SMLOUVA O KLINICKEM HODNOCENI C.
08/0VZ/17/004-P

CLINICAL TRIAL AGREEMENT NO.
08/0VZ/17/004-P

smlouva o  klinickém  hodnoceni
(“Smlouva”) je uzavirdna mezi nasledujicimi
stranami:

The Clinical Trial Agreement (“Agreement”) Tato
is made by and between:

eFakultni nemocnice Ostrava, having a e Fakultni nemocnice Ostrava, se sidlem 17.

place of business at 17. listopadu 1790, 708
52 Ostrava — Poruba, Czech Republic,
Identification number: 00843989, Tax
identification number: CZ00843989, with
regard to this Agreement the following
representative is authorised to act on behalf
of Institution and to execute this deed:
MUDr. Josef Srovnal, Vice-director for
Medical Treatment, Institution established
by deed of Department of Health of Czech
Republic dated of November 25, 1990 ref.
no. OP-054-25.11.90 (the “Institution”),
and

edoc. MUDT. Michal Bar, Ph.D., with place
of work at: Fakultni nemocnice Ostrava,
Neurologicka klinika, 17. listopadu 1790,
708 52 Ostrava-Poruba, Czech Republic
(the “Investigator”), and

e Quintiles Czech Republic, s.r.o., having a
place of business at Praha 5, Jinonice,
Radlické 714/113a, zip code 158 00 Prague,
Czech Republic, Identification number: 247
68 651, Tax identification number: CZ247
68 651 (“Quintiles”), and

eBaxalta Innovations GmbH, having a
place of business at Industriestrasse 67, A-
1221  Vienna, Austria, Identification
number: 0041700, Tax identification
number: ATU14198606 (“Sponsor’)

listopadu 1790, 708 52 Ostrava — Poruba,
Ceska republika, ldentifikacni  &islo:
00843989, Danové identifikaéni ¢&islo:
CZ00843989, ve vécech této smlouvy je
opravnén jednat a podepisovat: MUDr.
Josef Srovnal, naméstek fteditele pro
léGebnou péci, Ztizovaci listina MZ CR ze
dne 25. listopadu 1990 ¢.j. OP-054-25.11.90
(“Zdravotnické zarizeni”), a

edoc. MUDr. Michal Bar, Ph.D., s

pracovistém na adrese: Fakultni nemocnice
Ostrava, Neurologicka klinika, 17. listopadu
1790, 708 52 Ostrava-Poruba, Ceska
republika (“Zkousejici”), a

¢ Quintiles Czech Republic, s.r.o0., se sidlem

Praha 5, Jinonicev, Radlicka 714/ 113@, PSC
158 00 Praha, Ceskéd republika, IC: 247
68 651, DIC: CZ24768651 (“Quintiles™), a

eBaxalta Innovations GmbH, se sidlem

Industriestrasse 67, A-1221  Viden,
Rakousko, Identifikacni Cislo: 0041700,
Danové identifikacni Cislo: ATU14198606
(“Zadavatel”)

Each a “Party” and together the “Parties”. Kazda samostatné jako “Strana” a spole¢né jako

“Strany”.
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Protocol
Number:

161505

Cislo Protokolu:

161505

Protocol Title:

Long-Term Tolerability and
Safety of Immune Globulin
Infusion

10% (Human) with
Recombinant Human
Hyaluronidase
(HYQVIA/HyQvia) for

the Treatment of Chronic
Inflammatory
Demyelinating
Polyradiculoneuropathy
(CIDP)

Nazev
Protokolu:

Dlouhodoba snasenlivost a
bezpecnost infuze 10 %
imunoglobulinu (lidského) s
rekombinantni lidskou
hyaluroniddzou
(HYQVIA/HyQvia) pfi lécbé
chronické zanétlivé
demyeliniza¢ni
polyradikuloneuropatie
(CIDP)

Protocol Date: | 27 June 2016 Datum _ 27. ¢ervna 2016
Protokolu:
Sponsor: Baxalta Innovations GmbH | Zadavatel: Baxalta Innovations GmbH
Stat, ve kterém
Country where ma sidlo Misto
Site is . provadéni o .
Conducting Czech Republic Klinického Ceska republika
Study hodnoceni, které
provadi Studii
Location e : , e L.
Neurologicka klinika, which | Misto, kde bude | Neurologicka klinika, ktera je
where the . > s ot 1A% et
. is a division/part of the | provadéna soucasti/oddélenim
study will be I - . .
, Institution Studie: Zdravotnického zafizeni
conducted:
100 kalendainich dna po
Iniciacni  navstévé  Mista
100 Calendar Days after provadéni klinického
Ke Site Initiation Visit (being hodnoceni (a to jakoZto den,
y the date by which Site must o ke  kterému je  Misto
Enrollment Kli¢ové datum ixs S,
, enrol at least [ NN | . provadéni klinického
Date: o zafazeni: . . " a1
as more specifically set out hodnoceni povinno zaradit
in  section 1.7 “Key minimalné |||
Enrollment Date” below) jak je dale podrobnéji
rozvedeno nize v odstavci 1.7
“Klicové datum zatazeni”)
Eticka komise Fakultni MEK |/ EK J Eticka  komise  Fakultni
ECMT/EC/ | nemocnice Ostrava, 17. SUKL nemocnice  Ostrava, 17.
RA listopadu 1790/5, 708 52 listopadu 1790/5, 708 52
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Ostrava-Poruba, Czech
Republic

Statni Gstav pro kontrolu
1é¢iv, Srobarova 48, 100 41
Praha 10, Czech Republic

Ostrava-Poruba, Ceska

republika

Statni ustav pro kontrolu
1é¢iv, Srobarova 48, 100 41
Praha 10, Ceska republika

The following additional definitions shall
apply to this Agreement:

Protocol: the clinical protocol referenced
above as it may be modified from time to
time by the Sponsor (defined below)

Case Report Form or CRF: case report
form (paper or electronic) to be used by
Site to record all of the Protocol-required
information to be reported to Sponsor on
each Study Subject.

Study: the clinical trial that is to be
performed in accordance with this
Agreement and the Protocol for purposes of
gathering information about the
compound/medical device identified in the
Protocol.

Study Subject: an individual who
participates in the Study, either as a
recipient of the Investigational Product
(defined below) or as a control.

Study Staff: the individuals involved in
conducting the Study under the direction of
the Investigator.

Investigational Product: the
compound/medical device identified in the

Ve Smlouvé jsou pouzity nasledujici smluvni
definice:

Protokol: klinicky protokol, na ktery je
odkézano vyse, a ktery mize podléhat ¢as od
¢asu zméndm provedenym Zadavatelem (ve
smyslu niZze uvedené definice)

Formulédfte pro zaznamy o subjektech
hodnoceni (Case Report Form) nebo CRF:
formulat  pro zdznamy o  subjektech
hodnoceni (v listinné ¢i elektronické podob¢)
bude pouzivan Mistem provadéni klinického
hodnoceni za tucelem zdznamu veSkerych
informaci pozadovanych Protokolem, které
podléhaji oznamovéani Zadavateli ve vztahu
ke kazdému Subjektu studie (ve smyslu nize
uvedené definice).

Studie: klinické hodnoceni, které bude
provedeno v souladu s touto Smlouvou a
Protokolem pro ucely ziskani a shromazdéni
informaci o sloZce/zdravotnickém prostiedku
popsaném v Protokolu.

Subjekt studie: jednotlivec, ktery se ucéastni
Studie, bud’ jakoZto piijemce Hodnoceného
léCiva (ve smyslu nize uvedené definice)
nebo jako kontrolni subjekt.

Studijni persondl: jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
Zkousejiciho.

Hodnocené  1éCivo:  slozka/zdravotnicky
prostiedek definovany v Protokolu, ktery je
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Protocol that is being tested in the Study.

Good  Clinical  Practices or GCPs:
International Conference on Harmonisation
of Technical Requirements for Registration
of Pharmaceuticals for Human Use (ICH)
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to
time and the principles set out in the
Declaration of Helsinki as revised from
time to time.

Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects’
primary medical records kept by the
Institution on behalf of the Study Subjects,
including, without limitation, treatment
entries, x-rays, biopsy reports, ultrasound
photographs and other diagnostic images.

Study Data: all records and reports, other
than Medical Records, collected or created
pursuant to or prepared in connection with
the Study including, without limitation,
reports (e.g., CRFs, data summaries,
interim reports and the final report)
required to be delivered to Sponsor
pursuant to the Protocol and all records
regarding inventories and dispositions of
all Investigational Product.

Government Official:  any officer or
employee of a government or of any
ministry, department, agency, or
instrumentality of a government; any
person acting in an official capacity on
behalf of a government or of any ministry,
department, agency, or instrumentality of a
government; any officer or employee of a
company or of a business owned in whole
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Spravna _ klinicka praxe nebo GCPs:
Mezinarodni konference pro harmonizaci
technickych pozadavki a podminek pro
registraci 1é¢iv pro humanni pouziti (ICH)
Harmonizovana tripartitni smérnice pro
Spravnou klinickou praxi, ve znéni, jez je v
pribéhu casu novelizovdano a zéasady
vymezené Helsinskou deklaraci, revidované
v pribéhu ¢asu.

Zadavatel: zadavatel Studie.

Zdravotni zdznamy: primarni zdravotni
zaznamy Subjekth studie vedené
Zdravotnickym zafizenim ve vztahu k

Subjektu studie, zejména zdznamy o
poskytnuté  péci, zazanym o RTG
vySetfenich, protokoly o provedenych

biopsiich, snimky z ultrazvukovych vySetieni
a dalsi snimky diagnostické povahy.

Studijni data a udaje: veskeré zaznamy,
zpravy a protokoly, jez jsou odlisné od
Zdravotnich zaznamt, a které jsou ziskany,
shromazdény ¢i vytvofeny v ndvaznosti na ¢i
piipraveny v souvislosti se Studii, zejména
zpravy, zaznamy a protokoly (napt., CRFs,
datové piehledy, mezitimni zpravy a
protokoly, a zavérecna zprava), které jsou
pozadovany, aby byly poskytnuty Zadavateli
v souladu s Protokolem a vesSkerymi
zaznamy ohledn¢ inventurni evidence a
nakladéani S veskerym mnozstvim
Hodnoceného 1éciva.

Zastupce vefejné moci: jakykoli tfednik ¢i
jakykokoli zaméstnanec vladniho ufadu c¢i
jakéhokoli ministerstva, rezortu, ufadu ¢i
agentury, nebo zéstupce statniho/spravniho
uradu; jakdkoli osoba jednajici v ufedni
funkci jménem statniho/spravniho ufadu ¢i
jakéhokoli ministerstva, ustavu, Ufadu ¢i
agentury nebo zastupce vladniho ufadu;
jakykoli tfednik ¢i zamé&stnanec spolecnosti
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or part by a government; any officer or
employee of a public international
organization such as the World Bank or the
United Nations; any officer or employee of
a political party or any person acting in an
official capacity on behalf of a political
party; and/or any candidate for political
office; any doctor, pharmacist, or other
healthcare professional who works for or in
any hospital, pharmacy or other healthcare
facility owned or operated by a government
agency, ministry or department.

Item(s) of Value: should be interpreted
broadly and may include, but is not limited
to, money or payments or equivalents, such
as gift certificates; gifts or free goods;
meals, entertainment, or hospitality; travel
or payment of expenses; provision of
services; purchase of property or services at
inflated prices; assumption or forgiveness
of indebtedness; intangible benefits, such
as enhanced social or business standing
(e.g., making donations to government
official’s favored charity); and/or benefits
to third persons related to government
officials (e.g., close family members).

Dual Capacity: the capacity of holding a
Government Official position and being a
party to this Agreement.

¢i podnikatelského subjektu vlastnéného
statem, v dil¢im ¢i plném rozsahu; jakykoli
ufednik ¢ zaméstnanec  mezinarodni
organizace vefejného charakteru jako napf.
Svétova banka ¢i Organizace spojenych
narodl; jakykoli ufednik ¢i  jakykoli
zamestnanec politické strany ¢i jakékoli
osoba jednajici v ramci ji svéfené pravomoci
jménem politické strany; a/nebo jakykoli
kandidat na politickou funkci; jakykoli 1ékar,
farmaceut ¢1  jiny  profesiondl  ve
zdravotnictvi, pracujici pro ¢i v jakekoli
nemocnici, l€karné &1 jakémkoli jiném
zafizeni zdravotnického typu ve vlastnictvi ¢i
provozovaném  statnim/spravnim ufadem,
ministerstvem ¢i ustavem.

Hodnotné véci: budou vykladany v Sir§Sim
smyslu a mohou tak zejména zahrnovat
penéZni Castky, platby ¢i ekvivalenty plateb,
jako naptiklad darkové certifikaty i
poukazy; dary ¢i bezplatné poskytované
vyrobky; pohosténi, zdbavu, ¢i pohostinnost;
cesty €1 proplaceni nakladl; poskytovani
sluzeb; koupé¢ majetku ¢i  sluzeb za
nadhodnocené cCastky; ptfevzeti ¢i prominuti
splatnych zévazka; vyhody nehmotného
charakteru, jako naptiklad zvySené socialni Ci
podnikatelské postaveni (napt., poskytovani
dart ¢i podpory na dobroc¢inné ucely, jez jsou
podporovany  statnimi/spravnimi  ufady);
a/nebo vyhod vici tfetim osobam vztahujici
se k zastupcim vefejné moci (napf. blizci
¢lenové rodiny).

Duélni funkce: zptisobilost ptisobit v pozici
Zastupce vetejné moci a zaroven byt smluvni
stranou této Smlouvy.
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UVODNI CAST:

VZHLEDEM K TOMU, ze Quintiles poskytuje
Zadavateli sluzby  smluvni  vyzkumné
organizace, a to na zaklad¢ samostatné smlouvy
uzaviené mezi Quintiles a Zadavatelem. Sluzby
Quintiles zahrnuji monitoring Studie a uzavirani
smluv s klinickymi vyzkumnymi centry;

VZHLEDEM K TOMU, ze Zdravotnické
zarizeni a Zkousejici (dale spolecné jen “Misto
provadéni  klinického hodnoceni”)  hodlaji
provést Studii a Quintiles po Mistu provadéni
klinického hodnoceni pozaduje provedeni takové
Studie.

NYNIi S OHLEDEM NA SHORA UVEDENE,
bylo dohodnuto nasledujici:

RECITALS:

WHEREAS, Quintiles is providing clinical
research organisation services to Sponsor
under a separate contract between Quintiles
and Sponsor. Quintiles’ services include
monitoring of the Study and contracting with
clinical research sites;

WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to
conduct the Study and Quintiles requests the
Site to undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY 1. PROVEDENI STUDIE

1.1 Soulad s Pravnimi piedpisy, nafizenimi a
Spravnou klinickou praxi

1.1. Compliance with Laws, Requlations,
and Good Clinical Practices

Site agrees that Site and Study Staff shall
perform the Study at Institution in strict
accordance with this Agreement, the
Protocol, any and all applicable laws
regulations and guidelines, including in
particular, but without limitation, GCPs,

Act No. 378/2007 Coll., on
Pharmaceuticals and on amendments to
some related acts (“Act on
Pharmaceuticals”) and Decree  No.

226/2008 Coll., on good clinical practice
and detailed conditions of clinical trials on
medicinal products, as amended, Act No.
372/2011 Coll., on Medical Services and
terms and conditions of performance of
such services (,,Act on Medical Services®),
Act no. 101/2000 Coll., on protection of

Personal Data, as amended or any
subsequent ~ amendments  or laws
substantially replacing any of the

foregoing.(together “Applicable Laws”).
Site and Study Staff acknowledge that

Misto provadéni klinického hodnoceni
souhlasi s tim, ze Misto provadéni klinického
hodnoceni a Studijni personal provede ve
Zdravotnickém zatizeni Studii v pfisném
souladu s touto Smlouvou, Protokolem,
vesSkerymi prisluSnymi pravnimi predpisy a
nafizenimi, zejména vcetn¢ GCP, zdk. ¢.
378/2007 Sb., o Ilé¢ivech a zménach
nekterych souvisejicich zakontt (“Zakon o
lé¢ivech”) a Vyhlasky ¢. 226/2008 Sb., 0
spravné klinické praxi a bliz§ich podminkach
klinického hodnoceni 1écivych ptipravki, v
platném znéni, zak. ¢. 372/2011 Sh., o
Zdravotnich sluzbach a podminkach jejich
poskytovani  (,,Zakon o  zdravotnich
sluzbach®), zak. ¢. 101/2000 Sb., o ochran¢
osobnich udaji, v platném znéni nebo
jakychkoli néslednych pozménujicich ¢i
podstatné nahrazujicich pravnich ptedpisii ve

vztahu ke shora uvedenym pravnim
normam, (spolecné¢  “PrisluSné  pravni
predpisy”). Misto provadéni klinického
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Quintiles and Sponsor, and their respective
affiliates, need to adhere to the provisions
of (i) the Bribery Act 2010 of the United
Kingdom (Bribery Act); (ii) the Foreign
Corrupt Practices Act 1977 of the United
States of America (FCPA) and (iii) any
other applicable anti-corruption legislation.

1.2. Informed Consent Form

Site agrees to use an informed consent
form that has been approved by Sponsor
and is in accordance with applicable
regulations and the requirements of the
Ethics Committee for Multicentrics Trials
(“ECMT”) and Local Ethics Committees
(“LEC), jointly Ethics Committees (“EC”)
that is responsible for reviewing the Study.
Investigator shall obtain the prior written
informed consent of each Study Subject.

1.3. Medical Records and Study Data

1.3.1. Collection, Storage and
Destruction: Site shall ensure the prompt,
complete, and accurate collection,
recording and classification of the Medical
Records and Study Data.

Site shall:

i. maintain and store Medical
Records and Study Data in a
secure manner with physical and
electronic access restrictions, as
applicable and environmental
controls appropriate to the
applicable data type and in
accordance with applicable laws,
regulations and industry

hodnoceni a Studijni persondl timto berou na
védomi, ze Quintiles a Zadavatel, a jejich
odpovédné pobocky, se zavazuji dodrzovat
(1) britsky zakon proti korupci z roku 2010
(“Protikorupcni zdkon”); (ii) zdkon USA z
roku 1977 o zahrani¢nich korup¢nich
praktikach z roku 1977 (“FCPA”) a (iii)
jakékoli dalsi pravni prepisy na useku zékazu
korupcénich praktik.

1.2 Formulat pisemného informovaného
souhlasu

Misto provadéni klinického hodnoceni
souhlasi s tim, ze bude pouzivat formulaf
informovaného souhlasu, ve znéni
schvaleném Zadavatelem, a ktery je v
souladu s pfisluSnymi pravnimi predpisy a
pozadavky Etické komise pro multicentricka
hodnoceni (“MEK”) a Mistnich etickych
komisi (“LEK), spolecné dale jen Etickych
komisi (“EK”), které jsou zodpovédné za
kontrolu Studie. ZkousSejici pifedem zajisti
pisemny informovany souhlas kazdého

Subjektu studie.

1.3. Zdravotni zdznamy a Studijni data a
Udaje

1.3.1.  Shromazd'ovani, uskladnéni a
likvidace: Misto provadéni klinického
hodnoceni zajisti promptni, uplné a presné
shromazd’ovani, zaznamenavani a
klasifika¢ni roztfidéni Zdravotnich zaznamu
a Studijnich dat a udaju.

Misto provadéni klinického hodnoceni bude:
i. vést a skladovat Zdravotni zaznamy a
Studijni data a udaje bezpe¢nym
zpisobem s omezenim fyzického i
elektronického piistupu, dle podminek
konkrétniho piipadu a s kontrolou
prostiedi pfislusnou pro konkrétni typ
dat a udaji v souladu s pfislusnymi
pravnimi  pfedpisy, nafizenimi a
technickymi standardy; a
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standards; and

protect the Medical Records and
Study Data from unauthorized
use, access, duplication, and
disclosure. If directed by Sponsor
or Quintiles, Site will submit
Study Data using the electronic
system provided by Sponsor or
Quintiles or their designated
representative and in accordance
with Sponsor’s instructions for
electronic data entry. Site shall
prevent unauthorized access to
the Study Data by maintaining
physical security of the electronic
system and ensuring that Study
Staff maintain the confidentiality
of their passwords. Investigator
agrees to collect all Study Data in
Medical Records prior to entering
it into the CRF. Site shall ensure
the prompt submission of CRFs;
and

take  measures to  prevent
accidental or premature
destruction or damage of these
documents. Neither Institution
nor Investigator shall destroy or
permit the destruction of any
Medical Records or Study Data
without prior written notification
to the Sponsor. The Institution
will keep all Medical Records and
Study Data as well as any
documentation related to study
subjects for 15 years after

chranit Zdravotni zaznamy a Studijni
data a tudaje proti neopravnénému
zneuziti, pfistupu, Kkopirovani ¢i
odhaleni. Bude-li tak pozadovano
Zadavatelem ¢i  Quintiles, Misto
provadéni  klinického  hodnoceni
predlozi Studini data a udaje za
pouziti elektronického systému pro
elektronicky zaznam dat, ktery bude
poskytnuty Zadavatelem nebo
Quintiles nebo  jimi  uréenym
zastupcem, a to v souladu s pokyny
Zadavatele pro elektronicky zdznam
dat. Misto provadéni klinického
hodnoceni zabrani neopravnénému
ptistupu ke Studijnim datiim a tdajim
zajiSténim fyzicke bezpecnosti
elektronického systému a dale zajisti,
ze Studijni persondl bude zachovavat
v divérném rezimu jim piidélenad
pristupova hesla. Zkousejici souhlasi,
ze shromazdi veskerd Studijni data a
udaje obsazené ve Zdravotnich
zaznamech pfed jejich vloZzenim do
CRF. Misto provadéni klinického
hodnoceni zajisti neprodlené
predkladani CRFs; a

pfijme opatieni za ucelem zabranéni
nahodného ¢i predCasného zniceni ¢i
poSkozeni téchto dokumentl. Ani
Zdravotnické zafizeni, ani ZkousSejici
nezni¢i ¢ nepovoli  likvidaci
jakychkoli Zdravotnich zaznami ¢&i
Studijnich dat a 0daji  bez
piredchoziho pisemného ozndmeni
zaslaného Zadavateli. Zdravotnické
zatizeni uchova Zdravotni zdznamy a
Studijni data a udaje, jakoZ 1 veskerou
dokumentaci  vztahujici se ke
Subjektim Studie po dobu 15 let od
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completing the Study

In case of termination of Investigator
employment relationship, the
responsibility for maintaining Medical
Records and Study Data shall be
determined in accordance with applicable
regulations but Institution will not in any
case be relieved of its obligations under
this Agreement for maintaining the
Medical Records and Study Data.

1.3.2.  Ownership. Institution shall retain
and store Medical Records. The Institution
and the Investigator will assign to Sponsor
all of their rights, title and interest,
including intellectual property rights, to all
Confidential Information (as defined
below) and any other Study Data.

Institution ~ and/or  Investigator  shall
promptly and fully disclose to Sponsor all
information resulting from the Study
conducted under this Agreement that is
required to be reported or delivered by the
Protocol, including, without limitation, all
Study Data. All Study Data shall be the
property of Sponsor. Sponsor shall have the
unrestricted right to freely utilize all such
Study Data for any lawful purpose. The
Institution and Investigator shall have the
right to use all of the Study Data collected
by the Investigator pursuant to this Study
solely for its own internal, non-commercial
research, educational purposes and
publication pursuant to section 5.

1.3.3.  Access, Use, Monitoring and
Inspection. Site shall provide original or
copies (as the case may be) of all Study
Data to Quintiles and Sponsor for
Sponsor’s use. Site shall afford Sponsor

ukondéeni Studie.

V  pfipadé ukonCeni pracovnépravniho
poméru Zkousejiciho, odpoveédnost za vedeni
Zdravotnich zédznamti a Studijnich dat a
udaji bude urcena v souladu s prisluSnymi
pravnimi piedpisy, avSak Instituce se
vzadném piipad¢ nezprosti svych povinnosti,
jez ji plynou z této Smlouvy ve vztahu k
vedeni Zdravotnich zdznamt a Studijnich dat
a udaju.

1.3.2. Vlastnictvi. Zdravotnické zatizeni Si
ponechd a bude uchovavat Zdravotni
zaznamy. Zdravotnické zatizeni a ZkouSejici
pfevedou na Zadavatele veskera sva prava,
naroky a tituly, v€etné¢ prav duSevniho
vlastnictvi k Duvérnym informacim (ve
smyslu nize uvedeném) a k jakymkoli jinym
Studijnim datim a tdajim.

Zdravotnické zatizeni a/nebo ZkouSejici
budou Zadavateli neprodlen¢ a v plném
rozsahu pifedavat vesSkeré informace, které
budou vysledkem Studie provadéné podle
této Smlouvy a které je tfeba hlasit nebo
predkladat dle Protokolu, napiiklad veskera
Studijni data a udaje. Vlastnikem veskerych
Studijnich dat a udaji bude
Zadavatel. Zadavatel bude mit neomezené
pravo vyuzivat veskera Studijni data a tidaje
podle vlastniho uvazeni pro jakykoli ucel
v souladu se zakony. Zdravotnické zaiizeni
a Zkousejici budou mit pravo vyuzivat
veskerd Studijni data a udaje, kterd budou
shromazd’ovat v této Studii, pouze pro ucely
vlastniho internitho vyzkumu nekomeréni
povahy, pro vzdélavaci ucely apro ucely
publikovani podle Clanku 5.

1.3.3. Pfistup, Pouziti, Monitoring a
Kontrola. Misto provadéni klinického
hodnoceni poskytne origindly ¢i kopie (dle
podminek  konkrétnitho pfipadu) vSech
Studijnich dat a 0daji Quintiles a Zadavateli
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and Quintiles and their representatives and
designees reasonable access to Site’s
facilities and to Medical Records and Study
Data so as to permit Sponsor and Quintiles
and their representatives and designees to
monitor the Study.

Site shall afford regulatory authorities
reasonable access to Site’s facilities and to
Medical Records and Study Data, and the
right to copy Medical Records and Study
Data.

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

The Site shall immediately notify Quintiles
of, and provide Quintiles copies of, any
inquiries, correspondence or
communications to or from any
governmental or regulatory authority
relating to the Study, including, but not
limited to, requests for inspection of the
Site’s facilities, and the Site shall permit
Quintiles and Sponsor to attend any such
inspections. The Site will make reasonable
efforts to separate, and not disclose, all
Confidential Information that is not
required to be disclosed during such

pro moznost jejich vyuziti Zadavatelem.
Misto provadéni klinického hodnoceni
umozni Zadavateli a Quintiles a jejich
zastupcim a zmocnéncum odpovidajici
pristup do prostor a zafizeni Mista provadéni
klinického hodnoceni a k Zdravotnim
zdznamum a Studijnim dattiim a Gdajim, aby
umoznilo Zadavateli a Quintiles a jejich
zastupcim a  zmocnéncim  provedeni
monitoringu Studie.

Misto provadéni klinického hodnoceni
umozni regulatornim ufadim pfiméfeny
ptistup do prostor a zafizeni Mista provadéni
klinického hodnoceni a ke Zdravotnim
zdznamim a Studijnim datim a udajim, a
poskytne opravnéni ke kopirovani
Zdravotnich zaznamti a Studijnich dat a
udaju.

Misto provadéni klinického hodnoceni
souhlasi, ze bude spolupracovat se zastupci
Quintiles a Zadavatele, ktefi navstivi Misto
provadéni klinického hodnoceni, a Misto
provadeéni klinického hodnoceni souhlasi, ze
zajisti, ze zaméstnanci a zastupci Mista
provadéni klinického hodnoceni nebudou
klast jakékoli ptrekdzky ¢i jakkoli jinak
vytvaiet neptiznivé pracovni podminky pro
takové zastupce.

Misto provadéni klinického hodnoceni
neprodlené¢ vyrozumi Quintiles, a v téze
souvislosti Quintiles poskytne veskeré kopie,
o jakékoli Zadosti, korespondenci Ci
komunikaci pfijaté ¢i zaslané jakémukoli
statnimu/spravnimu  Gfadu ¢i  regulatorni
autorité¢ vztahujici se ke Studii, zejména
vcetn¢ zadosti ¢i oznameni o kontrole prostor
a zafizeni Mista vykonu klinického
hodnoceni, a Misto provadéni klinického
hodnoceni umozni Quintiles a Zadavateli,
aby se takovych kontrol zucastnili. Misto
provadéni klinického hodnoceni vyvine

Smlouva o klinickém hodnoceni/ Clinical Trial Agreement
Baxalta Innovations GmbH, 161505

Fakultni nemocnice Ostrava, doc. MUDr. Michal Bar, Ph.D.
Verze/Version Redacted 040417 CONFIDENTIAL

Page 10 of 45



inspections.

1.3.4. License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in
section 3 “Confidentiality”, for internal,
non-commercial  research and  for
educational  purposes, and (i) for
preparation of publications in accordance
with Section 5 “Publication Rights”.

1.3.5. Survival. This section 1.3 “Medical
Records and Study Data” shall survive
termination or  expiration of this
Agreement.

1.4. Duties of Investigator

Investigator is responsible for the conduct
of the Study at Institution. In particular, but
without limitation, it is the Investigator’s
duty to review and understand the
information in the Investigator’s Brochure
or device labeling instructions. Quintiles or
Sponsor will  ensure that all required
reviews and approvals by applicable
regulatory authorities and ECs are
obtained. The Investigator shall verify that
all approvals by applicable regulatory
authorities and ECs have been obtained and
to to review all CRFs to ensure their
accuracy and completeness.

Investigator agrees to provide a written
declaration revealing Investigator’s
possible economic or other interests, if any,
in connection with the conduct of the Study
or the Investigational Product.

nezbytné usili za ucelem oddé€leni, nikoli
vSak odhaleni ¢i zpfistupnéni, veskerych
Duvérnych informaci, jejichz odhaleni ¢i
zptistupnéni neni v této  souvislosti
vyzadovano béhem takovych kontrol.

1.3.4. Licen¢ni opravnéni. Zadavatel timto
Zdravotnickému zafizeni poskytuje trvalé,
nevyhradni, nepfevoditelné, jiz hrazené
licencni opradvnéni, bez prava udé¢leni
sublicence, k uziti Studijnich dat a udaji (1) v
souladu se zdvazky stanovenymi v Clanku 3
“Diivérny rezim”, pro vnitini ucely, vyzkum
nekomeréniho charakteru a pro edukativni
ucely, a (ii) pro ptipravu publikaci v souladu
s Clankem 5 “Prava na zvefejnéni”.

1.3.5 Pietrvavajici platnost. Tento odstavec
1.3 “Zdravotni zdznamy a Studijni data a
udaje” zlistane zdvazny 1 v pripad¢ zdniku
platnosti ¢i vyprSeni platnosti této Smlouvy.

1.4. Povinnosti ZkouSejiciho

Zkousejici je odpoveédny za provedeni Studie
ve Zdravotnickém zafizeni. Konkrétn¢ pak
jde zejména ale nejen o povinnost
Zkousejiciho zkontrolovat a porozumeét
informacim obsazenym v Souboru informaci
pro zkousejiciho ¢i pokynech k pfistroji.
Quintiles nebo Zadavatel zajisti, ze budou
opatfena veskerda pozadovana kontrolni
schvéleni od piisluSnych regulatornich tradt
a EK. Zkousejici se zavazuje ovérit, ze byly
ziskany veskeré souhlasy a povoleni
ptislusnych regulatornich ufadti a EK a ze
byly zkontrolovany vSechny CRF tak, aby
byla zajisténa jejich pfesnost a tiplnost.

ZkouSejici souhlasi, ze poskytne pisemné
prohlaseni vztahujici se k potencidlnim
zajmim ZkouSejictho ekonomické ¢i jiné
povahy, ¢i odhali jiné zajmy, je-li jich, a to v
souvislosti s provadénim této Studie ¢i ve
vztahu k Hodnocenému lé¢ivu.
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Investigator agrees to provide a written
declaration revealing Investigator’s
disclosure obligations, if any, with the
Institution in connection with the conduct
of the Study and the Investigational
Product.

Site agrees to provide an advance notice to
Sponsor and Quintiles if Investigator will
be terminating its employment relationship
in the Institution or is otherwise no longer
able to perform the Study. The appointment
of a new Investigator must have the prior
approval of Sponsor and Quintiles. In case
of change of Investigator, an amendment to
this Agreement shall be concluded.

Sponsor may from time to time hold an
Investigators Meeting at a reasonable
location and time to discuss new findings
in the field of study and/or the
Investigational Product. Such meetings
shall be attended by Sponsor, and the
Investigator.

Sponsor may also make changes to the
Protocol. In the event that the Protocol is
changed, Quintiles will send a revised
Protocol directly to the Investigator, who
will be required to sign and return the
accompanying Acknowledgment page. Any
such changes may not be implemented
before approval by the IRB/IEC. If these
changes may affect the cost of the Study,
the Institution and Sponsor shall agree to
the changes in Attachment A.

1.5Adverse Events

The Investigator shall report adverse events
and serious adverse events as directed in
the Protocol and by applicable laws and
regulations.  The  Investigator  shall

Zkousejici souhlasi, ze poskytne pisemné
prohlaseni, jez bude odhalovat zavazky
Zkousejiciho, jsou-li né&jaké, a to vuci
Zdravotnickému zafizeni ve vztahu a v

souvislosti s  provadénim  Studie a
Hodnocenym lé¢ivem.

Misto provadéni klinického hodnoceni
souhlasi, Ze zaSle pfedem oznameni

Zadavateli a Quintiles v pfipadé, Ze
ZkousSejici ukonCi pracovni pomér ve
Zdravotnickém  zafizeni ¢i  nebude-li
ZkouSejici z jakéhokoli jiného divodu
schopen provadét Studii. Ustanoveni nového
Zkousejiciho bude podléhat piedchozimu
schvaleni Zadavatele a Quintiles. O pfipadné
zméné ZkouSejictho bude sepsan dodatek
K této smlouve.

Zadavatel bude moci ¢as od casu na
pfiméfeném misté ave vhodnou dobu
organizovat setkani Zkousejicich, na nichz si
vyméni nazory na nové poznatky tykajici se
Studie a/nebo Hodnoceného piipravku.
Téchto setkani se bude ucastnit Zadavatel
a Zkousejici.

Zadavatel muze také ménit Protokol. Pokud
se Protokol zméni, posle spolecnost Quintiles
upraveny Protokol pfimo ZkousSejicimu,
ktery  podepiSe  piiloZzené potvrzeni
0 prevzeti azaSle je zpét. Veskeré takové
zmény bude mozné provést az po schvaleni
Etickou komisi. Budou-li mit tyto zmény vliv
na ndklady na Studii, dohodnou se
Zdravotnické  zafizeni a Zadavatel na
zménach v Ptiloze A.

1.5. Nezéadouci piihody

ZkouSejici ozndmi neZadouci piihody a
zavazné nezadouci piithody v souladu s
pozadavky Protokolu a ptislusnymi pravnimi
pfedpisy a nafizenimi. ZkouSejici se
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cooperate with Sponsor in its efforts to
follow-up on any adverse events. The Site
shall comply with its LEC reporting
obligations.

Sponsor will promptly report to the Site,
the Site’s LEC, and Quintiles, any finding
that could affect the safety of participants
or their  willingness to  continue
participation in the Study, influence the
conduct of the Study, or alter the Site’s
LEC approval to continue the Study.

1.6 Use and Return of Investigational
Product and Equipment

Sponsor or a duly authorized agent of
Sponsor, shall supply Institution or
Investigator with sufficient amount of
Investigational Product as described in the
Protocol.

The Site shall use the Investigational
Product and any comparator products
provided in connection with the Study,
solely for the purpose of properly
completing the Study and shall maintain
the Investigational Product as specified by
Sponsor and according to applicable laws
and regulations, including storage in a
locked, secured area at all times.

Upon completion or termination of the
Study, the Site shall return or destroy, at
Sponsor’s option, all unused
Investigational Product, comparator
products, and materials and all Confidential
Information (as defined below) at

zavazuje, ze bude spolupracovat se
Zadavatelem v souvislosti s jeho silim
vynalozeném v ramci kontrolniho procesu ve
vztahu k jakékoli nezddouci ptihod€. Misto
provadéni klinického hodnoceni bude jednat
v souladu s oznamovacimi povinnostmi
vyzadovanymi jeho LEK.

Zadavatel bez zbytecného odkladu vyrozumi
Misto vykonu klinického hodnoceni, LEK a
Quintiles, ohledn¢ jakéhokoli zjisténi, jez je
zpisobilé ovlivnit bezpeCenost ucastnikl ¢i
jejich vuli a ochotu pokracovat v ucasti ve
Studii, mit vliv na provadéni Studie, ¢i
zménit vydané souhlasné stanovisko LEK
Mista provadéni klinického hodnoceni
vztahujici se k pokracovani ve Studii.

1.6. Pouziti a vraceni Hodnoceného 1é¢iva a
Material
Zadavatel, ¢i jeho fadné opravnény zastupce,

doda Zdravotnickému zatizeni ¢i
Zkousejicimu dostate¢né mnozstvi
Hodnoceného  lé¢iva  dle  podminek
popsanych v Protokolu.

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené 1éCivo a jakykoli
komparacni produkt poskytnuty v souvislosti
se Studii vyhradné pro ucely fadného
dokonceni Studie a bude uchovavat
Hodnocené¢ 1éCivo dle pokynt Zadavatele a v
souladu s pfisluSnymi pravnimi ptedpisy,
nafizenimi a pravidly, v€etn¢ povinnosti
skladovat Hodnocené 1é¢ivo v uzamceném a
zabezpeCeném prostoru, a to po celou
piredmétnou dobu.

V navaznosti na dokoneni ¢i ukonceni
Studie,  Misto  provadéni  klinického
hodnoceni vrati ¢i zlikviduje, a to pln€¢ dle
volby  Zadavatele, veskeré  nepouzité
Hodnocené lé¢ivo, kompara¢ni produkty a
materialy, jakoZ 1 veSkeré Dlvérné informace
(ve smyslu nize uvedené definice) plné¢ a
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Sponsor’s sole expense.

Institution and Investigator shall comply
with all laws and regulations governing the
disposition or destruction of Investigational
Product and any instructions from Quintiles
that are not inconsistent with such laws and
regulations.

The Investigational Product shall be in
compliance  with  Promulgation  no.
226/2008 Coll., as amended, stored in
pharmacy of Institution, and Institution
hereby obliges to comply with applicable
terms of good pharmacy practice and
related instructions of State Institute for
Drug Control, Study Protocol and any
instruction and/or pharmacy manuals
provided by Sponsor or Quintiles. Due
handling of the Investigational Product
shall be performed by authorized personnel
only. Institution pharmacy shall be
responsible for receipt of shipment of
Investigational Product and distribution of
Investigational Product to Investigator or
any person appointed thereto by
Investigator.

The Site shall return any equipment or
materials provided by Sponsor for use in
the Study unless Sponsor and Institution
have a written agreement for Institution to
acquire the equipment. If there are Site
facility  improvements provided by
Quintiles or Sponsor in relation to the
Study, then Site shall enter a separate
written agreement with Quintiles or
Sponsor with respect to such facility
improvements.

vylu¢né na naklady Zadavatele.

Zdravotnické zatizeni a ZkouSejici se
zavazuji, Ze budou jednat v souladu s
veskerymi pradvnimi pfedpisy, nafizenimi a

pravidly  upravujicimi nakladani s
Hodnocenym  lé¢ivem  ¢i  likvidaci
Hodnoceného léciva a  jakymikoli
instrukcemi a  pokyny  poskytnutymi

Quintiles, jez nejsou v rozporu s takovymi
pravnimi pfepisy, nafizenimi a pravidly.

Hodnocené 1é¢ivo bude  vsouladu
s vyhlaskou ¢. 226/2008 Sb., v platném
znéni, uskladnéno v Iékarné Zdravotnického
zafizeni, které se zavazuje dodrzovat
podminky  spravné  lékdrenské  praxe,
souvisejici pokyny SUKL, Protokol Studie a
jakékoli instrukce, pokyny a/nebo manualy
farmaceuticke povahy poskytnutymi
Zadavatelem nebo Quintiles. Manipulace
s léCivem bude provadéna pouze
opravnénymi osobami. Lékarna
Zdravotnického zatfizeni bude zodpovidat za
piijem zasilky Hodnocen¢ho Ié¢iva a vyde;j
Hodnoceného 1é¢iva Zkousejicimu nebo jim
povétené osobg.

Misto provadéni klinického hodnoceni vrati
jakékoli vybaveni ¢i materidly poskytnuté
Zadavatelem pro jejich pouziti ve Studii,
nebude-li uzaviena pisemna smlouva mezi
Zadavatelem a Zdravotnickym zafizenim, na
jejimz zéklad€é Zdravotnické zatizeni nabude
vlastnictvi k takovému vybaveni. Doslo-li k
jakémukoli zhodnoceni zafizeni
provozovanych Mistem provadéni klinického
hodnoceni, a to prostiednictvim Quintiles ¢i
Zadavatele v souvislosti se Studii, Misto
provadéni klinického hodnoceni se zavazuje,
7e uzavie samostatnou smlouvu s Quintiles
nebo Zadavatelem ve vztahu k a v souvislosti
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1.7 Key Enrollment Date

The Site understands and agrees that if Site
has not enrolled at least
I oy the Key
Enrollment Date then Quintiles or/and
Sponsor may terminate this Agreement in
accordance with Section 15 “Term &
Termination” Sponsor/Quintiles has the
right to limit enrollment at any time.

2. PAYMENT

In consideration for the proper performance
of the Study by Site in compliance with the
terms and conditions of this Agreement,
payments to the Institution shall be made in
accordance with the provisions set forth in
Attachment A, with the last payment being
made after the Site completes all its
obligations hereunder, and Quintiles has
received all properly completed CRFs and,
if Quintiles requests, all other Confidential
Information (as defined below).

The parties acknowledge that Sponsor may
be required to disclose information on
compensation and other remuneration or
things of benefit (collectively
"Remuneration™) provided to physicians
and/or other health care providers and
members of the health care
community. Notwithstanding any provision
of this Agreement to the contrary, the
parties agree that Sponsor may report and
disclose information about Remuneration
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S takovym zhodnocenim zatizeni
provozovanych Mistem provadéni klinického
hodnoceni.

1.7. Kli¢ové datum zafazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, ze v ptipadé, ze Misto
provadéni klinického hodnoceni nezaradi
alespori [N -
Klicovému datu zatfazeni, pak Quintiles
a/nebo Zadavatel budou opravnéni ukoncit
tuto Smlouvu v souladu s Cliankem 15
“Platnost & Ukonceni platnosti”. Zadavatel
/Quintiles jsou opravnéni omezit zafazeni
Subjektti studie, a to v kterykoli casovy
okamzik.

2. PLATBY

V souvislosti s fadnym plnénim Studie
Mistem provadéni klinického hodnoceni, a to
v souladu s podminkami a ustanovenimi této
Smlouvy, budou poskytovany platby
Zdravotnickému zatizeni dle podminek a
ustanoveni definovanych v Pfiloze A,
piicemz posledni platba bude uskutecnéna
poté, co Misto provadéni klinického
hodnoceni splni a dokonci veSkeré zavazky,
jez mu vyplyvaji z této Smlouvy, a Quintiles
obdrzi veskeré tadn¢ vyplnéné CRF a, bude-li
tak Quintiles vyzadovat, veskeré dalsi
Dtivérné informace (ve smyslu nize uvedené
definice).

Smluvni strany berou na védomi, Ze
Zadavatel mize mit povinnost sd¢lit
informace 0 odménach a dalSich nahradach
nebo hodnotném plnéni (spolecné dale jen
,Odmeéna“) poskytovanych lékaifiim a/nebo
dalSim zdravotnickym pracovnikiim
a poskytovatelim zdravotni péce. Bez ohledu
na piipadnd odliSnéd ustanoveni této Smlouvy
se smluvni strany dohodly, Ze Zadavatel je
opravnén vykazovat a sdélovat informace
0 Odméné poskytované  Zdravotnickému
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provided to Institution and/or Investigator to
comply with all applicable laws, such
information may be publicly accessible.

The estimated value of financial payment
under  this  Agreement shall  be
approximately CZK 2 506 000.

zatizeni / Zkousejicimu, aby splnil pozadavky
vSech platnych zakoni. Tyto informace
mohou byt vefejné ptistupné.

Predpokladana hodnota finan¢niho plnéni dle
podminek této Smlouvy ¢&ini piiblizné
2 506 000,- K¢.

3. DUVERNY REZIM
3.1 Definice
"Duvérné informace" budou vykladany jako
informace divérné a majetkové povahy
naleZejici  Zadavateli, pficemZz budou
zahrnovat (1) veskeré informace, jez byly
Zdravotnickému zafizeni, ZkouSejicimu ¢i
kterémukoli ¢lenu persondlu Zdravotnického
zafizeni, poskytnuty, odhaleny, zptistupnény
¢1 sdéleny Zadavatelem ¢i jeho jménem,
zejména vcetn€ informaci o Hodnoceném
lé¢ivu, technickych informaci vztahujicich se
k Hodnocenému [éCivu, veskeré Existujici
dusevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) Zadavatele, a Protokol;
a (i) informace vztahujici se k procesu
authorities, information relating to the zatazovani do Studie, informace vztahujici se
regulatory status of the Investigational k aktualnimu stavu Studie, komunikace viéi
Product, and Study Data and Inventions (as a od regulatornich Wfadd, informace
defined in Section 4). vztahujici se k  aktudlnimu  stavu
Hodnoceného 1é¢iva na regulatorni Grovni a
Studijnich dat a udaji, a dale k Objeviim (ve
smyslu definice uvedené v Clanku 4).

3. CONFIDENTIALITY

3.1 Definition

"Confidential Information” means the
confidential and proprietary information of
Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the
Investigational Product, technical
information relating to the Investigational
Product, all Pre-Existing Intellectual
Property (as defined in Section 4) of
Sponsor, and the Protocol; and (ii) Study
enrollment information, information
pertaining to the status of the Study,
communications to and from regulatory

Confidential Information shall not include
information that:

Pojem Divérné informace
informace, ve vztahu ke kterym:

nezahrnuje

i. can be shown by documentation to have
been public knowledge prior to or after
disclosure by Sponsor, other than
through wrongful acts or omissions
attributable to Investigator, Institution
or any of its personnel;

1. na zdklad¢ prislusné dokumentace lze
prokazat, ze byly vefejné¢ znamé pted
okamzikem ¢i po okamziku jejich
odhaleni, zpfistupnéni ¢i sdéleni ze
strany Zadavatele, aniz by tim doslo k
jakémukoli protipravnimu jednani ¢i
opominuti pfi€itatelnému ZkouSejicimu,
Zdravotnickému zafizeni ¢i jakémukoli
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ii.can be shown by documentation to have

been in the possession of Investigator,
Institution or any of its personnel prior
to disclosure by Sponsor, from sources
other than Sponsor that did not have an
obligation of confidentiality to Sponsor;

can be shown by documentation to have
been independently developed by
Investigator, Institution or any of its
personnel; or

iv. is permitted to be disclosed by written

3.2

authorization from Sponsor.

Obligations

Site and Institution’s personnel, including
Study Staff shall not

i. use Confidential Information for any
purpose other than the performance
of the Study or

ii. disclose Confidential Information to
any third party, except as permitted
by this Section 3. or by Section 5
“Publication Rights”, or as required
by law or by a regulatory authority
or as authorized in writing by the
disclosing party.

To protect Confidential Information,
Institution agrees to:

limit dissemination of Confidential
Information to only those Study Staff

jejich zaméstnanci;

. na zéklad¢ pftislusné dokumentace lze

prokdzat, ze byly v  dispozici
Zkousejiciho, Zdravotnického zafizeni ¢i
jakéhokoli zaméstnance pred jejich
zvefejnénim, sdélenim ¢i zpfistupnénim
ze strany Zadavatele, a byly ziskany ze
zdroji odlisnych od Zadavatele, pfticez
tyto nebyly vazany povinnosti diivérnosti
vuci Zadavateli;

na zakladé pfislusné dokumentace lze
prokazat, ze byly vyvinuty nezavisle
ZkouSejicim, Zdravotnickym zatizenim
¢1 jakymkoli jejich zaméstnancem; nebo

iv. jejich odhaleni, zptistupnéni ¢i sdéleni

3.2

lze provést na zéklad¢ pisemného svoleni
Zadavatele.

Povinnosti

Misto provadéni klinického hodnoceni a
zameéstnanci Zdravotnického zafizeni, a to
vcetn¢ Studijniho personalu, nebudou

vyuzivat Duvérné informace pro
jakykoli jiny ucel, nezli je provadéni
Studie, nebo

odhalovat, zpfistupniovat ¢i sdélovat
Duivérné informace jakékoli tieti strané,
s vyjimkou opravnéni povolené¢ho v
tomto Clanku 3. nebo Clanku 5 “Prava
na zvefejnéni”’, nebo povinnosti ulozené
zakonem ¢i jakymkoli regulatornim
ufadem nebo na zakladé¢ pisemného
svoleni odhalujici strany.

Za ucelem ochrany Duvérnych informaci
Zdravotnické zarizeni souhlasi, ze:

omezi distribuci Diivérnych informaci

pouze vu¢i tém clenim Studijniho

having a need to know for purposes of personalu, ktefi takové skutec¢nosti

performing the Study; potiebuji znat v souvislosti S
provadénim Studie;

ii. advise all Study Staff who receive ii. bude informovat vSechny cleny
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Information of the
nature of such

Confidential
confidential
information; and

iii. use reasonable measures to protect
Confidential Information from
disclosure.

Nothing herein shall limit the right of Site
to disclose Study Data as permitted by
Section 5 “Publication Rights”.

3.3 Compelled Disclosure

In the event that Institution or Investigator
receives notice from a third party seeking
to compel disclosure of any Confidential
Information, the notice recipient shall
provide Sponsor with prompt notice so that
Sponsor may seek a protective order or
other appropriate remedy. In the event that
such protective order or other remedy is not
obtained, the notice recipient shall furnish
only that portion of the Confidential
Information which is legally required to be
disclosed, and shall request confidential
treatment for the Confidential Information.

Notwithstanding the foregoing, Institution,
Sponsor and Quintiles hereby acknowledge
that this Agreement shall be published
pursuant to Act no. 340/2015 Sh., on
Agreements Register. As and between the
Parties, Institution agrees to publish the
Agreement pursuant to the foregoing. Any
information which constitutes trade secret
of either Party is exempted from such
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Studijniho persondlu, kterym budou
Dtivérné informace odhaleny,
zptistupnény ¢i sdéleny, o davérné
povaze takovych informaci; a

iii. pfijme nezbytna opatfeni za ucelem
ochrany Duvérnych informaci pted
jejich odhalenim ¢i zptistupnénim.

Z4dné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni
klinického hodnoceni odhalit, zptistupnit,
zvetejnit €1 sdélit Studijni data a udaje v
povoleném rozsahu v souladu s upravou
uvedenou v Clanku 5 “Prava na zvefejnéni”.

3.3 _Zékonem ulozené odhaleni

V ptipadé, ze Zdravotnické =zafizeni C¢i
ZkouSejici obdrzi ozndmeni €1 vyzvu od tteti
strany, ktera bude pozadovat odhaleni,
sdéleni ¢1 zptistupnéni jakékoli Duvérné
informace, ptijemce takové vyzvy Zadavateli
takovou skutecnost neprodlen¢ oznami, aby
mel Zadavatel moznost uplatnit
predbézné/ochranné opatieni ¢i jakykoli jiny
vhodny ochranny ¢i ndpravny prostiedek. V
piipadé, ze takové piredbézné/ochranné
opatteni ¢i jiny vhodny ochranny ¢i ndpravny
prostiedek neni vydan ¢i dosaZzen, piijemce
vyzvy poskytne pouze takovou (st
Dtvérnych informaci, a to v rozsahu, v
jakém je jejich odhaleni, sdéleni Ci
zptistupnéni pozadovano, pficemz bude
vyzadovat uplatiovani divérného rezimu ve
vztahu k témto Divérnym informacim.

Bez ohledu na vysSe uvedené, Zdravotnické
zafizeni, Zadavatel a Quintiles timto berou
na védomi, Ze tato smlouva bude zvetejnéna
v souladu se zdk. ¢. 340/2015, o registru
smluv. Za zvefejnéni dle ptedchozi véty
odpovidad Zdravotnické zatizeni. Takovémuto
zvefejnéni nepodléhaji ty Udaje, které tvori
obchodni tajemstvi nekteré ze smluvnich
stran. Dle této Smlouvy se obchodnim
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publication. For the purposes of this
Agreement, trade secrets include, but are
not limited to, Attachment A — Budget and
payment schedule, minimum enrollment
goal, expected number of Study subjects
enrolled and the expected duration of the
Study. Furthermore, personal data of the
individuals are also exempted from
publication, unless they have been
previously published in another public
register. The version of this Agreement
intended for publication is attached hereto
as Attachment C. The Institution is obliged
to publish this Agreement in accordance
with the article herein above. The
Institution will inform  Quintiles of
publishing the Agreement in the
Agreements Register either by designating
the following email address:
I - e email
address to which a notification of
publication in the Agreements register shall
be sent or by sending the information about
publishing the Agreement by email to the
above mentioned email address. Should
the Institution fail to publish this
Agreement within 5 working days from the
Effective Date, it may be published by the
Sponsor or Quintiles.

3.4 Return or Destruction

Upon termination of this Agreement or
upon any earlier written request by Sponsor
at any time, Site shall return to Sponsor, or
destroy, at  Sponsor’s  option, all
Confidential Information other than Study
Data.

3.5 Survival
This Section 3 “Confidentiality” shall
survive termination or expiration of this
Agreement.

tajemstvim rozumi zejména Pfiloha A -
Rozpocet a platebni piehled, minimalni
cilovy pocet zafazeni, ocekavany zafazeny
pocet subjekti a ocekavana délka trvani
Studie. Déle nebudou takovémuto zvetejnéni
podléhat osobni udaje fyzickych osob, ledaze
jsou jiz zvefejnény Vv jiném vefejné
pristupném registru. Verze této Smlouvy
urend ke zvetfejnéni je piipojena k této
smlouvé odkazem jako Piiloha C. Za
zvefejnéni smlouvy dle pfedchoziho odstavce
odpovida Zdravotnickeé zatizeni.
Zdravotnické zatizeni vyrozumi Quintiles o
zvetejnéni smlouvy v registru smluv, a to
bud’ tak, Ze ve formulafi pouZivaném ke
zvefejnéni smlouvy zada adresu

jako emailovou
adresu, na kterou ma byt zaslana notifikace
o uvefejnéni, anebo odeslanim informace o
zvefejnéni smlouvy emailem na vySe
uvedenou  adresu.  Neni-li ~ smlouva
Zdravotnickym zafizenim zvefejnéna ve
lhaté 5 pracovnich dni od Data uc¢innosti,
jsou k jejimu zvetfejnéni opravnéni Quintiles
¢i Zadavatel.

3.4 Vraceni ¢i likvidace

V navaznosti na ukoncCeni platnosti této
Smlouvy ¢i v kterykoli diivéjsi okamzik na
zaklad¢ pisemného pozadavku Zadavatele,
Misto provadéni klinického hodnoceni
Zadavateli vrati, ptipadn¢ dle pozadavku
Zadavatele zlikviduje, veSkeré Duvérné
informace, odlisné od Studijnich dat a tidaja.

3.5 Pfetrvajici platnost

Tento Clanek 3 “Divérny rezim” ziistane v
platnosti 1 v pfipadé ukonceni platnosti ¢i pti
vyprseni platnosti této Smlouvy.
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4. INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property
Ownership of inventions, discoveries,
works  of authorship and  other
developments existing as of the Effective
Date and all patents, copyrights, trade
secret rights and other intellectual property
rights therein (collectively, “Pre-existing
Intellectual Property”), is not affected by
this Agreement, and no Party or Sponsor
shall have any claims to or rights in any
Pre-existing Intellectual Property of
another, except as may be otherwise
expressly provided in any other written
agreement between them.

4.2 Inventions

For  purposes hereof, the term
“Inventions” means all ideas, suggestions,
improvements, inventions, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or
developed by a Party or Sponsor or any of
such entity’s personnel in performance of
the Study. Sponsor shall own all
Inventions, that are conceived, first
reduced to practice or otherwise
discovered or developed by the Institution,
the Investigator or any of their personnel
in performance of the Study.

4.3. Assignment of Inventions

Institution shall, and shall cause its
personnel to, disclose all Inventions
promptly and fully to Sponsor in writing,
and Institution, on behalf of itself and its
personnel, will assign to Sponsor all of its
rights, title and interest in and to
Inventions,  including all  patents,
copyrights and other intellectual property

4 DUSEVNI VLASTNICTVI

4.1 Existujici duSevni vlastnictvi

Vlastnictvi  vSech  objevl, vynalezi,
autorskych dé€l a jinych vysledkti duSevni
¢innosti, jez existuji k Datu ucinnosti, a dale
veskeré patenty, autorska prava, obchodni
tajemstvi a dalsi prava k objektim
duSevniho vlastnictvi, s timto souvisejici
(spolecné dale jen, “Existujici duSevni
vlastnictvi”’), neni jakkoli doteno touto
Smlouvou, a jakakoli Strana ¢i Zadavatel
nemaji naroky vuci ¢i prava k jakémukoli
predmétu Existujiciho duSevniho vlastnictvi
jiného, neni-li tak vyslovné pisemné
ujedndno v jakékoli pisemné dohodé mezi
Stranami uzaviené.

4.2. Objevy

Pojem “Objevy“ znamena pro tucely této
Smlouvy veskeré napady, navrhy, zlepSeni,
objevy, vynalezy a predméty vyvoje, jez
byly vyvinuty, uvedeny poprvé do praxe ¢i
jakkoli jinak vynalezeny ¢i rozvinuty
Stranou ¢i1 Zadavatelem nebo jakymkoli
zaméstnancem  ¢i Clenem  personalu
takového subjektu pii provadéni Studie.
Zadavatel bude vlastnikem veskerych
Objevii, jez budou vyvinuty, uvedeny
poprvé do praxe ¢i jakkoli jinak vynalezeny
¢i rozvinuty Zdravotnickym zafizenim,
Zkousejicim ¢i jakymkoli jejich
zaméstnancem €1 Clenem  personalu
V souvislosti s provadénim Studie.

4.3. Pfevod prav k Objevam

Zdravotnické zafizeni se zavazuje, Ze
odhali, zptistupni ¢i sdéli a dale zajisti, ze
jeji zaméstnanci odhali, zptistupni ¢i sdéli
veskeré Objevy, a to neprodlené¢ a plné
Zadavateli v pisemné formé&, a Zdravotnické
zafizeni, jménem svym a jménem a Vv
zastoupeni svych zaméstnanctli, pfevede na
Zadavatele veskera sva prava, naroky a
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rights therein and all rights of action and
claims for damages and benefits arising
due to past and present infringement of
said rights. Institution shall cooperate and
assist Sponsor by executing, and causing
its personnel to execute, all documents
reasonably necessary for Sponsor to secure
and maintain Sponsor’s ownership rights
in Inventions.

4.4. License

Sponsor hereby grants to Institution a
perpetual, non-exclusive, non-transferable,
paid-up license, without right to
sublicense, to use Inventions, subject to
the obligations set forth in Section
Confidentiality,  for  internal,  non-
commercial research and for educational
purposes.

4.5. Patent Prosecution
Site shall cooperate, at Sponsor’s request
and expense, with Sponsor’s preparation,
filing, prosecution, and maintenance of all
patent applications and patents for
Inventions.

4.6. Survival
This Section 4 “Intellectual Property” shall
survive termination or expiration of this
Agreement.

z4jmy k Objevim, véetné¢ vSech patenti,
autorskych dél a jinych prav duSevniho
vlastnictvi k tomuto se vztahujicim, jakoZz i
veskerd prava procesni povahy a naroky na
nadhrady Skod a uzitky, jez jiz vznikly v
disledku minulého ¢i soucasného poruseni
shora uvedenych prav. Zdravotnické
zafizeni se zavazuje, ze bude nalezité
spolupracovat a poskytne Zadavateli
soucinnost pii vyhotoveni a uzavieni, a
zajiisti, Ze jeji zaméstnanci vyhotovi a
uzaviou, veSker¢ dokumenty divodné
Zadavatelem pozadované za ucelem
ochrany a zajiSténi vlastnickych prav
Zadavatele k Objeviim.

4.4. Licen¢ni opravnéni

Zadavatel timto ud€luje Zdravotnickému
zafizeni trvalé, nevyhradni, neptfevoditelné,
jiz hrazené licencni opravnéni, bez prava
udéleni sublicence k pouziti Objevi, a to v
souladu s povinnostmi uloZenymi v Clanku
“Duveérny rezim”, pro vnitini ucely, vyzkum
nekomercéniho charakteru a pro edukativni
ucely.

4.5, Patentové fizeni

Misto provadéni klinického hodnoceni se
zavazuje, ze bude spolupracovat a poskytne
soucinnost, a to v navaznosti na vyzvu
Zadavatele a na jeho ndklady a s jeho ucasti,
v souvislosti s pfipravou, podanim, vedenim
patentového fizeni a udrzovanim veskerych
patentovych ptihlaSek a patentl pro veskeré
Objevy.

4.6. Pretrvajici platnost

Tento Clanek 4 “Dusevni vlastnictvi”
zustane v platnosti i v piipadé ukonceni
platnosti ¢i pfi vyprSeni platnosti této
Smiouvy.
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5.

PUBLICATION RIGHTS

5.1 Publication and Disclosure
Institution and Investigator shall have the
right to publish or present the results
(excluding Study Data) of Institution’s and
Investigator’s activities conducted under
this  Agreement. Institution and
Investigator agree to submit any proposed
publication or presentation to Sponsor for
review at least sixty (60) days prior to
submitting any such proposed publication
to a publisher or proceeding with such
proposed presentation. Within sixty (60)
days of its receipt, Sponsor shall advise
Institution and/or Investigator, as the case
may be, in writing of any information
contained therein which is Confidential
Information (other than Study Data) or
which may impair the availability of patent
protection for Inventions. Sponsor shall
have the right to require Institution and/or
Investigator, as applicable, to remove
specifically identified Confidential
Information (other than Study Data) and/or
to delay the proposed publication or
presentation for an additional sixty (60)
days to enable Sponsor to seek patent
protection for Inventions.

5.2. Multi-Center Publications
If the Study is a multi-center study,
Institution and Investigator agree that they
shall not, without the Sponsor’s prior
written consent, independently publish,
present or otherwise disclose any results of
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5.

PRAVA NA ZVEREJNENI

5.1. Publikovani a zptistupnéni

Zdravotnické zatizeni a ZkousSejici budou
opravnéni  publikovat a  prezentovat
vysledky cCinnosti Instituce a Zkousejiciho,
jez je provadénd na zakladé této Smlouvy
(s vyjimkou Studijnich dat a tdaji).
Zdravotnické zatizeni a ZkouSejici souhlasi,
ze Zadavateli predlozi jakoukoli
navrhovanou publikaci a prezentaci pro
ucely jejich kontroly ve lhité alespon
Sedesati (60) dna pted piedlozenim jakékoli
takové publikace piisluSnému vydavateli ¢i
pted jejich navrhovanou prezentaci. Ve
lhité Sedesati (60) dnti od jejich pfiijeti,

Zadavatel se pisemné vyjadii
Zdravotnickému zatizeni a/nebo
ZkouSejicimu, vzdy dle  podminek

konkrétniho piipadu, ve vztahu k jakékoli
informaci obsazené v takovych materidlech,
jez  predstavuje  Duvérnou  informaci
(odlisnou od Studijnich dat a udajit) nebo
jez muze predstavovat piekazku moznosti
dosazeni patentové ochrany ptisluSného
Objevu.  Zadavatel bude  opréavnén
pozadovat viCi Zdravotnickému zatizeni
a/nebo Zadavateli, vzdy dle podminek
konkrétniho piipadu, odstranéni
definovanych informaci oznacenych jako
Divérné informace (jez jsou odliSné od
Studijnich dat a udaji) a/nebo pozadovat
odlozeni  navrhované¢  publikace  Ci
prezentace po dobu dodate¢nych Sedesati
(60) dnti, aby umoznil Zadavateli uplatnéni
patentové ochrany ve vztahu k takovému
Objevu.

5.2. Multicentrické publikovani

Je-li tato Studie multicentrickou studii,
Zdravotnické zatfizeni a ZkouSejici timto
souhlasi, Ze bez piedchoziho pisemného
souhlasu Zadavatele nebudou nezavisle
publikovat, prezentovat ¢i jakkoli jinak
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or information pertaining to Institution’s
and Investigator’s activities conducted
under this Agreement until a multi-center
publication is  published; provided,
however, that if a multi-center publication
is not published within eighteen (18)
months after completion of the Study and
lock of the database at all research sites or
any earlier termination or abandonment of
the Study, Institution and Investigator
shall have the right to publish and present
the results of Institution’s and
Investigator’s activities conducted under
this Agreement, including Study Data,
solely in accordance with the provisions of
Section 53 “Confidentiality of
Unpublished Data”.

5.3. Confidentiality of Unpublished Data
Institution and Investigator acknowledge
and agree that Study Data that is not
published, presented or  otherwise
disclosed in accordance with Section 5.1
or Section 5.2 (“Unpublished Data”)
remains  within  the definition of
Confidential Information, and Institution
and Investigator shall not, and shall
require their personnel not to, disclose
Unpublished Data to any third party or
disclose any Study Data to any third party
in greater detail than the same may be
disclosed in any publications,
presentations or disclosures made in
accordance with Section 5.1 or Section
5.2.

odhalovat,  zvefejiiovat, sd€lovat ¢i
zptistupniovat  jakékoli vysledky nebo
informace vztahujici se k cinnostem
Zdravotnického zatizeni a Zkousejiciho, jez
jsou provadény na zaklad¢ této Smlouvy, a
to az do doby, nez dojde ke zvefejnéni
multicentrické publikace; to vSak za
podminky, ze nedojde-li k multicentrickému
zvetejnéni nejpozdéji do osmnacti (18)
mesici od okamziku dokonceni Studie a
uzavieni databdze ve vSech vyzkumnych
centrech ¢1 k jakémukoli dfivéjSimu
ukonceni platnosti ¢i pfed¢asnému ukonceni
Studie, Zdravotnické zafizeni a Zkousejici
budou opravnéni publikovat a prezentovat
vysledky ¢innosti Zdravotnického zatizeni a
ZkouSejiciho, jez je provadéna na zakladé
této Smlouvy, a to vetné¢ Studijnich dat a
udaji, vyhradné v souladu s podminkami
stanovenymi v odstavci 5.3 “Duavérnost

MR

nezvetejnénych dat a adaja”.

5.3. Duvérnost nepublikovanych tidaju

Zdravotnické zafizeni a ZkouSejici timto
berou na védomi a souhlasi, Ze Studijni data
a udaje, jez nebyly publikovany,
prezentovany ¢i jakkoli jinak odhaleny,
zvetejnény, zptistupnény ¢i sdéleny na
zaklad¢ upravy stanovené v odstavci 5.1
nebo 5.2 (“Nepublikované tidaje”), zlistanou
zahrnuty do ramce definice Duvérnych
informaci, a Zdravotnické zafizeni a
Zkousejici se zavazuji, ze neodhali,
nezvefejni, nezpfistupni ¢i nesdéli a
zavazou sv€ zaméstnance ve shodném
rozsahu v této souvislosti, jakékoli
Nepublikované tdaje jakékoli tieti strané ¢i
nezvetejni jakakoli Studijni data ¢i Udaje
jakékoli tieti strané, a to v rozsahu vétSim,
nezli v jakém mohou byt odhaleny,
zvefejnény, zpiistupnény ¢i sdéleny v
jakékoli publikaci, prezentaci ¢i jiném
odhaleni na zaklad¢ odstavce 5.1 nebo 5.2.
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5.4. Media Contacts

Institution and Investigator shall not, and
shall ensure that Institution’s personnel do
not engage in interviews or other contacts
with the media, including but not limited
to newspapers, radio, television and the
Internet, related to the Study, the
Investigational Product, Inventions, or
Study Data without the prior written
consent of Sponsor. This provision does
not prohibit publication or presentation of
Study Data in accordance with this
section.

5.5. Use of Name, Reqistry and Reporting

No Party hereto shall use any other Party’s
name, or Sponsor’s name, in connection
with any advertising, publication or
promotion  without  prior  written
permission, except that the Sponsor and
Quintiles may use the Site’s name in Study
publications and communications,
including clinical trial websites and Study
newsletters. Sponsor will register the
Study with a public clinical trials registry
in accordance with applicable laws and
regulations and will report the results of
the Study publicly when and to the extent
required by applicable laws and
regulations.

5.6. Survival
This Section 5 “Publication Rights” shall
survive termination or expiration of this
Agreement.

5.4. Kontakty s médii

Zdravotnické zatizeni a Zkousejici nebudou,
a zajisti, ze zaméstnanci Zdravotnického
zafizeni nebudou, poskytovat jakékoli
rozhovory ¢i jiné formy kontakti s médii,
zejména  véetné  vydavatelstvi novin,
provozovateli radiového vysilani,
provozovateli  televizniho  vysilani a
spole¢nostmi plisobicimi na Internetu, a to v
souvislosti se Studii, Hodnocenym lécivem,
Objevy nebo Studijnimi daty a udaji bez
pfedchoziho pisemného svoleni Zadavatele.
Toto  ustanoveni  nebrani  moZnosti
publikovat ¢i prezentovat Studijni data a
tidaje v souladu s timto Clankem.

5.5. Pouziti ndzvu &i jména, registrace a

oznamovani

Z4dna strana této Smlouvy neni opravnéna
pouzit jména €1 nazvu jiné Strany, nazvu
Zadavatele, a to v souvislosti s jakoukoli
reklamni  Cinnosti,  k publikacnim  ¢i
marketingovym ucelim bez piedchoziho
pisemného svoleni, s vyjimkou piipada, kdy
Zadavatel a Quintiles budou opravnéni
pouzit nazvu Mista provadéni klinického
hodnoceni v souvislosti s publikacemi
tykajicimi se Studie a v ramci komunikace,
véetn¢ webovych stranek vénovanych
klinickym hodnocenim a pro Uucely
newslettert  vydavanych v souvislosti se
Studii. Zadavatel bude Studii registrovat
v souladu s piislusnymi pravnimi ptedpisy a
nafizenimi a bude oznamovat vysledky
Studie vetejné tehdy a v rozsahu uloZeném
ptisluSnymi pravnimi pfedpisy a nafizenimi.

5.6. Pretrvajici platnost

Tento Clanek 5 “Prava na zvefejnéni”
zlstane v platnosti 1 v pifipadé ukonceni
platnosti ¢i pifi vyprSeni platnosti této
Smiouvy.
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5.7. Parties hereby agreed, that upon the
completion of the Study and on grounds of
request of Institution’s Ethics Committee,
Sponsor shall present a summary of
publications related to results of this
Study, in a form of summary/synopsis of
publications of  multicentric  nature
published by the Sponsor with respect to
the Study.

6.PERSONAL DATA

6.1 Study Team Member Personal Data

Both prior to and during the course of the
Study, the Investigator and his/her teams
may be called upon to provide personal
data. This data falls within the scope of the
law and regulations relating to the
protection of personal data, in particular
Act No. 101/2000 Coll., on Personal Data
Protection, as amended.

For the Investigator, this personal data
may include names, contact information,
work  experience and  professional
qualifications,  publications,  resumes,
educational background and information
related to potential Dual Capacity conflict
of interest, and payments made to Payee(s)
under this Agreement for the following
purposes:

(1) the conduct of clinical trials,

(ii) verification by governmental or
regulatory agencies, the Sponsor,
Quintiles, and their agents and
affiliates,

(iii)compliance  with  legal and
regulatory requirements,

(iv) publication on
www.clinicaltrials.gov and
websites and databases that serve a
comparable purpose;

(v) storage in databases to facilitate the

5.7. Smluvni strany se dohodly, Zze na
zaklade zadosti Etické komise
Zdravotnického zatizeni Zadavatel poskytne
po ukonceni Studie seznam publikaci
vztahujicich se k vysledkiim této Studie, a
to v podob¢ struéného piehledu publikaci
multicentrické  povahy  publikovanych
Zadavatelem v souvislosti se Studii.

6. OSOBNi UDAJE

6.1. Osobni udaje ¢lenu Studijniho tymu

Jak pted =zahdjenim, tak 1 v pribéhu
provadéni Studie, ZkouSejici a jeho/jeji tym
mohou byt pozadani o poskytnuti svych
osobnich udaji. Tyto tudaje spadaji do
rdmce pravnich pfedpisii na useku ochrany
osobnich 1udajii, konkrétné¢ zikona ¢.
101/2000 Sb., na ochranu osobnich tdajt, v
platném znéni.

Ohledné ZkousSejiciho, tyto osobni udaje
mohou  zahrnovat jména,  kontaktni
informace, pracovni zkuSenosti a profesni
kvalifikaci, piehled publikaci, resumé,
informace o absolvovaném vzdélani, a
informace tykajici se potencialnich stietd
zajmi v souvislosti s vykonem Dualni
funkce, a udaje o platbach uskutecnénych
vici Piijemci plateb dle této Smlouvy, a to
pro nasledujici ucely:

(i) provadéni klinickych hodnoceni,

(ii) ovéfeni ze strany statnich/spravnich
nebo regulatornich ufadi, Zadavatele,
Quintiles, a  jejich  zastupct,
sesterskych organizaci ¢i pobocek,

(iii) zajiSténi souladu s pravnimi a
regulatornimi pozadavky,

(iv) zvetejnéni na strankach
www.clinicaltrials.gov a webovych
strankach a serverech, které slouzi
obdobnému ucelu;

(v) evidovani v databazich pro tucely
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selection of investigators for future
clinical trials; and
(vi) anti-corruption compliance.

Names of members of Study Staff may be
processed in Quintiles’ study contacts
database for study-related purposes only.

6.2 Study Subject Personal Data

The Investigator shall obtain Study
Subject written consent for the collection
and use of Study Subject personal data for
Study purposes, including the disclosure,
transfer and processing of data collected in
accordance  with the Protocol, in
compliance with applicable data protection
provisions.

6.3 Data Controller

The Sponsor shall be the data controller
for such personal data except that, if
Quintiles deals with any personal data
under this Agreement in the manner of a
data controller, Quintiles shall be the data
controller of such personal data to the
extent of such dealings.

Quintiles may process "personal data"”, as
defined in the applicable data protection
legislation enacted under the same or
equivalent/similar  national legislation
(collectively "Data Protection
Legislation™), of the Investigator and
Study Staff for study-related purposes and
all such processing will be carried out in
accordance with the Data Protection
Legislation.

usnadnéni vybéru zkousejicich pro
budouci klinicka hodnocenti; a
(vi) zajisténi souladu na poli zakazu
jakéhokoli korupéniho jednani.
Jména clenti Studijniho persondlu mohou
byt zpracovana v databazich vedenych
Quintiles pro ucely studijnich kontakt, a to
vyluéné pro ucely souvisejici s klinickymi
studiemi.

6.2. Osobni udaje Subjektu studie

ZkousSejici  zajisti  ziskani  pisemného
souhlasu Subjektu studie pro tcely k ziskani
a pouziti osobnich udaji Subjektu studie pro
ucely souvisejici se Studii, a to vcetné
odhaleni, ptfevodu a zpracovani osobnich
udaji ziskanych dle Protokolu, a dale v
souladu s pfislusnymi piedpisy na poli
ochrany dat.

6.3. Spravce udaju

Zadavatel bude pusobit jako spravce udaju
ve vztahu k takovymto osobnim tdajim,
avSak s vyjimkou piipadu, kdy Quintiles
nakladd s jakymikoli osobnimi udaji na
zaklad¢ této Smlouvy jakozto spravce dat, v
takovém piipad¢ bude Quintiles spravcem
takovych osobnich udaji v rozsahu, v jakém
s nimi naklada.

Quintiles je opravnén zpracovavat "osobni
udaje", jak jsou tyto definovany ptisluSnymi
pravnimi pfedpisy na tUseku ochrany
osobnich udaju, jez byly vydany na zakladé
shodné ¢i ekvivalentni/obdobné narodni
legislativy (spole¢n¢ dale jen "Pravni
pfedpisy na ochranu osobnich udaja"),
ZkousSejiciho a ¢lent Studijniho personalu
pro ucely souvisejici se Studii, pficemZz
veskera takova zpracovani budou provadéna
v souladu s Pravnimi ptfedpisy na ochranu
osobnich udaja.
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6.4 Survival

This Section 6 “Personal Data” shall
survive termination or expiration of this
Agreement.

6.4 Pretrvani platnosti

Tento Clanek 6 “Osobni udaje” zistane v
platnosti i v ptipad¢ ukonceni platnosti ¢i
pti vyprseni platnosti této Smlouvy.

7.STUDY SUBJECT INJURY, 7. POSKOZENi ZDRAVI SUBJEKTU STUDIE,
INDEMNIFICATION, INSURANCE AND NAHRADA SKODY, POJISTENI A ODSKODNENI
DAMAGES

7.1. Sponsor hereby represents and
warrants that it has provided clinical trial
insurance in accordance with § 52, par. 3,
letter f) Act on Pharmaceuticals as may be
subsequently amended, for the whole
duration of performance of the Study.

The Site shall promptly notify Quintiles
and Sponsor in writing of any claim of
illness or injury actually or allegedly due
to an adverse reaction to the
Investigational Product and cooperate with
Sponsor in the handling of the adverse
event.

Sponsor shall reimburse Institution for the
direct, reasonable and necessary medical
expenses incurred by Institution for the
treatment of any adverse event
experienced by, illness of or bodily injury
to a Study Subject that caused by
treatment of the Study Subject with
Investigational Product in accordance with
the Protocol, except to the extent that such
adverse event, illness or personal injury is
caused by:

a) failure by Institution,
Investigator or any of their
respective personnel to comply
with  this  Agreement, the
Protocol, any written
instructions of Sponsor

7.1 Zadavatel prohlasuje a potvrzuje, ze v
souladu s ust. § 52 odst. 3, pism. f) zdkona
¢. 378/2007 Sb., o léCivech, v platném
znéni, zajistil a po celou dobu trvani Studie
bude wudrZovat v platnosti pojisténi
klinického hodnoceni.

Misto provadeéni klinického hodnoceni je
povinno neprodlené pisemné vyrozumét
Quintiles a Zadavatele o jakémkoli naroku
vztahujicimu se k onemocnéni ¢i 0ymé na
zdravi, k nimz skutec¢né ¢i udajné doslo v
souvislosti s nezadouci reakci na
Hodnocené 1é¢ivo a =zavazuje se plné
spolupracovat se Zadavatelem pii feSeni
nezadouci udalosti.

Zadavatel uhradi Zdravotnickému zafizeni
piimé, piimérené a nezbytné zdravotni
vydaje, které vznikly Zdravotnickému
zafizeni v souvislosti s 1é¢bou jakychkoli
nezadoucich udalosti, nemoci nebo jmy na
zdravi Subjektu studie zpisobené lécbou
Subjektu studie Hodnocenym ptipravkem v
souladu s Protokolem, s vyjimkou ptipadi,
kdy takova nezddouci udalost, nemoc nebo
ujma na zdravi je zptisobeno:

a) pochybenim  Zdravotnického
zatizeni, Zkousejiciho nebo
jakéhokoliv jejich zaméstnance jednat
vsouladu s touto  Smlouvou,
Protokolem, jakoukoliv pisemnou
instrukci  Zadavatele tykajici se
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concerning the Study, or any
applicable law, regulation or
guidance, including GCPs,
issued by any regulatory
authority, or

b) negligence or willful misconduct
by Institution, Investigator or
any of their  respective
personnel or

c) failure of the Study Subject to
follow the reasonable
instructions of the Investigator
relating to the requirements of
the Study.

The Sponsor’s liability to reimburse the
Institution under this provision shall not be
limited to the amount payable under any
insurance required to be carried by
Sponsor but shall extend to the full amount
of the Institution’s actual damages in the
amount of subject’s claim or of subject's
legal representative's claim successfully
claimed under Czech legal order.

7.2. Sponsor shall defend, indemnify and
hold harmless the Investigator, Institution,
its officers, employees and agents
(“Indemnitees”) from any and all
liabilities, claims, actions or suits for
personal injury or death directly arising
out of treatment of the Study Subject in
accordance with the Protocol; provided
that:

7.2.1 The Study is conducted in
accordance with the Protocol, together
with any written instruction from
Sponsor and this Agreement;

7.2.2 Such loss does not arise out of the
negligence or willful misconduct of any

Studie, nebo jakéhokoliv platného
zdkona nebo provadéciho predpisu
nebo postupu, véetné¢ GCP, vydaném
jakoukoliv regula¢ni autoritou, nebo

b) nedbalosti nebo Umyslnym
nespravnym jednanim
Zdravotnického zatizeni, ZkousSejicim
nebo jakymkoliv jejich zéstupcem
nebo

¢) poruSenim povinnosti Studijnim
Subjektem  jednat v  souladu
s divodnymi pokyny Zkousejiciho
tykajicich se pozadavkl Studie.

Odpovédnost Zadavatele odskodnit
Zdravotnické zatizeni dle tohoto ustanoveni
nebude limitovana castkou splatnou dle
jakéhokoliv pojisténi uzavien¢ho
Zadavatelem, ale bude se vztahovat na celou
castku skutecné Skody Zdravotnického
zafizeni ve vySi naroku subjektu nebo
naroku jeho zakonného zastupce uspéSné
uplatnéného dle ceského pravniho fadu.

7.2 Zadavatel nahradi ZkouSejicimu
a Zdravotnickému zatizeni a jejich
zaméstnancim  a zastupcim  (dale jen
,Opravnéni  pfijemci  ndhrady Skody®)
vzniklou Skodu, bude je hajit a chranit pied
veskerou odpovédnosti, naroky, Zalobami
a soudnimi spory tykajicimi se ujmy na
zdravi nebo smrti vzniklymi pfimo z 1é€by
Subjektu Studie v souladu s Protokolem,
a to za predpokladu, Ze:
7.2.1 Klinické hodnoceni bude provadéno
vsouladu s Protokolem a pifipadnymi
dal§imi pisemnymi pokyny Zadavatele a
v souladu s touto Smlouvou.

7.2.2 Takova $koda nevznikne z nedbalosti
nebo Umyslného poruseni povinnosti ze
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Indemnitee;

7.2.3 Sponsor is notified within seventy-
two (72) hours after the receipt of any
complaint or injury relating to the loss by
the Indemnitee; and

7.2.4 Sponsor shall have control over the
defense and settlement of the complaint
or claim(s).

7.3 Sponsor shall provide diligent defense
against and/or settlement of any claims
brought or actions filed for the loss that is
subject to the indemnification obligations
hereunder, whether such claims or actions
are rightfully or wrongfully brought or
filed. Sponsor shall have the right to settle
claims at Sponsor’s sole expense;
provided, however, that Sponsor shall not
admit to any wrongdoing or fault on behalf
of the Indemnitees without the prior
written consent of such Indemnitees,
which consent shall not be unreasonably
withheld, conditioned or delayed.

7.4 The Indemnitee shall fully cooperate
with Sponsor and its legal representatives
in the investigation and defense of any
claim or suit covered under this
Agreement. If the claim or action is
asserted, Indemnitee shall have the right to
select and obtain its own legal counsel, as
long as Indemnitee pays for all costs and
expenses incurred by it for such separate
counsel.

strany nekterého z Opravnénych piijemct
nahrady skody.

7.2.3 Zadavatel bude informovan do
sedmdesati dvou (72) hodin po obdrzeni
stiznosti nebo zpravy o Gjmé na zdravi
souvisejici se Skodou vzniklou
Opravnénému piijemci nahrady Skody.
7.2.4Zadavatel bude mit pravo fidit
obhajobu a pfipadné vypofadani stiznosti
nebo naroku (narok).

7.3Zadavatel zajisti fadnou obhajobu proti
uplatiovanym narokim nebo podanym
Zalobam tykajicim se Skody, na kterou se
vztahuji zdvazky nahrady Skody podle této
Smlouvy, ato bez ohledu na to, zda budou
takové naroky ¢i zaloby uplatnény, resp.
podany opravnéné, ¢i nikoli, nebo zajisti
fadné vypotadani takovych néaroki ¢i Zalob.
Zadavatel ma pravo vyporadat naroky na
vlastni néklady, avSak pod podminkou, Ze
bez ptedchoziho pisemného souhlasu
Opravnénych pfijemcti nahrady Skody
neuznd zadné pochybeni ¢i omyl na jejich
stran¢, pficemz Opravnéni ptijemci nahrady
Skody nesm¢ji  poskytnuti  souhlasu
bezdiivodné¢ odmitnout, podminovat nebo
zdrzovat.

7.40pravnény prijemce nahrady Skody
poskytne Zadavateli ajeho zakonnym
zastupcim plnou soucinnost pii Setfeni
a obhajobé proti ptipadnym narokiim nebo
zalobam, na které se vztahuji ustanoveni
této Smlouvy. Je-li narok nebo Zaloba
uplatnéna, osoba chranéna pied
odpovédnosti bude mit pravo zvolit si
a ziskat vlastniho pravniho zastupce, pokud
osoba chranéna pied odpovédnosti plati
veskeré ndklady a vydaje, které vzniknou
v souvislosti s timto samostatnym pravnim
zastupcem.
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7.5 Institution and the Investigator shall
defend, indemnify and hold harmless
Sponsor and any of its agents and
employees, including Quintiles from any
and all liabilities, claims, actions or suits
for personal injury or death directly arising
out of the negligent administration or the
negligent use of the Investigational
Product during the course of the Study by
Institution and/or the Investigator.

This Section 7 subsection “Study Subject
Injury, Indemnification and Damages”
shall survive termination or expiration of
this Agreement.

8.QUINTILES DISCLAIMER

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

This Section 8 “Quintiles Disclaimer”
shall survive termination or expiration of
this Agreement.

9. CONSEQUENTIAL DAMAGES

Neither Quintiles nor Sponsor shall be
responsible to the Site for any lost profits,
lost opportunities, or other consequential
damages, nor shall Site be responsible to
Quintiles or Sponsor for any lost profits,
lost opportunities, or other consequential
damages.

7.5Zdravotnické  zafizeni  a ZkousSejici
nahradi Zadavateli a jeho zaméstnanciim
a zastupcim véetné spolecnosti Quintiles
vzniklou $kodu abudou je hajit a chranit
pred veskerou odpovédnosti, naroky,
zalobami a soudnimi spory tykajicimi se
ujmy na zdravi nebo smrti vzniklymi ptimo
znedbalého podavani nebo nedbalého
pouzivani Hodnoceného ptipravku
ZkouSejicim nebo Zdravotnickym zatizenim
Vv pribéhu Studie.

Tento Clanek 7 podsekce "Poskozeni zdravi
Subjektu  Studie, Nahrada Skody a
Odskodnéni" zlGstane v platnosti po
ukonceni nebo uplynuti doby trvani této
Smiouvy.

8. ODMITNUTI ODPOVEDNOSTI QUINTILES

Quintiles timto vyslovné odmitd jakoukoli
odpovédnost v souvislosti s Hodnocenym
lécivem, vcetné jakékoliv odpovédnosti za
jakékoliv naroky vyplyvajici z okolnosti
zpusoben¢ nebo domnéle zplsobené
jakymkoliv Studijnim postupem spojenym
s takovym lécivem vyjma rozsahu, v jakém
je  takova  odpovédnost fici
nedbalosti, umyslnym protipravnim
jednanim nebo porusenim této Smlouvy ze
strany Quintiles.

Tento Clanek 8 "Odmitnuti odpovédnosti
Quintiles" zastane v platnosti 1 po ukonceni
nebo uplynuti doby trvani této Smlouvy.

9. NASLEDNA SKODA

Ani Quintiles ani Zadavatel nebudou vici
Mistu provadéni klinického hodnoceni
odpovédni ve vztahu k jakémukoli uSlému
zisku, ztrat€é obchodnich pfrilezitosti, ¢i
jakymkoli souvisejicim Skodam, ani Misto
provadéni klinického hodnoceni nebude
odpovédné vii¢i Quintiles nebo Zadavateli
ve vztahu k jakémukoli uslému zisku, ztraté
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This Section 9 “Consequential Damages”
shall survive termination or expiration of
this Agreement.

10. DEBARMENT

The Site represents and warrants that
neither Institution nor Investigator, nor any
of Institution’s employees, agents or other
persons performing the Study at
Institution, have been  debarred,
disqualified or banned from conducting
clinical trials or are under investigation by
any regulatory authority for debarment or
any similar regulatory action in any
country, and the Site shall notify Quintiles
immediately if any such investigation,
disqualification, debarment, or ban occurs.

This Section 10 “Debarment” shall survive
termination or expiration of this
Agreement.

11.FINANCIAL DISCLOSURE AND CONFLICT
OF INTEREST

Upon Sponsor’s or Quintiles’ request, Site
agrees that, for each listed or identified
investigator or sub-investigator who is
directly involved in the treatment or
evaluation of Study Subjects, Investigator
shall promptly return to Quintiles a
financial and conflict of interest disclosure
form that has been completed and signed

obchodnich prilezitosti, ¢i jakymkoli
souvisejicim skodam.
Tento Clanek 9 "Nasledna $koda" ziistane v

platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

10. VYLOUCENI

Misto provadéni klinického hodnoceni
prohlaSuje a potvrzuje, Ze ani Zdravotnické
zafizeni, ani ZkouSejici ani nikdo ze
zaméstnancli, zastupci Zdravotnického
zafizeni ¢1 jakakoli jina osoba, kterd se
podili na vykonu Studie ve Zdravotnickém
zafizeni, nebyla zbavena pfislusného
opravnéni, nebyla ji uloZena sankce zédkazu
vykonu ¢innosti klinickych hodnoceni a
dale, Ze kterykoli z téchto subjektii neni
vySetfovan jakoukoli kontrolni instituci, kdy
vysledkem takového Setfeni ¢i fizeni mize
byt uloZeni sankce zdkazu vykonu €innosti
¢i odebrani opravnéni, a to v kterémkoli
staté, a Misto provadéni klinického
hodnoceni se dale zavazuje neprodlené
vyrozumét Quintiles v piipadé, ze dojde
k takovému  vySetfovani, diskvalifikaci,
uloZeni sankce zdkazu vykonu ¢innosti nebo
k odejmuti opravnéni k vykonu klinického
hodnoceni.

Tento Clanek 10 "Vyloudeni" zfistane v

platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

11. FINANCNI INFORMACE A STRET ZAJMU

Misto provadéni klinického hodnoceni
souhlasi, Ze na zakladé Zadosti Zadavatele
nebo Quintiles ZkouSejici pro kazdého
uvedeného a identifikovaného zkousejiciho
nebo spoluzkouSejiciho, ktefi se piimo
podili na léceni nebo hodnoceni Subjektii
studie neprodlen¢ pieda Quintiles vyplnény
a podepsany formulai finan¢niho prohlaseni
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by such investigator or sub-investigator,
which shall disclose any applicable
interests held by those investigators or
sub-investigators or their spouses or
dependent children.

Sponsor may request that Quintiles
withhold payments if it does not receive a
completed form from each such
investigator and sub-investigator.

Investigator shall ensure that all such
forms are promptly updated as needed to
maintain their accuracy and completeness
during the Study and for one (1) year after
Study completion.

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

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

This Section 11 “Financial Disclosure and
Conflict of Interest” shall survive
termination or expiration of this
Agreement.

12. ANTI-KICKBACK AND ANTI FRAUD

Institution and Investigator agree that their
judgment with respect to the advice and
care of each Study Subject will not be
affected by the compensation they receive
from this  Agreement, that such
compensation does not exceed the fair

a konfliktu z&jmi, ktery byl vyplnén a
podepsan  takovym  zkouSejicim  nebo
spoluzkousejicim, ve kterém tito zkousejici
¢i  spoluzkousejici pfiznavaji  jakékoli
ptislusné zajmy, které maji oni sami nebo
jejich manzelé/manzelky ¢i nezaopatiené
deéti.

Zadavatel mlze pozadat  spolecnost
Quintiles, aby pozdrzela platby v ptipadé,
ze neobdrzi vyplnéné formuléate od kazdého
takového zkouSejiciho a spoluzkousSejiciho.

Zkousejici zajisti urychlenou aktualizaci
formuléait dle potieby, s cilem zajistit jejich
presnost a uplnost v prubéhu realizace
Studie a jeden (1) rok po dokonceni Studie.

Misto provadéni klinického hodnoceni
souhlasi stim, ze vyplnéné formuléie
mohou kontrolovat statni a regulacni urady,
Zadavatel, Quintiles a jejich zastupci, a
Misto provadéni klinického hodnoceni
s takovymi kontrolami.

Zkousejici dale souhlasi s pfenosem dat o
finanénim prohlaSeni do zemé sidla
Zadavatele a Spojenych statti americkych, a
to i kdyby v téchto zemich neplatil nebo
neexistoval natolik vyspély rezim ochrany
dat jako ve vlastni zemi Mista provadéni
klinického hodnoceni.

Tento Clanek 11 "Finanéni informace a stiet
zajmi" zlOstane v platnosti po ukonceni
nebo uplynuti doby trvani této Smlouvy.

12. ZAMEZENI UPLATKARSTVi A PODVODU

Zdravotnické zatizenia Zkousejici souhlasi,
ze jejich tsudek, pokud jde o poradenstvi a
péci o kazdy subjekt hodnoceni, nebude
ovlivnén uhradou, kterou obdrzi na zaklad¢
této Smlouvy, a dale osv&dCuji, Ze tato
kompenzace nepfesahuje redlnou trzni
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market value of the services they are
providing, and that no payments are being
provided to them for the purpose of
inducing them to purchase or prescribe any
drugs, devices or products.

If the Sponsor or Quintiles provides any
free products or items for use in the Study,
Institution and Investigator agree that they
will not bill any Study Subject, insurer or
governmental agency, or any other third
party, for such free products or items.

Institution and Investigator agree that they
will not bill any Study Subject, insurer, or
governmental agency for any visits,
services or expenses incurred during the
Study for which they have received
compensation from Quintiles or Sponsor,
or which are not part of the ordinary care
they would normally provide for the Study
Subject, and that neither Institution nor
Investigator will pay another physician to
refer subjects to the Study.

13.ANTI-BRIBERY

Institution and Investigator agree that the
fees to be paid pursuant to this Agreement
represent fair compensation for the
services to be provided by Site. Institution
and Investigator represent and warrant that
payments or Items of Value received
pursuant to this Agreement or in relation
to the Study will not influence any
decision that Institution, Investigator or
any of Institution’s respective owners,
directors, employees, agents, consultants,
or any payee under this Agreement may
make, as a Government Official or
otherwise, in order to assist Sponsor or
Quintiles to secure an improper advantage

hodnotu sluzeb, které poskytuji a ze zadné
platby nejsou poskytovany za Gcelem primét
je k ndkupu nebo piedepisovani jakychkoliv
1€k, zatizeni nebo produkta.

Pokud Zadavatel nebo Quintiles poskytnou
jakékoli produkty nebo pfedméty pro
pouziti ve Studii zdarma, Zdravotnického
zatfizeni a ZkousSejici souhlasi, Ze nebudou
zadat Uhradu po Zadném Subjektu studie,
pojistovné nebo statnim/spravnim uradu
nebo jakékoli jiné tieti stran¢ za tyto zdarma
poskytnuté produkty nebo predméty.

Zdravotnické zatizeni a ZkouSejici souhlasi,
7ze nebudou 7z&dat thradu po Zadném
Subjektu Studie, pojisStovné nebo statnim
ufad¢ za jakékoliv navstévy, sluzby nebo
vydaje vzniklé v prabéhu Studie, za které
obdrzeli uhradu od Quintiles nebo
Zadavatele, nebo které nejsou soucasti
bézné péce, kterou by za normalnich
okolnosti poskytli Subjektu studie a Ze ani
Instituce ani Zkousejici nebudou poskytovat
platbu jinému I€kati za doporuceni subjektt
do Studie.

13. ZAKAZ PODPLACENI

Zdravotnické zafizeni a ZkouSejici timto
souhlasi, ze platby, které¢ budou uhrazeny na
zaklad¢ této Smlouvy, pfedstavuji fadnou
kompenzaci za sluzby poskytnuté Mistem
provedeni klinického
hodnoceni. Zdravotnické zatizeni a
ZkousSejici timto prohlasuji a zavazuji se, Ze
platby ¢i Hodnotné véci, které obdrzi na
zaklad€ této Smlouvy ¢i v souvislosti se
Studii jakkoli neovlivni jakékoli rozhodnuti
Zdravotnické zafizeni, ZkouSejictho ¢i
jakéhokoli ptislusného vlastnika
Zdravotnického zafizeni, Cleny spravnich
organl, zaméstnance, zastupce, konzultanty
¢i jakékoli pfijemce plnéni na zéklad¢ této
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or obtain or retain business.

Institution and  Investigator  further
represent and warrant that neither they nor
any of their respective owners, directors,
employees, agents, or consultants, nor any
payee under this Agreement, will, in order
to assist Sponsor or Quintiles to secure an
improper advantage or obtain or retain
business, directly or indirectly pay, offer
or promise to pay, or give any Items of
Value to any person or entity for purposes
of (i) influencing any act or decision: (ii)
inducing such person or entity to do or
omit to do any act in violation of their
lawful duty; (iii) securing any improper
advantage; or (iv) inducing such person or
entity to use influence with the
government or instrumentality thereof to
affect or influence any act or decision of
the government or instrumentality.

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

Smlouvy k tomu, aby ucinil, jakoZzto
Zastupce vetejné moci ¢i jakkoli jinak, za
ucelem poskytnuti pomoci Zadavateli ¢i
Quintiles v podobé zajisténi neopravnéné
vyhody ¢i za ucelem ziskéani ¢i zachovani si
obchodni ptilezitosti.

Zdravotnické zafizeni a ZkouSejici dale
prohlasuji a zavazuji se, ze ani oni, ani
jakykoli jejich vlastnik, Clen statutarniho
organu, zastupce ¢i konzultant, ani jakykoli
piijemce plnéni dle této Smlouvy, a to za
ucelem pomoci Zadavateli ¢i1 Quintiles k
zajiSténi neopravnéné vyhody ¢1 ziskani ¢i
zachovani obchodni pftilezitosti, pfimo ¢i
nepiimo, neuhradi, nenabidne ¢i neslibi
uhradit, nebo nedaruje jakoukoli Hodnotnou
véc jakékoli osobé ¢i subjektu v souvislosti
s ndasledujicimi  Ucely: (i) ovlivnéni
jakéhokoli jednani ¢i rozhodnuti: (i)
pobidky ¢i pohnuti takové osoby ¢i
subjektu, aby néco konal nebo se zdrzel
urCitého jednani v rozporu s se zdkonem
uloZenou povinosti; (iii) zajisténim jakékoli
neopravnéné vyhody; nebo (iv) pobidky ¢i
pohnuti takové osoby ¢i subjektu k zneuziti
vlivu vici statnimu/spravnimu organu ¢i
jeho zastupci v této souvislosti, a to za
ucelem ovlivnéni jakéhokoli jednani ¢i
rozhodnuti statniho/spravniho organu ¢i
jeho zastupce.

Cx¢

Nad ramec ostatnich prav a prostiedki
napravy dle této Smlouvy, ¢i na zékladé¢
ptislusnych pravnich ptredpisii, Quintiles
nebo Zadavatel budou opravnéni ukoncit
platnost této Smlouvy v pfipadé, ze Misto
provadéni klinického hodnoceni porusi
jakékoli prohladseni ¢i zaruky obsazené v
tomto Clanku, piipadné, pokud Quintiles
nebo Zadavatel zjisti, Ze jsou poskytovany
¢i byly poskytnuty neopravnéné platby vici
¢i ze strany Zdravotnického zafizeni C¢i
Zkousejiciho nebo jakéhokoli jednotlivee ¢i
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14. INDEPENDENT CONTRACTORS

The Investigator and Institution and Study
Staff are acting as independent contractors
of Quintiles and Sponsor and shall not be
considered the employees or agents of
Quintiles or Sponsor.

Neither Quintiles nor Sponsor shall be
responsible for any employee benefits,
pensions, workers’ compensation,
withholding, or employment-related taxes
as to the Investigator or Institution or their
staff.

15.TERM & TERMINATION

15.1 Term

This Agreement will become effective on
the date on which it is last signed by the
parties (the “Effective Date”) and shall
continue until completion or until
terminated in accordance with this Section
15 “Term & Termination”.

The estimated Study completion date is
approximately December 2021 and is
subject to change in accordance with the
Sponsor and Protocol requirements.

15.2 Termination
Quintiles and/or Sponsor may terminate
this Agreement for any reason effective 30
days upon a written notice.

The Parties may terminate this Agreement
effective immediately upon delivery of the
written notice to the other Parties, in the
following cases:

The Sponsor may terminate this

subjektu jednajiciho jejich jménem.

14. NEZAVISLI DODAVATELE

ZkouSejici a Zdravotnické zafizeni a
Studijni persondl budou jednat jako
nezavisli poskytovatelé smluvniho plnéni
Quintiles a nebudou jakkoli povazovani za
zaméstnance C¢i zastupce Quintiles nebo
Zadavatele.

Ani Quintiles ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se k
benefitim, penzim, ndhraddm, narokiim k
dichodovému ptipojisténi,
pracovnépravnim odméndm, sraZkovym ¢i
jinym pracovnépravnim danim tykajicim se
Zkousejiciho nebo Zdravotnického zatizeni
nebo jejich zaméstnanci.

15. PLATNOST & UKONCENI PLATNOSTI
15.1 Platnost

Tato Smlouva nabyva platnosti a i¢innosti k
datu, kdy bude podepsana posledni smluvni
stranou (“Datum ucinnosti’) a zlstane v
ucinnosti do okamziku dokonceni ¢i
ukonéeni v souladu s timto Clanekem 15
“Platnost & Ukonceni platnosti”.

Ptedpokladany termin ukonceni Studie je
prosinec 2021 s tim, Ze tento termin muize
byt zménén vsouladu s pozadavky
Zadavatele a Protokolu.

15.2. Ukonceni platnosti

Quintiles a/nebo Zadavatel jsou opravnéni
ukoncit platnost této Smlouvy z jakéhokoli
divodu s ucinnosti 30 dni od doruceni
pisemného oznameni.

Smluvni strany jsou opravnény odstoupit od
této smlouvy s ucinnosti ke dni doruceni
odstoupeni druhym smluvnim strandm, a to
v nasledujicich ptipadech:

Zadavatel je opravnén od této smlouvy
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Agreement in case that:

a) the Institution or the Investigator
does not follow the provisions of this
Agreement in relation to the protection
of the Study Subject’s health or to the
compliance with the conditions of the
Protocol and does not remedy the
harmful state within the period of 3
days from the delivery of the Sponsor’s
notice concerning the request for a
remedy;

b) the Institution or the Investigator
does not follow the provisions of this
Agreement, except the cases listed in
letter a) of this Section, and does not
remedy the harmful state within the
period of 15 days from the delivery of
Sponsor’s notice concerning the request
for a remedy;

c) the Institution or the Investigator is,
from the Sponsor’s point of view,
facing bankruptcy in compliace with
the Act No. 182/2006 Coll, on
Insolvency, as amended;

d) the Institution or the Investigator
will lose their licence for the conduct of
the activities necessary for the
execution of this Agreement;

e) the risks arising from the conduct of
the Study concerning the Study
Subjects will increase
disproportionately, or

f) the required authorization,
permission, approval or exception
necessary for the conduct of the Study
is revoked, suspended, or the validity
thereof expires without a proper

odstoupit v pripad¢, ze:

a) Zdravotnické zfizeni nebo Zkousejici
neplni nékteré z ustanoveni této smlouvy
ve vztahu k ochrané zdravi subjektt
hodnoceni nebo k dodrzovani podminek
Protokolu Studie a neodstrani zavadny
stav ani ve 1haté 3 dnti od doruceni vyzvy
Zadavatele k naprave;

b) Zdravotnické zafizeni nebo Zkousejici
neplni nékteré z ustanoveni této smlouvy,
s vyjimkou piipadi uvedenych v pism. a)
tohoto odstavce, a neodstrani zavadny
stav ani ve lhit€¢ 15 dnG od doruceni
vyzvy zadavatele k naprave;

€) Zdravotnické zafizeni nebo Zkousejici
se podle nazoru Zadavatele dostanou do
upadku ve smyslu zdkona ¢. 182/2006
Sb., o upadku a zpasobu jeho feSeni
(insolven¢ni zdkon), ve znéni pozd¢jSich
predpisi;

d) Zdravotnické zatizeni nebo Zkousejici
pozbude opravnéni k provadéni ¢innosti
nutnych pro plnéni podminek této
smlouvy;

e) riziko plynouci z provadéni Studie pro
subjekty hodnoceni se neimérné zvysi,
nebo

f) potiebné opravnéni, povoleni, souhlas
nebo vyjimka nutné pro provadéni Studie
je zruSeno, jeho platnost pterusena nebo
vypr$i doba, na kterou bylo vyddno bez
ptislusného prodlouZzeni.
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prolongation.

The Institution or the Investigator may
terminate this Agreement in case that:

a) the Sponsor does not follow the
provisions of this Agreement and does
not remedy the harmful state within the
period of 15 days from the delivery of a
notice concerning the request for a
remedy;

b) the Sponsor is facing bankruptcy in
compliace with the Act No. 182/2006
Coll, on Insolvency, as amended;

c)the Sponsor will lose his licence for
the conduct of the activities necessary
for the execution of this Agreement, or

d) the required authorization,
permission, approval or exception
necessary for the conduct of the Study
is revoked, suspended, or the validity
thereof expires without a proper
prolongation.

The notice of termination by any Party
shall be delivered to the other Parties and
the Agreement ceases to exist in its
entirety upon the delivery of the written
notice, unless otherwise stipulated above.
In case of any doubts, the notice shall be
deemed delivered on the third day after it
was sent to the address of the Party in
question, using certified mailing system.

The Site shall immediately cease any
subject recruitment, follow the specified
termination procedures, ensure that any
required subject follow-up procedures are

Zdravotnické zatizeni nebo Zkousejici jsou
opravnéni od této smlouvy odstoupit v
pripadé, ze:
a) Zadavatel neplni nékteré z ustanoveni
této smlouvy a neodstrani zavadny stav
ani ve lhité 15 dnti od doruceni vyzvy k
naprave,

b) Zadavatel se dostane do upadku ve
smyslu ustanoveni zak. ¢. 182/2006 Sb.,
o upadku a zpltsobu jeho feSeni
(insolvencni zakon), ve znéni pozdéjsich
piedpisi,

C) Zadavatel ztrati opravnéni k provadéni
¢innosti nutnych pro plnéni podminek
této smlouvy, nebo

d) potiebné opravnéni, povoleni, souhlas
nebo vyjimka nutné pro provadéni
klinick¢ého hodnoceni je zruSeno, jeho
platnost pferusena nebo vyprsi doba, na
kterou bylo vydano bez piislusného
prodlouzeni.

Odstoupeni kterékoliv ze smluvnich stran
musi byt dorufeno ostatnim smluvnim
stranam s tim, ze doruCenim odstoupeni
smlouva v plném rozsahu zanika, pokud
neni vySe uvedeno jinak. V pfipadé
pochybnosti plati, Ze odstoupeni je
doruceno tretim dnem po jeho odeslani
doporucenym dopisem na adresu ptislusné
smluvni strany.

Misto provadéni klinického hodnoceni
neprodlené¢ ukonci jakykoli nabor subjektd,
bude jednat v souladu s definovanymi
postupy pro ukonceni, zajisti, ze ve vztahu k
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completed, and make all reasonable efforts
to minimize further costs, and Quintiles
shall make a final payment for visits or
milestones properly performed pursuant to
this Agreement in the amounts specified in
Attachment A; provided, however, that
Payments will be in each case reduced by
ten (10 %) percent. This reduced amount
shall represent a value of any/all activities
related to close-out of the database, and
will be made upon the final acceptance by
Sponsor of all CRF pages and all data
clarifications issued and satisfaction of all
other applicable conditions set forth
herein.

16.NOTICE

Any notices required or permitted to be
given hereunder shall be given in writing
and shall be delivered:
a) in person, or
b) by certified mail, postage prepaid,
return receipt requested, or

c) by e-mail of .pdf/scan or other
non-editable format notice with
confirmed transmission report, or

d) by a commercial overnight courier
that guarantees next day delivery
and provides a receipt, and such
notices shall be addressed as
follows:

subjektiim Studie budou dokonceny jakékoli
procesy kontrolni povahy, a vyvinou
nezbytné usili za ucelem limitace jakychkoli
dalsich nédklada, ptfi¢emz Quintiles provede
zavéreCnou uthradu za navstévy a milniky,
jez byly tadné provedeny na zaklad¢ a v
souladu s touto Smlouvou, a to ve vysi
¢astek definovanych v Pfiloze A; avSak za
podminky, ze Platby budou v kazdém
piipadé snizeny o Castku ve vysi deseti (10
%) procent. Takto snizena cCastka bude
piedstavovat hodnotu veskerych c¢innosti
spojenych s uzavienim databaze, a bude
poskytnuta poté, co Zadavatel schvali
veskeré stranky formulaii CRF, a dale poté,
co budou poskytnuta veskera vyjasnéni dat
a dale dojde ke splnéni veskerych ostatnich
podminek, jez jsou stanoveny Vv této
Smlouvé.

16. OZNAMENI

Veskerd oznameni vyzadovand nebo
povolena podle této Smlouvy budou uc¢inéna
V pisemné podob¢ a budou dorucena:
a) osobn¢ nebo
b) doporu¢enym  dopisem, s piedem
zaplacenym postovnym, s dorucenkou
nebo
C) e-mailem ve formatu pdf/scan nebo
Vjiném formatu, ktery znemoznuje
zasah do obsahu s potvrzenou zpravou
0 ptenosu nebo
d) komer¢ni noéni kuryrni sluzbou, ktera
zarucCuje doruceni dalsi den a poskytne
potvrzeni. Tato oznameni budou
adresovana takto:
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To Sponsor / Zadavateli:

Baxalta Innovations GmbH
Industriestrasse 67, A-1221 Viden, Austria / Rakousko

To Quintiles / Quintiles:

Addressed to / Adresa platce:

Quintiles Eastern Holdings GmbH.
Stella-Klein-Low-Weg 15, Rund 4, Haus B, OG 4,
1020 Vienna, Austria

Sent to / Koresponden¢ni adresa:

Quintiles Czech Republic, s.r.o.,

Jinonice, Radlicka 714/113a,

158 00, Praha 5, Czech Republic / Ceské republika

To Institution / Zdravotnickému
zafizeni

Fakultni nemocnice Ostrava,

Centrum klinickych studii,

17. listopadu 1790, 708 52 Ostrava — Poruba,
Czech Republic / Ceska republika

To Investigator / Zkousejicimu

doc. MUDr. Michal Bar, Ph.D.

Fakultni nemocnice Ostrava, Neurologickd klinika,
17.listopadu 1790, 708 52, Ostrava-Poruba,

Czech Republic / Ceska republika

17.FORCE MAJEURE

The performance by either Party of any
obligation on its part to be performed
hereunder shall be excused by floods, fires
or any other Act of God, accidents, wars,
riots, embargoes, delay of carriers,
inability to obtain materials, failure of
power or natural sources of supply, acts,
injunctions, or restraints of government or
other force majeure preventing such
performance, whether similar or dissimilar
to the foregoing, beyond the reasonable
control of the Party bound by such
obligation, provided, however, that the
Party affected shall exert its reasonable
efforts to eliminate or cure or overcome
any of such causes and to resume
performance of its obligations with all
possible speed.

17. VYSSi MOC

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jez ma byt takovou Stranou splnéna
na zakladé podminek této Smlouvy, bude
prominuto v duasledku zaplav, pozarti c¢i
jinych projevli Vyss$i moci, nehod, valek,
nepokoji, embarg, prodleni dopravca,
nemoznosti opatfit prislusné materialy,
nebude-li dodana elektricka energie ¢i jiné
pfirodni zdroje, v dusledku rozhodnuti,
zakaza ¢i omezeni statniho/spravniho uradu
¢i jiného prvku vyssi moci, ktery zabrani
splnéni takové povinnosti, bez ohledu na to,
zda je shodny ¢&i odlisny od shora
uvedeného, a ktery stoji mimo moznost
ovlivnéni piislusné Strany, kterd je takovou
povinnosti vazana, to vSak za podminky, Ze
takto dotCend Strana vyvine odpovidaji Gsili
za UCelem odstranéni ¢i napravy Ci
prekonani jakéhokoli takového divodu ¢&i
pfi¢iny a bude pokracovat v plnéni svych
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18. MISCELLANEOUS

18.1 Entire Agreement

This Agreement, including its
attachment(s), constitutes the sole and
complete agreement between the Parties
and replaces all other written and oral
agreements relating to the Study.

18.2 No Waiver/Enforceability

Failure to enforce any term of this
Agreement shall not constitute a waiver of
such term.

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

18.3 Assignment of the Agreement

This Agreement shall be binding upon the
Parties and their successors and assigns.

The Site shall not assign or transfer any
rights or obligations under this Agreement
without the written consent of Quintiles
and Sponsor.

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

povinnosti v nejbliz§im mozném casovém
okamziku.

18. RUZNE
18.1. Celistvost Smlouvy

Tato Smlouva, véetné¢ ptiloh, ptfedstavuje
vyhradni, celistvé a uplné ujednani Stran a
nahrazuje vesSkeré ostatni pisemné a ustni
dohody vztahujici se k této Studii.

18.2. Vzdani se uplatnéni/Vynutitelnost

Neuplatnéni jakéhokoli prava ¢i podminky
této Smlouvy nezakldda domnénku vzdani
se uplatnéni takového prava ¢i podminky.

V ptipadé, Ze bude kterdkoli cast této
Smlouvy shleddna jako nevykonatelna,
zbytek této Smlouvy ziistane 1 nadale v
platnosti.

18.3. Pfevod Smlouvy

Tato Smlouva bude zavazna vaci Stranam 1
jejich pravnim néstupctim a postupniktim.

Misto provadéni klinického hodnoceni
nepievede jakakoli prava ¢i zdvazky z této
Smlouvy bez ptfedchoziho pisemného
souhlasu Quintiles nebo Zadavatele.

Na zakladé zadosti Zadavatele, Quintiles je
opravnén prevést tuto Smlouvu na
Zadavatele nebo jakoukoli tfeti stranu, a
Quintiles nebude odpovédny za jakékoli
zavazky ¢i odpovédnosti dle této Smlouvy,
jez vyplynou po datu pfevodu a Misto
provedeni klinického hodnoceni timto
souhlasi s takovym postoupenim. Mistu
provedeni klinického hodnoceni bude
takové postoupeni ¢i prevod oznameno bez
zbyte¢ného odkladu nabyvatelem.
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18.4. Applicable Law

This Agreement shall be interpreted and
enforced under the laws of Czech
Republic.

The parties will endeavour to settle
amicably any dispute having its origin in
this Agreement. Any disputes,
controversies or claims arising from this
Agreement or connected to it, the parties
fail to settle amicably, shall be decided by
competent courts of the Czech Republic.

18.5 Prevailing language
The Agreement is drawn up in English and
in Czech language versions. In case of any
dispute Czech language version shall
prevail.

18.6 Survival:

The terms of this Agreement that contain
obligations or rights that extend beyond
the completion of the Study shall survive
termination or completion of this
Agreement, even if not expressly stated
herein.

THIS SECTION IS
INTENTIONALLY LEFT BLANK

18.4 Rozhodné pravo

Tato Smlouva bude vykladana a vymahana
v souladu s pravnim fadem Ceské republiky.

Smluvni strany budou usilovat o smirné
feSeni jakéhokoli sporu, ktery ma svij
puvod vtéto Smlouveé. Jakékoli spory,
neshody nebo naroky vzniklé na zakladé
této Smlouvy nebo ve spojitosti s ni, které
neni mozné urovnat vzdjemnou dohodou
smluvnich stran, budou feSeny
prostiednictvim pfislusného soudu Ceské
republiky.

18.5 Rozhodn4 jazvkova verze.

Tato Smlouva je vyhotovena v anglickém a
Ceském jazykovém znéni. V  pfipadé
jakéhokoli rozporu bude rozhodujici Ceska
jazykova verze.

18.6 Pietrvavajici platnost:

Podminky této Smlouvy, jez obsahuji prava
a povinnosti, jez svoji povahou piekracuji
okamzik dokonCeni Studie, zistanou
zavazné 1 v pripadé ukonceni ¢i vyprSeni
platnosti této Smouvy, a to i v pfipad¢, ze
tak neni v této Smlouve vyslovné uvedeno.

TATO CAS:F JE ZAMERNE
PONECHANA PRAZDNA
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ACKNOWLEDGED AND AQREED BY Quintiles Czech Rep’ublicl S.I.0.,
/ NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE
Quintiles Czech Republic, s.r.o.,

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice Ostrava: / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni nemocnice Ostrava:

By/ Jméno: MUDr. Josef Srovnal
Deputy Director for Medical Care / naméstek reditele
Title/ Funkce: pro lécebnou péci

(must authorized to sign on Institution's behalf)/(musi se jednat o podpis opravnéného zastupce
Zdravotnického zatizeni be):

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR doc. MUDr. Michal Bar, Ph.D.
/ Na dikaz souhlasu p¥ipojuje sviij podpis Zkousejici doc. MUDr. Michal Bar, Ph.D.:

Name/ Jméno: doc. MUDr. Michal Bar, Ph.D.

Signature/ Podpis:

Date/ Datum:

Signed by Quintiles Czech Republic, s.r.o., under a Power of Attorney dated 20 December 2016, in the
name of Baxalta Innovations GmbH / Podepsano Quintiles Czech Republic, s.r.o., na zaklad¢ Plné
moci vystavené dne 20. prosince 2016, jménem Baxalta Innovations GmbH

Name/ Jméno:

Signature/ Podpis:
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Date/ Datum:

Attachments:

Attachment A - Budget and payment schedule
Attachment B - Power of attorney/delegation
letter of Quintiles

Attachment C - Version of Agreement intended
for publication
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Prilohy:

Ptiloha A — Rozpocet a platebni prehled
Ptiloha B — PIna moc/delegac¢ni dopis pro
Quintiles

Ptiloha C — Verze Smlouvy urcena ke
zvetejnéni

CONFIDENTIAL

Page 43 of 45



ATTACHMENT A PRILOHA A

BUDGET & PAYMENT SCHEDULE ROZPOCET & PLATEBNi PREHLED
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