible for informing the Site
when it is no longer necessary to retain all the
Study documentation.

4.3 Proprietary Information

All documents, data, know-how, formulas, and
the Study Drug provided to the Principal
Investigator and the Institution for purposes of the
Study are and will remain SPONSOR's property
and will be returned to SPONSOR, PAREXEL,
or their respective designees upon request. Not-
withstanding the foregoing, PAREXEL shall

Study Number:90237
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za davérné informace (,,Informace®), na které se
vztahuji ustanoveni tohoto odstavce.

Pracovisté nesdéli zadné Informace tifetim
stranam, Vvyjma téch, které poskytované
informace potiebuji nezbytné znat za ucelem
provadéni Klinického hodnoceni, napiiklad
¢lentim ptislusnych etickych komisi,
zameéstnanciim, subdodavatelim, jednatelim a
poboc¢kam zapojenym do provadeéni Klinického
hodnoceni. Kazdé¢ takové povolené sdé¢leni
informaci podléhda u oné tfeti strany tymz
podminkam zachovani mlcenlivosti a Pracovisté
nese odpovédnost za to, ze tieti strana bude na
dodrzovani téchto zavazkd dbat.

Zavazky o zachovani ml¢enlivosti uvedené v této
smlouvé se nevztahuji na Informace zvetejnéné
jinak nez pochybenim Pracovisté, pokud
poskytnuti Informaci nafidi soud nebo jiny statni
organ, nebo jestlize ZADAVATEL udéli pisemné
povoleni k jejich odtajnéni.

Pracovisté také souhlasi, Zze Informace pouzije
pouze za ucelem splnéni svych pfislusnych
zavazkl vyplyvajicich z této Smlouvy a po
skonceni platnosti této Smlouvy nebo dfive na
vyzadani  zjakéhokoliv ~ divodu  veskeré
Informace  PAREXELU nebo ZADAVATELI
vrati. Zjisti-li Pracovisté ztratu nebo vyzrazeni
jakychkoliv Informaci okamzité to
ZADAVATELI oznami.

Pracovist¢ ma povinnost uchovat doklady
umoziujici identifikaci subjektd Klinického
hodnoceni a veSkeré ostatni dokumenty
poskytnut¢é ZADAVATELEM po dobu nejméné
15 let ode dne skonceni nebo piedCasného
ukonéeni Klinického hodnoceni. Je povinnosti
ZADAVATELE informovat Pracovisté o tom, ze
prechovavani  dokumentace 0  Klinickém
hodnoceni jiz neni dale nutné.

4.3 Majetkové informace

Veskeré dokumenty, udaje, know-how, vzorce a
Studijni léky poskytnuté Hlavnimu zkousSejicimu
a Zdravotnickému zafizeni za ucelem provadéni
Klinického hodnoceni jsou a i nadale ziistanou
majetkem  ZADAVATELE a musi byt
ZADAVATELI, PAREXELU nebo jejich
zmocnénému zastupci na pozadani vraceny. Bez
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retain full ownership rights in and to all
templates, programs and other materials
developed or licensed by PAREXEL prior to or
apart from the commencement of this Agreement,
regardless of whether such materials are used in
connection with this Agreement.

4.4 Rights to Results

All Study Results obtained in conjunction with or
during performance of the Study are 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. Principal Investigator
shall notify PAREXEL of the Study Results
promptly, separately and in writing.

4.5 Intellectual Property

As used herein, “Intellectual Property” shall mean
all rights, title and interest in and to the
intellectual property and materials that are the
subject of the Study or the Protocol, including,
without limitation, all property rights in the Study
Drug and all data, technical information,
inventions, discoveries, developments,
improvements, enhancements, software, know-
how, methods, techniques, 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
Study Drug), 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, PAREXEL or SPONSOR or their respective
agents, employees or contractors, either solely or
jointly with others. Institution and Principal

Study Number:90237
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ohledu na to si PAREXEL ponecha uplna
vlastnicka prava ke vSem Sablonam, programim a
ostatnim materialim, které PAREXEL vyvinul,
nebo na které ziskal licenci pfed zahajenim
platnosti této Smlouvy nebo nezavisle na ni,
nehled¢ na to zda se takové materidly Vv
souvislosti s touto Smlouvou pouzivaji ¢i nikoliv.

4.4 Prava K vysledkim

Veskeré Vysledky Klinického hodnoceni ziskané
v souvislosti sjeho provadénim nebo v jeho
prabéhu jsou vyhradnim a vyluénym vlastnictvim
ZADAVATELE. ZADAVATEL je opravnén
uzivat  Vysledky  Klinického  hodnoceni
v souvislosti s jakoukoliv ze svych vyzkumnych
vyvojarskych, marketingovych ¢i propagacnich
¢innosti 1 vSemi ostatnimi zptisoby, které v ramci
svych obchodnich z4jmii uzna za vhodné.
Pracovisté postupuje veskera prava kK Vysledkim
Klinického hodnoceni ziskanym v jeho pribéhu
ZADAVATELI Hlavni zkousejici o Vysledcich
Klinického  hodnoceni  spravi PAREXEL
samostatng¢, neprodlené a v pisemné formé.

4.5 DuSevni vlastnictvi

Termin ,,DuSevni vlastnictvi® zde znamena
veskera prava, naroky a podily na dusevnim
vlastnictvi a podkladech, které tvoii predmét
Klinického hodnoceni nebo Protokolu, zejména
veskera vlastnicka prava ke Studijnimu léku a

veskerym udajim, technickym informacim,
vynaleziim, objeviim, vyvoji, zlepSenim,
obohacenim, softwaru, know-how, metodam,

technikam, vzorctim, udajim, postupim a dal$im
vlastnickym napadim (at jiz je podle
patentového, autorského ¢i jiného prava lze
patentovat nebo registrovat ¢i nikoliv) a
podkladim tykajicim se jakéhokoliv produktu
(zejména Studijniho 1éku), Klinického hodnoceni
nebo Protokolu, nebo jinak odvozeného,
vymysleného, objeveného, vyvinutého nebo
uveden¢ho do praxe v pfimém nebo nepfimém
disledku plnéni jakékoliv sluzby dle této smlouvy
ze strany Pracovisté¢ nebo v prubéhu Klinického
hodnoceni, nebo v souvislosti s nim, vytvofeného
nebo vyvinutého Pracovistém, PAREXELEM
nebo ZADAVATELEM, prip. jejich pracovniky,
zameéstnanci nebo dodavateli, samostatn€é nebo
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Intellectual
confidential

Investigator acknowledge that all
Property shall be considered
information subject to clause 4.2.

All Intellectual Property, inventions, discoveries,
and technology relating to the Study Drug
conceived by Institution or its Principal
Investigator, solely or jointly with others as a
result of work done under this Agreement, shall
be, and remain, at all times the sole and exclusive
property of SPONSOR (subject to the right
expressly reserved for PAREXEL under Section
4.3). The Site, including its employees or agents,
shall not acquire any Intellectual Property or any
other rights of any kind whatsoever with respect
to the Study Drug as a result of performance
under this Agreement. The Site hereby agrees to
assign and assigns to SPONSOR all Intellectual
Property and other rights resulting from the Study
and the work under this Agreement. At all times,
SPONSOR shall have the exclusive right to use,
assign, license or transfer ownership of any
Intellectual Property in any way deemed by it to
be necessary or desirable without payment of any
compensation to the Site for such Intellectual
Property. If applicable laws require the Site to
pay compensation to employees for the
assignment of inventions, SPONSOR will
reimburse the Site for such payments.

The Site agrees to promptly notify PAREXEL and
SPONSOR of any such Intellectual Property
invention, discovery or improvement, and to
make all statements legally necessary to vest title
in such invention, discovery or improvement in
SPONSOR. SPONSOR shall have the sole and
exclusive right to obtain, file and prosecute in its
own name, and at its own discretion and 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
and any copyrights, patents or other intellectual
property  rights, including disclosure to
SPONSOR of all relevant or pertinent
information and data with respect to such
Intellectual Property, the execution of all
applications, specifications, oaths, assignments
and all other instruments which SPONSOR shall
deem necessary in order to apply for and obtain
Study Number:90237
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spolu s dal§imi. Zdravotnické zafizeni a Hlavni
zkousejici berou na védomi, ze veskeré Dusevni
vlastnictvi se povazuje za divérné informace a
podléha ustanovenim Cl. 4.2.

Veskeré Dusevni vlastnictvi, vynalezy, objevy a
technologie tykajici se Studijniho Iéku objevené
Zdravotnickym  zafizenim nebo  Hlavnim
zkousejicim, samostatné nebo spolu s dalSimi,
v dasledku ¢innosti provadénych dle této smlouvy
je  vyhradnim a  vyluénym  majetkem
ZADAVATELE a za vsech okolnosti jim ziistane
(s vyjimkou prava vyslovné vyhrazeného
PAREXELU v ¢l. 4.3). Pracovisté, vcetné svych
zaméstnanci ¢i pracovnikd, nenabude zadné
Dusevni vlastnictvi ani jina prava tykajici se
Studijniho  1éku, ktera vznikla v souvislosti
S plnénim této smlouvy. Pracovisté souhlasi, Ze
postoupi a timto ZADAVATELI postupuje
veskeré DuSevni vlastnictvi a ostatni prava
vyplyvajici ztohoto Klinického hodnoceni a
¢innosti dle této smlouvy. ZADAVATEL bude
mit za vSech okolnosti vyhradni pravo uzivat,
postupovat, licencovat ¢i pievadét vlastnictvi
jakéhokoliv DusSevniho vlastnictvi, povazuje-li to
z jakéhokoliv divodu za nezbytné ¢i zadouci,
aniz by mél povinnost poskytnout Pracovisti za
takové DuSevni vlastnictvi jakoukoliv nahradu.
Vyzaduji-li platné zakony, aby Pracovisté za
postoupeni vynalezii vyplatilo zaméstnanciim
nahradu, ZADAVATEL Pracovisti takové
prokazatelné opravnéné platby proplati.

Pracovi$té souhlasi, Ze o kazdém DuSevnim
vlastnictvi, vynalezu, objevu a  zlepSeni
PAREXEL a ZADAVATELE okamzité spravi, a
ze ucini veskera zdkonem vyzadovana prohlaseni
potiebna k ptevedeni prav K takovému vynalezu,
objevu nebo =zlepSeni na ZADAVATELE.
ZADAVATEL bude mit vyhradni a vyluéné
pravo na své jméno a vlastni naklady a dle
vlastniho uvéazeni ziskavat a podavat patentové
ptihlasky tykajici se jakéhokoliv poznatku
odvozeného z Dusevniho vlastnictvi a soudné se
domahat prav z nich vyplyvajicich. Na pozadani
bude Pracovist¢ ZADAVATELI na jeho naklady
napomocno pii zajiStovani a vymahani prav
ZADAVATELE Kk DusSevnimu vlastnictvi a
jakymkoliv autorskym, patentovym ¢i jinym
pravim dusSevniho vlastnictvi, véetné poskytnuti
vSech nalezitych ¢i relevantnich informaci a udaju
tykajicich se Dusevniho vlastnictvi
ZADAVATELLI, vyhotoveni veskerych piihlasek,

Page 14 (from 26)



PAREXEL: 90237

Site Agreement / smlouva s.....
Oblastni nemocnice PFibram a.s.

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.

Institution and Principal 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.

4.6 Publications

SPONSOR shall have unrestricted publication
rights for the Study Results. However, PAREXEL
and the SPONSOR recognise and acknowledge the
Institution’s and the Principal Investigator’s interest
in making publications relating to the Study in
journals, at meetings or otherwise. Upon
completion of the Study but not before the first
publication of the consolidated results, or when
data are adequate (in SPONSOR’s reasonable
judgement), the Site has the right to prepare the
data for publication. Any such publication shall
be submitted to SPONSOR for review and
comment prior to being disclosed. Material for
public dissemination shall be submitted to
SPONSOR for review at least sixty (60) days
prior to submission for publication, public
dissemination, or review by a program
committee. SPONSOR shall have the right to
demand amendments to any proposed publication
or presentation on reasonable grounds including,
without limitation:
e To ensure the accuracy of the presentation or
publication;
e To ensure that proprietary information is not
inadvertently divulged;
e To enable intellectual property rights to be
secured; and/or
e To enable relevant
information to be provided.

supplementary
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specifikaci, prohlaSeni, postoupeni a vSech
ostatnich listin, které ZADAVATEL povazuje za
nezbytné pro podani zadosti a ziskani takovych
prav a pro postoupeni a prevedeni vyhradnich a
vyluénych prédv, narokii a podild natakovém
Dusevnim vlastnictvi a jakychkoliv autorskych
pravech, patentech ¢i jinych pravech duSevniho
vlastnictvi tykajicich se téhoz ZADAVATELI a
jeho nastupciim a nabyvateliim.

Zdravotnické =zatizeni a Hlavni zkousSejici se
podpisem této Smlouvy zarucuji, ze neuzavieli a
ani v budoucnu neuzaviou zadnou dohodu ¢i
smluvni vztah, ktery by byl vrozporu nebo
jakkoliv  ohrozil prava ZADAVATELE Kk
Vysledkiim Klinického hodnoceni, vynaleztiim,
objevim nebo technologiim, které vznikly
plnénim na zékladé¢ této Smlouvy nebo v jeho
souvislosti.

4.6 Publikace

K Vysledkim  Klinického = hodnoceni  ma
ZADAVATEL neomezené pravo na zvefejnéni.
Bez ohledu na to viak PAREXEL i ZADAVATEL
uznavaji a berou na védomi zajem Zdravotnického
zafizeni a Hlavniho zkouSejictho 0 publikovani
informaci tykajicich se Klinického hodnoceni
v Casopisech, na sympoziich a podobné. Po
ukonceni Klinického hodnoceni, av§ak ne diive nez
budou zvefejnény prvni souhrnné vysledky, nebo
bude-li mnozstvi ziskanych udaji postacujici
(podle pfiméfeného uvazeni ZADAVATELE), je
Pracovi$té opravnéno piipravit tidaje ke zvetejnéni.
Veskeré takové udaje se pred vlastnim zvefejnénim
predlozi ZADAVATELI k posouzeni a vyjadieni
pripominek. Material ureny ke zvetrejnéni bude
ZADAVATELI predlozen k posouzeni minimalné
Sedesat (60) dni pied zvefejnénim nebo
ptedlozenim k recenzi programovému vyboru.
ZADAVATEL bude mit pravo v jakékoliv
navrhované publikaci nebo prezentaci pozadovat
pfiméfené zmény, zejména K:
e zajisténi  pfesnosti
publikace;

e zamezeni vyzrazeni davérnych informaci
tykajicich se vlastnickych prav z nedbalosti;

e zajiSténi prav dusevniho vlastnictvi; a/nebo

prezentace  nebo

e  poskytnuti prislusnych dopliyjicich
informaci.
Autorstvi veSkerych publikaci tykajicich se
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Authorship of any publications relating to the
Study shall be determined by mutual agreement.
SPONSOR has the right to name co-authors.

As this Study is a multi-centre study, the first
publication of data shall be based on consolidated
data from all centres analysed according to the
Protocol, unless otherwise agreed in writing by all
the principal investigators involved in the Study
and by the SPONSOR, i.e. the publication of
results from individual Study sites is not allowed
before publication of the full Study results
derived from all Study sites.

4.7 Publicity

No party to this Agreement shall use the
SPONSOR’s name or the name of any party
hereto in connection with any advertising or
promotion of any product or service without the
prior written permission of such party or
SPONSOR, as appropriate.

4.8 Clinical trial information disclosure

The parties understand and agree that the clinical
trial information including the Protocol, the
recruitment status will be disclosed and entered
by SPONSOR into the study registry
www.clinicaltrials.gov.

The Site agrees not to enter any SPONSOR
clinical trial data into any clinical trial
information database, public or otherwise,
without prior written consent from the Sponsor.

Section 5. Term and Termination of the

Agreement

5.1 Term

This Agreement shall become effective following
the last signature of the parties. This
Agreement shall remain in force and effect
to the full conclusion of the Study
according to the Study Protocol unless
terminated prematurely.

Study Number:90237
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Klinického hodnoceni bude stanoveno po
vzajemné dohodé. ZADAVATEL je opravnén
jmenovat spoluautory.

Vzhledem Kktomu, Ze se jedna o tzv.
,multicentrické” Klinické hodnoceni, bude prvni
publikace udaji vychazet z informaci
analyzovanych dle Protokolu a ziskanych ze
vSech zucastnénych center, nedohodnou-li se viak
vsichni hlavni zkousejici, ktefi se na Klinickém
hodnoceni podili, a ZADAVATEL pisemné jinak,
tj. jednotliva pracovisté¢ Klinického hodnoceni
nesméji vysledky zvetejnit diive, nez budou
zvetejnény uplné vysledky Klinického hodnoceni
ziskané ze vSech pracovist'.

4.7 Propagace

Z4dna strana této Smlouvy nebude pouzivat
nazev ZADAVATELE ani nazev jakékoliv strany
zde wuvedené ve spojeni sreklamou nebo
propagaci jakéhokoliv produktu nebo sluzby bez
ptedchoziho pisemného souhlasu této strany pfip.
ZADAVATELE.

4.8 Poskytovani informaci tykajicich se Klinického
hodnoceni

Strany jsou si védomy a souhlasi, ze klinické
informace tykajici se Klinického hodnoceni, véetné
Protokolu a stavu naboru, uvede ZADAVATEL do
rejstitku klinickych hodnocenti na
www.clinicaltrials.gov.

Pracovisteé souhlasi, Ze bez predchoziho pisemného
souhlasu Zadavatele neuvede informace tykajici se
ZADAVATELOVA Klinického hodnoceni v zadné
vefejné ani jiné databazi informaci o klinickych
hodnocenich.

Clanek 5. Doba platnosti a ukonéeni platnosti
Smlouvy

5.1 Doba platnosti

Tato Smlouva vstupuje Vv platnost podpisem
posledni smluvni strany. Tato Smlouva zlstane v
platnosti a UCinnosti do ukonceni Klinického
hodnoceni v souladu s Protokolem, pokud nebude
ukonceno pred¢asné.
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5.2 Termination by Sponsor

SPONSOR or PAREXEL, acting on behalf of
SPONSOR, may terminate this Agreement
upon written notice effective on the date of
its delivery to the other Parties thereto for
any reason including, but not limited to,
any of the following occurrences:

. three months after shipment of the Study
Drug or material, no patients have been
enrolled or the Principal Investigator
recruits no patients or recruits such a low
number of patients that it can be assumed
that the agreed number of patients will

not be reached during the planned
recruitment phase;
. SPONSOR terminates the Study for the

Study Drug or the indication is
discontinued;

. it is proved that the dosage used for the
Study no longer seems to be justified;
. a regulatory authority or other pertinent

institution decides to terminate the Study
in this Institution or as a whole; or

. the Principal Investigator or the
Institution fails to adhere to the
conditions of the Protocol and this
Agreement and the requirement to

complete CRF data according to the
Guidelines for Good Clinical Practice.

5.3 Termination by Principal Investigator

Should the Principal Investigator recognise, with
reasonable discretion, that continuation of the
Study is no longer medically justifiable, due to (i)
unexpected results (ii) the severity or prevalence of
serious adverse events or (iii) the efficacy of the
treatment with Study Drug appears to be
insufficient; then he/she will promptly notify
PAREXEL and SPONSOR in writing. Should
PAREXEL, SPONSOR or the ethics committee
agree that continuation is not justifiable, the
Principal Investigator may arrange immediate
termination of the Study at his/her site.

5.4. Termination of this Agreement by any party
shall not affect the rights and obligations of
Study Number:90237

Version

5.2 Ukonceni ze strany Zadavatele

ZADAVATEL, nebo PAREXEL jednajici jménem
ZADAVATELE, mohou tuto Smlouvu ukoncit
pisemnou vypovédi sucinnosti ke dni jejiho
doruceni ostatnim smluvnim strandm zejména
Z nasledyjicich divodu:

. tii mésice po zaslani Studijniho 1éku nebo
materiadlu nebyli zatazeni zadni pacienti,
nebo Hlavni zkouSejici zadné pacienty
nevybral, nebo jich vybral tak malo, ze
lze ptedpokladat, Ze dohodnutého
mnozstvi pacientd nebude béhem Faze
naboru pacientti dosazZeno;

o ZADAVATEL ukonci hodnoceni
Studijniho 1éku nebo bude zrusena jeho
indikace;

. prokdze se, ze davkovani pouzité
v Klinickém hodnoceni neni
opodstatnéné;

. kontrolni ufad nebo jiny prislusny organ

se rozhodne ukon¢it Klinické hodnoceni
ve Zdravotnickém zafizeni nebo jako
celek; nebo

. Hlavni zkouSejici nebo Zdravotnické
zatizeni nedodrzuji podminky Protokolu a
této Smlouvy a pozadavky na vypliovani
udaji do CRF podle Pokyni Spravné
klinické praxe.

5.3 Ukonceni ze strany Hlavniho zkousSejiciho

Pokud Hlavni zkouSejici po pifiméfené uvaze
rozhodne, ze pokracovani Klinického hodnoceni jiz
neni dale lékaisky opodstatnéné zdtvodu (i)
necekanych vysledk (ii) zavaznosti nebo hojného
vyskytu zavaznych nezadoucich piihod nebo (iii)
toho, Ze uc€innost 1é¢by Studijnim lékem se zda byt
nedostatecnd, neodkladné 0 tom pisemné uvédomi
PAREXEL i ZADAVATELE. Pokud se
PAREXEL, ZADAVATEL nebo eticka komise
shodnou, ze pokracovani neni odivodnéné, Hlavni
zkousejici mize Klinické hodnoceni na svém
pracovisti okamzité ukoncit.

5.4. Ukonceni této Smlouvy jakoukoliv stranou
nijak neovlivni prava a zavazky stran vzniklé pred
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the parties accrued prior to the effective
date of termination of this Agreement.
Neither the expiration nor the termination
of this Agreement, however effectuated
shall cause the parties to be released from
their rights and obligations under Sections
3, 4, 6, 7 and 8, or under any other
provisions of this Agreement that by their
terms are understood to  survive
termination.

Section 6. Payment Terms and Conditions

In consideration for the performance of the Study,
the Site shall be paid by PAREXEL, on behalf of
Sponsor, in accordance with the Payment Schedule
set out in Appendix 1 and Appendix 2 attached
hereto. The contracted fees that are subject to the
preceding sentence include any and all agreed
fees/remuneration and also the respective VAT.

It shall be the responsibility of the Institution to
comply with all obligations in respect of taxes and
social security contributions, if applicable, which
relate to the subject matter of this Agreement
including, without limitation, those that relate to the
Principal Investigator, the Institution and its
employees and/or collaborators.

Section 7. Insurance, Indemnity, Liability

7.1 Clinical Trial Insurance

The SPONSOR shall maintain in full force and
effect throughout the performance of the Study
liability insurance for damages suffered by any
subject as a consequnce of participating in the
Clinical Trial (including death). The copy of the
Insurance certificate forms Appendix No. 6 to this
Agreement.

However, the parties understand that the Clinical
Trial Insurance is not intended as nor is a
substitute for full and complete malpractice and
other forms of liability insurance.

Study Number:90237

Version

datem ucinnosti ukonceni této Smlouvy. Ani zanik
platnosti, ani ukonéeni této Smlouvy vzniklé
jakymkoliv zptsobem nezbavi strany jejich prav a
zavazkua dle odst. 3, 4, 6, 7 a 8 nebo kteréhokoli
ustanoveni této Smlouvy, zn¢hoz vyplyva, ze
zastava v platnosti i po ukonéeni smlouvy.

Clanek 6. Platebni podminky

Zaprovadéni  Klinického hodnoceni  budou
prostiednictvim smluvniho partnera ze skupiny
PAREXEL Inc. proplaceny jménem
ZADAVATELE Zdravotnickému zafizeni a
Hlavnimu zkousSejicimu smluvni ceny stanovené
v Prilohach ¢.1 a €. 2 prilozenych K této smlouve.
Smluvni odmény podle ptedchozi véty zahrnuji
veskeré dohodnuté poplatky/odmény a rovnéz DPH
v platné vysi.

Zdravotnické zafizeni ponese odpovédnost za
dodrzovani vSech danovych povinnosti, piipadné¢
zavazkll tykajicich se pfispévki do fondu
socialniho zabezpeceni, souviseji-li s predmétem
této Smlouvy a to zejména zavazkl, které se
vztahuji k Hlavnimu zkousejicimu,
Zdravotnickému zafizeni a jeho zameéstnancim
a/nebo spolupracovniklim.

Clanek 7. Pojiténi, od§kodné, odpovédnost

7.1 Pojisténi Klinického hodnoceni

ZADAVATEL uzavtel pro celou dobu provadéni
Klinického hodnoceni pro ZADAVATELE a
Hlavniho zkousejiciho pojisténi odpovédnosti za
Skodu, jehoz prostiednictvim je zajisténo i
odskodnéni v pfipadé smrti subjektu hodnoceni
nebo v piipadé skody vzniklé na zdravi jakémukoli
subjektu  hodnoceni v disledku jeho ucasti
v klinickém  hodnoceni.  Kopie  certifikatu
0 uzavfeném pojisténi tvoii pfilohu ¢. 6 této
smlouvy.

Strany jsou si vSak védomy, Ze pojisténi
Klinického hodnoceni nenahrazuje pojiSténi za
Skody vzniklé v disledku zanedbani péce a jiné
Skody, ani tak neni zamysleno.
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7.2 Product Liability

Neither PAREXEL nor SPONSOR shall be held
responsible for any controversy, demand or claim
(including third party claims) for the payment of
damages vis-a-vis any third party or the Principal
Investigator or Institution for:

(a) injuries or damages incurred if they are the
result of or are alleged to be the result of
negligence or wilful misconduct on the part of the
Site or its employees or agents;

(b) activities of the Institution and/or the Principal
Investigator contrary to this Agreement the
Protocol, GCP or any applicable laws;

(c) unauthorized warranties made by the Site or
its employees or agents concerning the Study
Drug; or

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

7.3 Professional Liability Insurance

The Institution hereby represents and warrants
that it has a professional liability insurance policy
taken out with a reputedly creditworthy insurance
company, covering their liability for any damage,
which may be caused as a result of fault or
negligence which it may commit during its
performance of this Agreement. The Institution
shall provide evidence of its insurance upon
request by SPONSOR or PAREXEL. The
Institution and the Principal Investigator shall be
liable under this Agreement for any damages and
claims resulting from negligence or wilful
misconduct of the Principal Investigator or the
Institution in the execution of the Study or this
Agreement.

Section 8. Parties

8.1 Conflict of Interests

The Principal Investigator warrants that he, as well
as all their support personnel, are not presently

under any agreement or obligation which may
Study Number:90237
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7.2 Odpovédnost

Ani PAREXEL ani ZADAVATEL neponesou
odpovédnost za zadny spor, pozadavek ani narok
(v€etné mnarokd tretich stran) na placeni
odSkodného jakékoliv tieti strané nebo Hlavnimu
zkousejicimu nebo Zdravotnickému zatizeni za:

(a) zranéni nebo Skody vzniklé v dusledku
nedbalosti nebo umyslného zanedbani péce ze
strany Pracovist¢ nebo jeho zaméstnancti C¢i
zastupcu;

(b) ¢&innosti Zdravotnického zafizeni a/nebo
Hlavniho zkousSejiciho, které jsou v rozporu
s touto smlouvou, Protokolem, GCP ¢i jinymi
platnymi zakony;

(c) neopravnéné zaruky, které Pracovisté nebo
jeho zaméstnanci poskytli v souvislosti se
Studijnim 1ékem; nebo

(d) jakykoliv piipad, kdy nebyl ziskan platny
pisemny informovany souhlas subjektu, ktery se
Klinického hodnoceni ucastni.

7.3 Pojisténi odpoveédnosti pi1 vykonu povolani

Zdravotnické zatizeni timto prohlasuje a zarucuje,
ze uzavielo pojisténi odpovédnosti pii vykonu
povolani u pojistovny, ktera se obecné povazuje
za spolehlivou, a Ze toto pojisténi pokryva jeho
odpovédnost za jakoukoliv Skodu zpusobenou
pochybenim nebo nedbalosti  Zdravotnické
zafizeni béhem plnéni svych zavazkl na zakladé
této Smlouvy. Na zadost ZADAVATELE nebo
PAREXELU poskytne Zdravotnické zafizeni
dikaz o svém pojisténi. Za veskeré Skody a
naroky vyplyvajici z nedbalosti nebo tmyslného
zanedbani péce ze strany Hlavniho zkousejiciho
nebo Zdravotnického zafizeni pii provadéni
Klinického hodnoceni ponese na zdklade této
Smlouvy odpovédnost Zdravotnické zafizeni a
Hlavni zkousejici.

Clanek 8. Strany

8.1 Stiet zajmi

Hlavni zkousejici prohlasuje, ze on/ona ani jeho
spolupracovnici podilejici se na Klinickém
hodnoceni nemaji v soucasné dobé uzavienou
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conflict with the duties and obligations to
PAREXEL or SPONSOR under this Agreement,
and further agrees not to undertake any such
obligation or agreement during the course of the
Study.

The Principal Investigator hereby warrants that
he/she has implemented a “Conflicts of Interests”
disclosure and management policy and program
that complies with the requirements and
regulations issued or administered by the
pertinent regulatory authorities, and the Principal
Investigator warrants that he/she has and will
continue to comply with such policies and
programs.

8.2 Independent Contractor, Employees

The Institution shall perform its services under
this Agreement only as an independent contractor
for SPONSOR, and nothing contained herein
shall be construed to be inconsistent with that
relationship or status.

The Study is performed independently from any
business transactions and decision on supply
purchases with SPONSOR. The Institution shall
not receive any benefits for their provision of
services for the Study other than the remuneration
agreed herein in Section 6.

8.3 Assignment

The Site may not assign its rights or obligations
out of this Agreement to any third party without
the SPONSOR or PAREXEL’s prior written
consent. The Institution and the Principal
Investigator understand and agree that this
Agreement is being entered into on behalf of the
SPONSOR and that accordingly, SPONSOR
may assign its rights and obligations out of this
Agreement.

Neither the Institution nor the Principal
Investigator shall retain any subcontractor to
perform any of their obligations under this
Agreement without the prior written consent of
SPONSOR or PAREXEL. Any such consent

Study Number:90237
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smlouvu ani zavazek, ktery by mohl byt v rozporu
S povinnostmi a zavazky vuc¢i PAREXELU nebo
ZADAVATELI na =zakladé této Smlouvy, a
zaroven souhlasi, Zze béhem provadéni Klinického
hodnoceni zadny takovy zavazek ani smlouvu
neuzavie.

Hlavni ZkousSejici timto prohlasuje, ze se fidi
planem a zasadami pro hlaseni a feSeni ,,Stfetu
zajmt“, které jsou vsouladu spozadavky a
pfedpisy  vydanymi nebo  uplatiiovanymi
prislusnymi kontrolnimi ufady a dale zarucuje, ze
bude i nadale jednat vsouladu s takovymi
postupy a programy.

8.2 Nezavisly dodavatel, zaméstnanci

Zdravotnické zatizeni bude ZADAVATELI
poskytovat své sluzby na zakladé této Smlouvy
pouze coby nezdvisly dodavatel a nic v této
Smlouvé nebude vykladano tak, jako by se
jednalo o jiny vztah nebo postaveni.

Klinické hodnoceni se provadi nezavisle na
jakychkoliv obchodnich transakcich a
rozhodnutich o  nakupech  materidlu u
ZADAVATELE. Zdravotnické zatizeni nebude
za poskytovani sluzeb v ramci klinického
hodnoceni nijak zvyhodnéno, kromé odmény
dohodnuté v Clanku 6 této Smlouvy.

8.3 Postoupeni prav

Bez  ptredchoziho  pisemného souhlasu
ZADAVATELE nebo PAREXELU nesmi
Pracovisté postoupit sva prava nebo zavazky
vyplyvajici ztéto Smlouvy zadné tieti strané.
Zdravotnické zafizeni a Hlavni zkousSejici berou
na védomi, ze tuto Smlouvu uzavird PAREXEL
jménem ZADAVATELE, a ze ZADAVATEL je
opravnén sva prava a zavazky vyplyvajici z této
Smlouvy postoupit dale.

Bez  ptedchoziho pisemného souhlasu
ZADAVATELE nebo PAREXELU nepovéfi
Zdravotnické zarizeni ani Hlavni zkousSejici
plnénim zavazkl vyplyvajicich z této Smlouvy,
74dného externiho dodavatele. Zadny takovy
souhlas v8§ak Zdravotnické zatizeni ani Hlavniho

Page 20 (from 26)



PAREXEL: 90237

Site Agreement / smlouva s.....
Oblastni nemocnice PFibram a.s.

shall relieve neither the Institution nor the
Principal Investigator of their obligations
hereunder.

Section 9. Communications

The parties undertake to notify each other of all
events that influence the performance of this
Agreement.

Notifications shall be made to the following
addresses:

To PAREXEL.:

PAREXEL International Czech Republic s.r.o.
Na Vini¢nich horach 22
160 00 Praha 6
Ceska republika

To SPONSOR:

Boehringer Ingelheim Pharma GesmbH
Dr. Boehringer Gasse 5 — 11

1121 Wien

Austria

To Principal Investigator:
Onkologické centrum

Oblastni nemocnice Pfibram a.s.
Podbrdska 269

261 01 Piibram

Ceské republika

To Institution:

Oblastni nemocnice Piibram a.s.
Podbrdska 269

261 01 Ptibram

Ceska republika

Section 10. Contractual

10.1 Entire Agreement

This Agreement (including the Protocol and any
Appendices hereto) represents the entire
understanding between the parties with respect to
the subject matter hereof. No amendment to this

Study Number:90237
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zkousejiciho nezprosti jejich zavazka dle této
smlouvy.

Clanek 9. Komunikace

Strany se zavazuji, ze se budou vzijemné
informovat o vSech udalostech, které mohou mit
vliv na plnéni této Smlouvy.

Oznameni budou odesilana na tyto adresy:

Pro PAREXEL.:

PAREXEL International Czech Republic s.r.o.
Na Vini¢nich horach 22
160 00 Praha 6
Ceska republika

Pro ZADAVATELE:

Boehringer Ingelheim Pharma GesmbH
Dr. Boehringer Gasse 5 — 11

1121 Wien

Rakousko

Pro Hlavniho zkousSejiciho:
Onkologické centrum

Oblastni nemocnice Pfibram a.s.
Podbrdska 269

261 01 Piibram

Ceska republika

Pro Zdravotnické zafizeni:
Oblastni nemocnice Piibram a.s.
Podbrdska 269

261 01 Ptibram

Ceska republika

Clanek 10. Smluvni zaleZitosti

10.1 Celistvost Smlouvy

Tato Smlouva (vCetné Protokolu a veSkerych
svych ptiloh) pfedstavuje Uplnou dohodu mezi
stranami ve vztahu k pfedmétu této Smlouvy.
Kazdy pozménujici dodatek k této Smlouvé se
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Agreement will be effective or binding unless it is
in writing signed by all parties and refers to this
Agreement.

10.2 Applicable Law, Place of Venue

The parties agree that this Agreement shall be
governed by Czech Law, without regard to the
conflicts of laws provisions thereof.

The parties will endeavour to settle amicably any
dispute having its origin in this Agreement. In case
a dispute is brought before a court of law, the courts
of Czech Republic will have sole jurisdiction over
the litigation.

Any issues not determined in this Agreement shall
be governed by the relevant Czech law.

In the event of any discrepancies between the two
language versions, the Czech language version
shall prevail.

10.3 Severability

Should any of the provisions of this Agreement
be declared entirely or in part invalid or
unenforceable by the pertinent authorities
according to the applicable laws, the remaining
terms of this Agreement shall not be affected by
such declaration. Such invalid provision shall be
replaced by a valid provision reflecting — to the
extent possible — the intent of the original
provision.

10.4 Waiver

No waiver of any term, provision or condition of
this Agreement whether by conduct or otherwise
in any one or more instances shall be deemed to
be or construed as a further or continuing waiver
of any such term, provision or condition, or of
any other term, provision or condition of this
Agreement.

Section 11. Miscellaneous

11.1 Changes to the Agreement
Changes to the Agreement and the Annexes must
be made in the form of written annexes, otherwise

they will be invalid.
Study Number:90237
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stava platnym a zavaznym, pouze je-li opatien
vlastnoru¢nim podpisem vSech stran a obsahuje
odkaz na tuto Smlouvu.

10.2 Prislus$né pravo, mistni soudni pfisluSnost

Strany souhlasi, Ze tato Smlouva se bude fidit
pravnim fadem Ceské republiky, bez ohledu na
ustanoveni mezinarodniho prava soukromého.
Strany budou usilovat o mimosoudni smirné
narovnani veskerych sporti, které by mély ptvod
v této Smlouvé. V piipadé soudniho sporu budou
mit vylu€nou soudni pravomoc pii jeho feSeni
soudy Ceské republiky.

Veskeré sporné otazky, které nejsou vymezeny
touto Smlouvou, se budou fidit piislusSnymi zakony
Ceské republiky.

V pfipadé¢ rozporu mezi dvéma jazykovymi
verzemi bude smérodatna verze v ceském jazyce.

10.3 Oddélitelnost

Pokud by nékteré z ustanoveni této Smlouvy bylo
ptislusnymi organy prohlaseno za zcela nebo
CasteCn¢ neplatné nebo nevymahatelné podle
platnych zakont, ostatni podminky této Smlouvy
zustanou takovym  prohlasenim  nedotCeny.
Takovéto neplatné ustanoveni bude nahrazeno
platnym ustanovenim, které bude v maximalni
mozné mife odrazet zamer pivodniho ustanoveni.

10.4 Vzdani se naroku

Vzdani se jakékoliv podminky nebo ustanoveni
této Smlouvy, at' jiz jednanim nebo jinak,
Vvjednom nebo vice ptipadech, se nebude
povazovat ani vykladat jako dalsi nebo
pokracujici vzdani se takové podminky nebo
ustanoveni nebo jakékoliv jiné podminky nebo
ustanoveni této Smlouvy.

Clanek 11. Riizné
11.1 Zmény Smlouvy
Zmény ve Smlouvé a Dodatcich se musi ucinit

formou pisemnych ptiloh, jinak budou neplatné.
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11.2.

This Agreement is made in four identical
originals in Czech and in English, with one
original for the Institution, one for the
Investigator, one for SPONSOR and one for
PAREXEL.

11.3

Principal Investigator hereby represents that
he/she has never been subject to debarment
proceedings, indicted, convicted, or otherwise
engaged in conduct for which a person can be
debarred, , to have received a copy of the
Investigator's Brochure and to be informed about
its contents.

The Site consents that its/his/her contact data
(such as, but not limited to, name, address, phone
number, bank account, email, etc.) as well as
information about the conduct of the Study (such
as, but not limited to, study indication, enrolment
period, number of enrolled patients) may be
stored and processed in particular for evaluation
/selection purposes for future international and
local clinical trials during and after the
completion of the Study by SPONSOR and its
affiliated companies, and by PAREXEL,
PAREXEL International Corporation and their
affiliated companies The Site further consents
that such data can be transferred (1) to affiliated
companies of SPONSOR and PAREXEL that are
located outside of the European Economic Area
and (2) to regulatory authorities which may also
be located outside of the European Economic
Area. Upon written request, the Site will be
granted access to its data only.

The following appendixes constitute an integral
part of this Agreement:

No. 1 - Health Institution Fee

No. 2 — Principal Investigator Fee

No. 3 — PAREXEL International Czech Republic
s.r.0. Authorization

No. 4 — Clinical Trial Protocol

No. 5 — Informed Consent Form and information
brochure for the clinical trial subjects

No. 6 — Insurance Certificate

No. 7 — Power of attorney for MUDr. Michaela
Ticha

Study Number:90237

Version

11.2.

Tato Smlouva je vyhotovena ve Ctyfech
identickych origindlech v cestiné a anglicting s
tim, Ze jeden origindl obdrzi Zdravotnické
zatizeni, jeden Hlavni zkouSejici, jeden
ZADAVATEL a jeden PAREXEL.

11.3

Hlavni zkousejici timto prohlasuje, Ze proti nému
nikdy nebylo vedeno fizeni ve véci zakazu
¢innosti, ze nebyl obvinén, odsouzen, ani jinak
zapojen do jednani, Vjehoz dusledku by bylo
mozné vést fizeni ve véci zakazu ¢innosti, a Ze
ptijal vytisk Souboru informaci pro zkousejiciho
a je informovan o jeho obsahu.

Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi, ze ZADAVATEL a jeho sesterské
spoleCnosti a PAREXEL, PAREXEL Int.
Corporation a jeji sesterské spolecnosti mohou v
priabéhu i po ukonceni Klinického hodnoceni
ukladat a zpracovavat jejich kontaktni udaje
(zejména jméno, adresu, telefonni ¢islo, bankovni
ucet, e-mail, atd.), stejné jako informace o vedeni
Klinického hodnoceni (zejména indikace, obdobi
naboru pacientd, pocet zafazenych pacientd) a to
zejména pro ucCely Vyhodnoceni / vybéru
budoucich mezinarodnich i mistnich klinickych
hodnoceni. Zdravotnické zafizeni a Hlavni
zkousejici dale souhlasi, Ze tyto tidaje se mohou
prevést (1) do  sesterskych  spolecnosti
ZADAVATELE a PAREXELU, které se
nachézeji mimo Evropsky hospodarsky prostor a
(2) kontrolnim ufadim, které mohou mit sidlo
mimo Evropsky hospodarsky prostor. Na
pisemnou zadost bude Zdravotnickému zatizeni
nebo Hlavnimu zkouSejicimu umoznén ptistup
pouze Kk jeho dattm.

Nasledujici pfilohy tvoii nedilnou soucast této

Smlouvy:

C. 1 — Odména Zdravotnického zafizeni

C. 2 — Odména Hlavniho zkousejiciho

C. 3 — Opravnéni PAREXEL International Czech

Republic s.r.o.

C. 4 — Protokol klinického hodnoceni

C.5 — Formulaf informovaného souhlasu a

Informaéni brozura pro subjekty klinického

hodnoceni

C. 6 — Certifikat pojisténi

C. 7 — PIna moc pro MUDr. Michaelu Tichou
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The contractual parties hereby declare
that they have duly discussed the contract in Smluvni strany prohlasuji, Zze smlouvu
advance and that they understand all the pfedem nalezit¢ projednaly a vsSechna jeji
provisions thereof and express their true and free ustanoveni jsou jim srozumitelnd a vyjadiuji
will, in witness whereof they hereunto attach their jejich pravou a svobodnou vili, na dikaz ¢ehoz

signatures. pripojuji své podpisy.
Signatures Podpisy
PAREXEL International Czech Republic, PAREXEL International Czech Republic,
s.r.o., on behalf of Sponsor: s.r.o., jménem Zadavatele:
Name (Printed Jméno (Tiskacim):
Signature:
Podpis:
Date:
Datum:
Institution Zdravotnické zarizeni
Name (Printed):MUDr.Stanislav Holobrada Jméno(Tiskacim): MUDr.Stanislav
Holobrada
Signature:
Podpis:
Date:
Datum:
Principal Investigator Hlavni ZkouSejici
Name (Printed) Jméno (Tiskacim)
Signature: Podpis:
Date: Datum:
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