CLINICAL TRIAL AGREEMENT with
INSTITUTION and INVESTIGATOR

SMLOUVA O KLINICKEM HODNOCENI se
ZDRAVOTNICKY ZARIZENIM A
ZKOUSEJiCim

Name of the Investigational Product

“‘STUDY PRODUCT”) and
Study Number .

Nazev hodnoceného pfipravku

I (e jen . HODNOCENY
- .

PRIPRAVEK") a &islo studie .

This Clinical Trial Agreement (“AGREEMENT")
is entered into and effective as of the last
signature date below (“EFFECTIVE DATE”).

Tato smlouva o klinickém hodnoceni (dale jako
~SMLOUVA®) je uzaviena a ucinnd ode dne
posledniho podpisu uvedeného niZe (dale jen
,DATUM UCINNOSTI").

BETWEEN

MEZI

PAREXEL International (IRL) Limited having a
place of business at 70 Sir John Rogerson’s
Quay, Dublin 2, Ireland (hereinafter “CRO”);

PAREXEL International (IRL) Limited se sidlem
na adrese 70 Sir John Rogerson's, Quay, Dublin
2, Ireland (dale jen ,CRO®);

and

a

UCB BIOPHARMA SPRL, a corporation
incorporated under the laws of Belgium having
its registered offices at Allée de la Recherche

ucB BIOPHARMA SPRL spolecnost
zaregistrovana podle belgickych zakond, ktera
ma sidlo na adrese Allée de la Recherche 60,

60, B-1070 Brussels, Belgium, (hereinafter | B-1070 Brusel, Belgie, (dale jen
“SPONSOR”); ~ZADAVATEL");

and a

Thomayerova nemocnice, having a place of | Thomayerova nemocnhice, se sidlem na

business at Videriska 800, 140 59 Praha 4 -
Kr¢, Czech Republic, Contributory organization
founded by the Ministry of Health of the Czech
Republic, full text of the Foundation Deed No
MZDR 17268-1V/2012; registered in Commercial
Register, kept by the Municipal Court in Prague
(section Pr, insert 1043); Company ID No.:
00064190, VAT ID No.: CZ00064190;
Represented by: doc. MUDr. Zdenék Benes,
CSc., director (hereinafter "INSTITUTION");

adrese Videriska 800, 140 59 Praha 4 — Kr¢,
Ceska republika, statni pFispévkova organizace
zfizena Ministerstvem zdravotnictvi CR, uplné
znéni zfizovaci listiny €.j. MZDR 17268-1V/2012;
zapsana v obchodnim rejstfiku u Méstského
soudu v Praze, oddil Pr, vl. 1043;
ICO: 00064190, DIC: CZ00064190,
Zastoupena: doc. MUDr. Zdenkem BeneSem,
CSc., feditelem (dale jen ,ZDRAVOTNICKE
ZARIZENI“);

and

, serving as the principal
investigator for the STUDY (defined hereinafter)
(“INVESTIGATOR”), having a place of business
at Thomayerova nemocnice, Clinic of
Neurology, Videriska 800, 140 59 Praha 4 -
Kr&, Czech Republic,

a

- ktera bude ve funkci hlavniho

zkouSejiciho pro STUDII (definovana nize) (dale
jen ,ZKOUSEJICi“), s adresou pracovisté
Thomayerova nemocnice, Neurologicka klinika,
Videriska 800, 140 59 Praha 4 — Kr&, Ceska
republika,

individually a "PARTY" and the

"PARTIES".

together

jednotlivé  oznalovany LSTRANA" a

spole¢né ,STRANY®

jako

WHEREAS, SPONSOR and its AFFILIATES
(defined below) are engaged in research and
development of pharmaceutical products and/or
medical devices and have developed or

VZHLEDEM K TOMU, Ze ZADAVATEL a jeho
PRIDRUZENE OSOBY (definované nize) se
angazuji ve vyzkumu a vyvoji farmaceutickych

pripravkll a/nebo zdravotnickych prostfedki a
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acquired proprietary know-how and technical
information relating to such products or devices;
and

maji nebo ziskali know-how, které vlastni, a
technické informace tykajici se téchto pfipravku
nebo zafizeni; a

WHEREAS, CRO is a Clinical Research
Organization which has been retained by
SPONSOR under separate written agreement to
act as SPONSOR’s contractor and designee in
managin the STUDY entitled

(“STUDY”)
including procurement of services in respect to
this STUDY (“CRO SERVICES”); and

for SPONSOR,

VZHLEDEM K TOMU, Ze CRO je spolecnost
pro klinicky vyzkum, ktera byla ZADAVATELEM
najata podle samostatné smlouvy, aby jednala
pro ZADAVATELE jako ZADAVATELUV
dodavatel a zmocnénec pro spravu STUDIE
S hazvem

(dale jen ,STUDIE") a take pro ziskani sluzeb
tykajicich se STUDIE (dale jen ,SLUZBY
CRO"); a

WHEREAS, CRO has expertise inter alia, in

recruiting institutions and investigators to
participate in studies, in designing study
protocols, in monitoring data collection and

supervising the schedule and format of study
deliverables, and SPONSOR has appointed
CRO to procure CRO SERVICES under this
AGREEMENT and to provide same to
SPONSOR; and

VZHLEDEM K TOMU, Ze je spole¢nost CRO
odborné zpusobila k tomu, aby mimo jiné,
najimala zdravotnicka zafizeni a zkousejici k
Ucasti ve studiich, k vytvareni protokol(l studie a
monitorovani shromazdovani udaju a k dohledu
na harmonogram a format vystupu studie, a
ZADAVATEL jmenoval CRO, aby tak zaopatfil
SLUZBY CRO podle této SMLOUVY a
spoleénost CRO poskytovala tyto SLUZBY
ZADAVATELI; a

WHEREAS, INVESTIGATOR is employed by
INSTITUTION; and

VZHLEDEM K TOMU, Ze je ZKOUSEJICI
zaméstnanec ZDRAVOTNICKEHO ZARIZENi;
a

WHEREAS, INSTITUTION and
INVESTIGATOR desire to participate in the
STUDY as described in this AGREEMENT, to
provide the services to CRO agreed hereunder,
and to administer the STUDY; and

VZHLEDEM K TOMU, Ze si ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICI preji zuéastnit se
STUDIE zptsobem popsanym v této SMLOUVE
a poskytovat sluzby sjednané v této SMLOUVE
pro spole¢nost CRO a fidit STUDII; a

WHEREAS, INSTITUTION has reviewed
sufficient information regarding the STUDY
PRODUCT  and PROTOCOL (defined
hereinafter) to evaluate its interest in

participating in the STUDY.

VZHLEDEM K TOMU, e ZDRAVOTNICKE
ZARIZENI prezkoumalo dostate¢né mnozZstvi
informaci  tykajici se HODNOCENEHO
PRIPRAVKU a PROTOKOLU, (definovano
nize), aby mohlo posoudit sv(j zajem o ucast ve
STUDII.

NOW, THEREFORE, the PARTIES, intending to
be legally bound, have entered into this
AGREEMENT and specifically agree as follows:

TIMTO STRANY, které maji v Umyslu uzavfit
pravni zavazek, uzaviraji tuto SMLOUVU a
konkrétné se dohodly takto:

1. CONDUCT OF THE STUDY

1. PROVADENI STUDIE

1.1 INSTITUTION agrees the STUDY will be
carried out in accordance with the protocol
entitled,

1.1 ZDRAVOTNICKE ZARIZENI souhlasi s
tim, ze STUDIE bude vykonavana v souladu s
rotokolem s nazvem

2 of 30
Czech Republic - CLINICAL TRIAL AGREEMENT with INSTITUTION and INVESTIGATOR

Protocol:

CONFIDENTIAL




, which forms part of
this AGREEMENT and may be amended from
time to time, such amendments also forming
part of this AGREEMENT (the “PROTOCOL”).
The PROTOCOL and Investigator's Brochure

have previously been provided to
INVESTIGATOR and the PROTOCOL fully
details the clinical research activities and
responsibilities to be undertaken with all due
diligence by INSTITUTION and/or
INVESTIGATOR. In the event of conflict
between the terms of the PROTOCOL and this
AGREEMENT, the PROTOCOL shall prevail
with respect to the medical treatment of
ENROLLED SUBJECTS (defined below) and
this AGREEMENT shall prevail with respect to
all other matters.

, ktery je soucasti této
SMLOUVY a ktery muze byt ¢as od casu
doplnén s tim, Ze tyto dodatky také tvofi soucast
této SMLOUVY (dale jen ,PROTOKOL®).
PROTOKOL a pfiruéka informaci pro
zkouSejiciho jiz byly poskytnuty
ZKOUSEJICIMU a PROTOKOL podrobné
specifikuje  klinické vyzkumné Cc&innosti a
povinnosti, které musi byt realizované s fadnou
pé¢i ZDRAVOTNICKYM ZARIZENIM a/nebo
ZKOUSEJICIM. V pfipadé rozporu mezi
podminkami PROTOKOLU a této SMLOUVY
ma PROTOKOL pfednost s ohledem na |é¢bu
ZARAZENYCH SUBJEKTU (definovani nize) a
tato SMLOUVA ma prfednost s ohledem na
vSechny ostatni zalezitosti.

1.2 INSTITUTION
further agree to:

and INVESTIGATOR

1.2 vZDRAVOTNICKE ZARIZENI a
ZKOUSEJICI se dale dohodli na nasledujicim:

(a) conduct this STUDY in strict compliance
with all requirements of the host INSTITUTION

or facility, any and all applicable laws,
particularly Act No. 378/2007 Coll.,, on
Pharmaceuticals, as amended, Act No.
372/2011 Coll.,, on Health Services, as

amended, Act No. 268/2014 Coll., on Medical
Devices, Decree No. 226/2008 Coll., on Good
Clinical Practice conditions of clinical trials of
medicinal products, as amended, Act No.
101/2000 Coll., on Personal Data Protection, as
amended, and their potential replacements, and
any and all applicable directives, rules,
regulations, guidelines, professional standards,
and codes of practice in the country in which the
STUDY is to be conducted (the “TERRITORY”),
including those relating to the preparation, use
and submission of data arising out of clinical
trials.;

(a) budou provadét tuto STUDII v pfisném
souladu se v8emi pozadavky hostitelského
ZDRAVOTNICKEHO ZARIZENI nebo
pracovisté a s vesSkerymi prisluSnymi zakony,
zejména zakonem ¢&. 378/2007 Sb. o léCivech, v
plathém znéni, zakonem ¢&. 372/2011 Sb., o
zdravotnich  sluzbach, v plathém znéni,
zakonem ¢&. 268/2014 Sb., o zdravotnickych
prostfedcich, vyhlaskou & 226/2008 Sb. o
spravné klinické praxi a podminkach klinického
hodnoceni IéCiv, v platném znéni, a zakonem ¢.
101/2000 Sb., o ochrané osobnich udaju, v
platném znéni, a jejich pfipadnymi nahradami, a
s veSkerymi pfislusnymi smérnicemi, pravidly,
predpisy, pokyny, profesnimi normami a
provadécimi predpisy zemé, kde bude STUDIE
provadéna (dale jen ,UZEMI“), véetné téch,
které se tykaji pfipravy, pouzivani a predkladani
udajl vyplyvajicich z klinickych hodnoceni;

(b) fulfill their obligations to the applicable
ethics committee and/or Institutional Review
Board (“IEC/IRB”) in the TERRITORY and to the
hospital or institution responsible for the
operation of the site at which STUDY is to be

(b) splni své zavazky vicCi pfislusné etické
komisi a/nebo institucionalni revizni komisi
komisi (dale jen ,EK/IRB*) na daném UZEMi a
vidéi nemocnici nebo zdravotnickému zafizeni,
které bude odpovidat za €innost pracovisté, kde
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conducted;

bude STUDIE probihat;

(c) submit all data and information, and
undertake all activites so that the time
schedules set forth in the PROTOCOL and this
AGREEMENT are met;

(c) predlozi veSkeré udaje a informace a
provede veSkeré cinnosti v zajmu striktniho
dodrzeni ¢asovych harmonogramu stanovenych
PROTOKOLEM a touto SMLOUVOU;

(d) return all unused compounds, drugs,
devices, equipment, and related materials and
all copies of CONFIDENTIAL INFORMATION
(as defined in Article 6), including Case Report
Forms (“CRFs”) and those materials that
incorporate or otherwise record any intellectual
property rights relating to the STUDY, to the
SPONSOR/CRO or their AFFILIATES within
thirty (30) days of the earlier of termination or
completion of the STUDY. For the purpose of
this AGREEMENT, “AFFILIATE” shall mean
any corporation or other business entity or
physical person controlling, controlled by or
under common control of one of the PARTIES;
for such purpose, control shall mean the direct
or indirect ownership of more than fifty percent
(50%) of the voting interest in such corporation
or other entity or the power to direct or cause
the direction of the management or policies of
such PARTY.

(d) vrati v8echny nepouzité slou€eniny, léky,
zafizeni, vybaveni a pfibuzné materidly a
v8echny kopie DUVERNYCH INFORMACI (jak
jsou definovany v odstavci 6) v€etné formulafe
pro individualni zaznamy subjektl
hodnoceni(dale jen ,CRF“) a téch materiald,
které obsahuji nebo jinak zahrnuji prava
duSevniho vlastnictvi tykajicich se STUDIE
ZADAVATELI/CRO nebo jejich PRIDRUZENYM
OSOBAM ve Ihiité ftficeti (30) dnt ode dne
predCasného ukonéeni nebo  dokondeni
STUDIE, podle toho, co nastane dfive. Pro
ugely této SMLOUVY bude ,PRIDRUZENA
OSOBA® znamenat jakoukoliv spoleénost nebo
obchodni subjekt nebo fyzickou osobu, ktera
kontroluje, je kontrolovana nebo je pod Castou
kontrolou jedné ze STRAN; pro tento ucel
kontrola bude znamenat pfimé nebo nepfimé
vlastnictvi vice nez padeséati procent (50 %)
hlasovacich prav v takové spoleCnosti nebo
subjektu, pfipadné pravomoc fidit nebo zpusobit
zménu sméru spravy nebo podnikovych smérnic
dané strany.

1.3 The STUDY PRODUCT shall be
supplied free of charge to INSTITUTION’s
pharmacy. INSTITUTION hereby undertakes to
ensure that the STUDY PRODUCT be stored
separately from other medication in the
pharmacy, and its preparation, inspecting,
preserving and dispensing (hereinafter only
“‘STUDY PRODUCT HANDLING”) be performed
in compliance with the PROTOCOL, and
SPONSOR'’s or CRO'’s instructions constituting
an integral part hereof, and also pursuant to
applicable laws and regulations, in particular the
Good Pharmacy Practice, as well as the terms
and conditions stipulated in the LEK-12
Directive issued by the State Institute for Drug
Control.

INSTITUTION shall ensure that its staff
members meeting professional qualification
criteria for the medical position of a pharmacist

1.3 HODNOCENY PRIPRAVEK bude
bezplatné dodan do nemocnicni |ékarny
ZDRAVOTNICKEHO ZARIZENI.

ZDRAVOTNICKE ZARIZENI se zavazuje, ze
zajisti, aby HODNOCENY PRIPRAVEK byl
uloZen v I1ékarné oddélené od ostatnich I1é&Civ, a
aby pfiprava/uprava, kontrolovani, uchovavani a

vydavani hodnoceného léCiveho pfipravku
(dale jen ,NAKLADANI S HODNOCENYM
PRIPRAVKEM®) probihaly v souladu

s PROTOKOLEM a pokyny ZADAVATELE nebo
CRO, které tvofi nedilnou soucast této smlouvy,
dale se vSeobecné zavaznymi pravnimi
predpisy, zejména se spravnou lékarenskou
praxi a rovnéz dle podminek stanovenych v
pokynu LEK-12 vydaném Statnim ustavem pro
kontrolu léCiv.

ZDRAVOTNICKE ZARIZENI je povinno urgit
osobu(y), ktera spliiuje odborné predpoklady
pro vykon zdravotnického povolani farmaceuta
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or pharmaceutical assistant pursuant to the
applicable laws and regulations shall be
responsible for STUDY PRODUCT HANDLING
and keeping full records thereon.

The SPONSOR/CRO has prepared and will
provide to the INVESTIGATOR a draft of the
written Informed Consent form for trial subject’s
participation in the STUDY, which will include
information for trial subjects (on the nature,
significance, impacts and risks of the STUDY).

STUDY will be performed in accordance with
the approval of the State Institute for Drug
Control, with the approval of the EC/IRB, which
is attached to this AGREEMENT.

The conduct of the STUDY by INSTITUTION
and/or INVESTIGATOR will not start until all the
approvals of the ethics committees, of the State
Institute for Drug Control, and any other permits
required to initiate the STUDY are obtained.

nebo farmaceutického asistenta ve smyslu
prislusnych pravnich predpist, a ktera bude
odpovédna za NAKLADANI S HODNOCENYM
PRIPRAVKEM a za vedeni kompletni
dokumentace o této ¢innosti.

ZADAVATEL/CRO zpracoval a predal
ZKOUSEJICIMU navrh formulafe pisemného
informovaného souhlasu subjektu hodnoceni
s ucasti ve STUDII, jehoZz soucasti bude
informace pro subjekty hodnoceni (o povaze,
vyznamu, dopadech a rizicich STUDIE).

STUDIE bude provedena v souladu s povolenim
Statniho ustavu pro kontrolu Ié€iv, souhlasnym
stanoviskem EK/IRB, které tvofi pfilohu této
SMLOUVY.

STUDIE nebude ZDRAVOTNICKYM
ZARIZENIM a/nebo ZKOUSEJICIM zahajena,
dokud nebudou obdrzena veSkera schvaleni
etickych komisi, souhlas Statniho udstavu pro
kontrolu 1éCiv a jakakoliv jina povoleni potfebna
k zahajeni STUDIE.

2. WARRANTIES

2. ZARUKY

INSTITUTION and INVESTIGATOR represent | ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI
and warrant that: prohladuji a zaru€uji nasleduijici:
2.1 INSTITUTION and INVESTIGATOR | 2.1  ZDRAVOTNICKE ZARIZENI a

have the experience, capabilities and resources,
including but not limited to: (a) sufficient
personnel and equipment; and (b) sufficient
patients meeting enrollment criteria and not a
screen failure (‘ENROLLED SUBJECTS”), to
efficiently and expeditiously perform the STUDY
in a professional and competent manner, and
will dedicate the necessary resources at all
times to perform STUDY in such a manner.
INVESTIGATOR will thoroughly familiarize
him/herself with the properties of STUDY
PRODUCT, PROTOCOL, the latest version of
the ICH-GCP, and any other applicable laws,
regulations, and standard operating procedures
prior to beginning STUDY, and will ensure the
STUDY is conducted in compliance with the
same.

ZKOUSEJICI maji zku$enosti, schopnosti a
prostfedky, které mimo jiné zahrnuji: (a)
dostatek personalu a vybaveni; a (b) dostateCny
pocet pacient, ktefi splfuji kritéria pro zarazeni
a pro8li uspésSné screeningem (dale jen
,LZARAZENE SUBJEKTY*) pro rychlé a Gginné
provedeni STUDIE podle této smlouvy
odbornym a kompetentnim zplsobem a vyhradi
potfebné zdroje po celou dobu provadéni
STUDIE, aby tomuto mohl dostat. ZKOUSEJICi
se dukladné seznami s  vlastnostmi
HODNOCENEHO PRIPRAVKU,
PROTOKOLEM, nejnovejsi verzi ICH-GCP a
jinymi  pfislusnymi  zakony, pfedpisy a
standardnimi pracovnimi postupy  pred
zahajenim STUDIE a zajisti, Ze STUDIE bude
provadéna v souladu s témito zakony, predpisy
a standardnimi pracovnimi postupy.

2.2
other

INSTITUTION, INVESTIGATOR and any
employee, agent or staff member

2.2 VZDRAVOTNICKE ZARIZENI,
ZKOUSEJICI a vSichni zaméstnanci, zastupci
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performing the STUDY under the
INSTITUTION’s direction (“STUDY
PERSONNEL") have such current licenses and
permits as may be required to perform clinical
studies and they are not now nor in the past
ever been debarred or excluded from any
national healthcare program, nor are any of
them currently under investigation by the U.S.
Food and Drug Administration (“FDA") for
debarment action or license debarred pursuant
to the U.S. Generic Drug Enforcement Act of
1992 (21 U.S.C. 301 et seq) or other national
equivalent, and INSTITUTION shall notify
SPONSOR and CRO immediately in
accordance with the Notices Article below upon
any inquiry concerning or the commencement of
any such proceeding concerning any person
performing the STUDY.

nebo personal provadéjici STUDII pod vedenim
ZDRAVOTNICKEHO ZARIZENi (dale jen
,PERSONAL STUDIE®) maji aktualni licence a
povoleni pozadovana k provadéni Kklinickych
studii a zadnému z nich neni a nebyla nikdy
zakazana Cinnost ani jim v minulosti nebyla
zakazana ucast ani nebyli vylou€eni z ulasti v
nékterém z narodnich zdravotnickych programu
ani nejsou v soucCasnosti vySetfovani americkym
Uradem pro kontrolu potravin a légiv (U.S. Food
and Drug Administration ) (dale jen ,FDA®) kvali
zakazané cinnosti nebo zbaveni licence na
zakladé amerického zakona o generikach (U.S.
Generic Drug Enforcement) z roku 1992 (21
U.S.C. 301 et seq) nebo jiného narodniho
ekvivalentu, a ZDRAVOTNICKE ZARIZENI
okamzité oznami ZADAVATELI a CRO, v
souladu s ¢lankem o oznamenich nize, jakykoli
dotaz tykajici se této skuteCnosti nebo zahjeni
fizeni ve vztahu k jakékoli osobé provadéjici
STUDII.

2.3 SPONSOR acknowledges that
INSTITUTION, INVESTIGATOR and the
STUDY PERSONNEL may be conducting other
clinical studies. INSTITUTION and
INVESTIGATOR agree that neither
INSTITUTION nor INVESTIGATOR nor any
other STUDY PERSONNEL is a party to any
agreement which would prevent them from
fulfilling their obligations under this
AGREEMENT, and that during the term of this
AGREEMENT they will not enter into any

2.3 ZADAVATEL bere na védomi, ze
ZDRAVOTNICKE ZARIZENIi, ZKOUSEJICIi a
PERSONAL STUDIE mohou provadét jina
klinicka hodnoceni. ZDRAVOTNICKE ZARIZENI
a ZKOUSEJiCi souhlasi, Ze ani
ZDRAVOTNICKE ZARIZENi ani ZKOUSEJICI
ani zadny z PERSONALU STUDIE nejsou
smluvni stranou smlouvy, ktera by jim zabranila
v plnéni zavazku podle této SMLOUVY a ze v
prabéhu smluvniho obdobi této SMLOUVY
neuzaviou zadnou smlouvu, ktera by jakymkoliv

agreement which would in any way restrict their | zplGsobem  omezovala jejich  schopnost
ability to conduct the STUDY. provadéni STUDIE. ] ] ]
2.4 INSTITUTION shall prepare, modify, | 2.4 ZDRAVOTNICKE ZARIZENI pfipravi,

maintain, archive, retrieve and/or transmit any
records, including CRFs, medical records,
informed consents, test results, or other source
documents, in a manner acceptable for the
collection of data for submission to, or review
by, the FDA, EMA and other regulatory or
governmental authorities, and in full compliance
with the PROTOCOL and all applicable laws.

zméni, bude udrzovat, bude archivovat, ziskavat
a/nebo prenaset jakékoli zdznamy, véetné CRF,
lékafskych zaznamdu, informovanych souhlasu,
vysledkl testd nebo jiné zdrojové dokumentace
zpusobem pfijatelnym pro shromazdovani
udaji, nebo predkladat udaje pro predlozeni
nebo pfezkum ze strany FDA, EMA a dalSich
regulaénich nebo vladnich organtd v plném
souladu s PROTOKOLEM a vSemi platnymi
zakony.

25 This AGREEMENT does not involve the
counseling or promotion of a business
arrangement that violates applicable laws.

2.5 Tato SMLOUVA nezahrnuje poradenstvi
Ci  propagaci obchodniho ujednani, které
porusuje platné zakony.

3. REPLACEMENT

3. NAHRADA
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3.1 In the event INVESTIGATOR becomes
unwilling or unable to perform the duties
required by this AGREEMENT, INSTITUTION
and INVESTIGATOR will cooperate in good
faith and expeditiously to find a replacement
investigator with similar qualifications
acceptable to CRO and SPONSOR; however,
INVESTIGATOR shall continue to be bound by
all relevant obligations and conditions of this
AGREEMENT which by their nature or intent
should survive, including but not limited to
confidentiality, publication, intellectual property,
following any replacement.

3.1 V pripadé, Ze ZKOUSEJICI nebude
nadale ochoten &i schopen plnit své povinnosti
pozadované podle této SMLOUVY,
ZDRAVOTNICKE ZARIZENi a ZKOUSEJICI
budou v dobré vife a bez prutahl spolupracovat
pfi  hledani nahradniho zkou3ejiciho s
podobnymi kvalifikacemi a pfijatelného pro CRO
a ZADAVATELE; nicméné ZKOUSEJICI bude i
poté, co bude nahrazen, nadale vazan vSemi
pfislusnymi povinnostmi a podminkami této
SMLOUVY, které svoji povahou pretrvavaji,
mimo jiné v€etné duvérnosti udajl, zvefejhiovani
a duSevniho vlastnictvi.

3.2 In the event a replacement investigator
acceptable to CRO, SPONSOR, and
INSTITUTION is not found within a reasonable
time period, this AGREEMENT may be
terminated in accordance with the Termination
Article below. INSTITUTION’s and
INVESTIGATOR’s cooperation in finding an
acceptable replacement does not release them
from their obligations to perform this
AGREEMENT up to and including the effective
date of termination.

3.2 V pfipadé, Ze nahrada za zkouSejiciho
pfijatelna pro CRO, ZADAVATELE a
ZDRAVOTNICKE ZARIZENI neni nalezena v
pfiméfeném Casovém obdobi, mize byt tato
SMLOUVA ukon&ena v souladu s ¢lankem o
ukonéeni nize. Spoluprace ZDRAVOTNICKEHO
ZARIZENI a ZKOUSEJICIHO pfi hledani
pfijatelného nahradniho zkousSejiciho nezbavuje
ZDRAVOTNICKE ZARIZENi a ZKOUSEJICIHO
jejich zavazkl plnit tuto SMLOUVU az do data a
vCetné data, kdy ukonceni smlouvy nabude
ucinnosti.

4. TERM

4. OBDOBI PLATNOSTI

This AGREEMENT shall be effective as of the
EFFECTIVE DATE and shall continue until
STUDY close-out of INSTITUTION and
completion of all obligations herein, including
receipt by SPONSOR from CRO of all
ENROLLED SUBJECT data and any
corresponding queries in a form acceptable to
CRO and/or SPONSOR, or until termination
pursuant to Termination Article below.

Tato SMLOUVA se stane ucinnou od DATA
UCINNOSTI a bude pokradovat az do uzavieni
STUDIE ZDRAVOTNICKYM ZARIZENIM a
dokonéeni  vSech zavazkli podle této
SMLOUVY, véetné ZADAVATELOVA obdrzeni
od CRO v8ech udaju tykajicich se
ZARAZENYCH SUBJEKTU a vSech
odpovidajicich pfipominek ve formé pfijatelné
pro CRO a/nebo ZADAVATELE, pfipadné az do
ukon&eni v souladu s ¢lankem o ukonéeni nize.

5. FEES AND PAYMENT

5. FAKTURACE A PLATBY

5.1 In consideration for performance of the
STUDY in accordance with the PROTOCOL,
CRO will compensate INSTITUTION in
accordance with the Payment Schedule in
APPENDIX | and the Budget included in
Attachment 1 of the APPENDIX | and made a
part hereof (the “BUDGET”). INSTITUTION
and/or INVESTIGATOR agree to see
ENROLLED SUBJECTS only at a SPONSOR-
approved location as agreed upon by the
PARTIES for this STUDY. The BUDGET may
be modified only upon the prior written consent

5.1 V ramci platby za provadéni STUDIE v
souladu s PROTOKOLEM CRO bude
ZDRAVOTNICKEMU ZARIZENI platit v souladu
s harmonogramem plateb v PRILOZE | a v
souladu s rozpoctem, ktery je v Pfiloze 1
PRILOHY | a je sougasti této SMLOUVY (dale
jen ,ROZPOCET"). ZDRAVOTNICKE ZARIZENI
a/lnebo ZKOUSEJICI souhlasi, Ze budou
vykonavat navstévy ZARAZENYCH SUBJEKTU
pouze v lokalitdch schvalenych ZADAVATELEM
tak, jak bylo dohodnuto mezi STRANAMI této
STUDIE. ROZPOCET muUZe byt pozménén
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of the PARTIES. Likewise, non-emergency
additional tests or services (tests or services not
required by the PROTOCOL or performed in
excess of PROTOCOL requirements) shall not
be compensable hereunder without the prior
written consent of SPONSOR. Payments shall
be made in accordance with the provisions set
forth in the BUDGET, with the last payment

vyhradné na zakladé predchozi pisemné
dohody mezi STRANAMI. Obdobné plati, Ze
dodate¢né testy nebo sluzby nevyzadované
urgentni situaci (napf. testy nebo sluzby, které
nejsou vyzadovany PROTOKOLEM nebo se
provadéji nad ramec pozadavkll PROTOKOLU),
nebudou hrazeny podle této smlouvy bez
pfedchoziho pisemného souhlasu

being made after INSTITUTION and | ZADAVATELE. Platby budou provadény v

INVESTIGATOR complete all their obligations | souladu s ustanovenimi  uvedenymi v

under this AGREEMENT. ROZPOCTU s tim, Ze posledni platba bude
provedena  poté, co ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICI zakoné&i své veskeré
zavazky podle této SMLOUVY.

52 The PARTIES hereto agree that|5.2 SMLUVNI STRANY souhlasi, zZe

compensation paid hereunder represents the | ndhrada vyplacena podle této smlouvy

fair market value of services rendered and, that | pfedstavuje  spravedlivou  trzni  hodnotu

no part of any consideration paid pursuant to
this AGREEMENT is a prohibited payment for
the recommending or arranging for the referral
of business, or the ordering of items or services,
nor are the payments intended to induce illegal
referrals of business. The service fees shown in
the BUDGET do not include goods and services
tax, (GST), Value Added Tax (VAT),
harmonized sales tax or other similar commodity
taxes, ("TAXES"). If such TAXES are required
under law, they should be added to fees and
shown on the invoice at the local applicable
rate.

poskytnutych sluzeb a ze zadna ¢ast protiplnéni
na zakladé této SMLOUVY neni zakazana
platba za doporu€eni nebo zprostfedkovani pro
doporuceni podnikové €innosti, objednani zbozi
nebo sluzeb, ani se nejedna o platby, které maji
vyvolat nezakonné doporu€eni podnikani.
Poplatky uvedené v ROZPOCTU nezahrnuji
dan ze zbozi a sluzeb (goods and services tax,
GST), dan z pfidané hodnoty (DPH),
harmonizované dané z prodeje nebo podobné
komoditni dané& (dale jen ,DANE"). Pokud jsou
tyto DANE ze zékona vyzadovany, musi byt
pridany k poplatkim a uvedeny na faktufe ve
vySi mistné uplathované.

5.3 INSTITUTION shall comply with all
obligations with respect to TAXES and social
security contributions, if applicable, which relate
to the subject matter of this AGREEMENT or, as
the case may be those that relate to any
payments made by INSTITUTION to
INVESTIGATOR or STUDY PERSONNEL.

53  ZDRAVOTNICKE ZARIZENI bude plnit
v8echny zavazky s ohledem na DANE a
pfispévky na socialni zabezpec&eni, je-li to
relevantni, které se vztahuji k pfedmétu této
SMLOUVY nebo, respektive, k tém zavazkim,
které se vztahuji k platbam provadénym
ZDRAVOTNICKYM ZARIZENIM
ZKOUSEJICIMU nebo PERSONALU STUDIE.

5.4 INSTITUTION and INVESTIGATOR
acknowledge and agree that their judgment with
respect to their advice to and care of each
ENROLLED SUBJECT is not and shall not be
affected by the compensation INSTITUTION
receives under this AGREEMENT.

54 VZDRAVOTNICKE ZARIZENI a
ZKOUSEUJICI berou na védomi a souhlasi s tim,

Ze jejich rozhodnuti s ohledem na jejich
zdravotni poradenstvi a peCi o kazdy
ZARAZENY SUBJEKT nebude ovlivnéno

kompenzaci, kterou ZDRAVOTNICKE
ZARIZENI obdrzi podle této SMLOUVY.

5.5 INSTITUTION acknowledges and agrees
that CRO is performing the CRO SERVICES for
SPONSOR in accordance with its separate

55  ZDRAVOTNICKE ZARIZENI bere na
védomi a souhlasi s tim, Ze CRO provadi
SLUZBY CRO pro ZADAVATELE v souladu se
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agreement with SPONSOR. CRO shall make
payments to INSTITUTION for the conduct of
the STUDY under this AGREEMENT.

samostatnou smlouvou se ZADAVATELEM.
CRO bude provadét platby
ZDRAVOTNICKEMU ZARIZENi za provadéni
STUDIE podle této SMLOUVY.

5.6 INSTITUTION and INVESTIGATOR
agree that they will not bill any third party payor
for any visits, services or expenses incurred
during the STUDY for which they have received
compensation from CRO or SPONSOR, which
are not part of the ordinary care they would
normally provide for the patient. Claims for
services and/or products in connection with the
STUDY that, INSTITUTION and/or any
INVESTIGATOR may submit for reimbursement
to the applicable third-party payor shall at all
times be in compliance with applicable laws
including notices, issuances and national and
local coverage decisions. If CRO or SPONSOR
provides any products or items for use in the
STUDY at no charge to INSTITUTION and
INVESTIGATOR, they each agree, that they will
not bill any third-party payor for such products or
items.

5.6 ZDRAVOTNICKE ZARIZENI a
ZKOUSEUJICI souhlasi, ze nebudou fakturovat
platci tfeti strany za zadné navstévy, sluzby
nebo vydaje vzniklé v pribéhu STUDIE, za
které obdrzi nahradu od CRO nebo
ZADAVATELE, které nejsou soucasti bézné
péCe, ktera by obvykle byla poskytnuta
pacientovi. Naroky za sluzby a/nebo pfipravky v

souvislosti s touto  STUDI, které
ZDRAVOTNICKE ZARIZEN]| alnebo
ZKOUSEJICI mohou predkladat k dhradé

prislusnym platcim treti strany, musi byt vzdy v
souladu s platnymi zakony, v€etné oznameni,
emisi a narodnich a mistnich rozhodnuti o
pojisténi. Pokud CRO nebo ZADAVATEL
poskytuji jakékoli produkty nebo polozky pro
pouziti ve STUDII bezplatné
ZDRAVOTNICKEMU ZARIZENI a
ZKOUSEJICIMU, kazdy z nich souhlasi s tim,
ze je nebude fakturovat zadnému jinému platci
tfeti strany.

57 Due to legal requirements, including but
not limited to applicable professional association
codes (e.g., Codes of Practices and the
Disclosure Code of EFPIA and its national
member associations), CRO and/or SPONSOR
may be required to disclose certain payments,
gifts, and other transfers of value that it provides
to healthcare providers, institutions and
organizations. Accordingly and notwithstanding
any provision to the contrary, the compensation
and other information hereunder may be publicly
disclosed without notice by CRO and/or
SPONSOR to comply with its legal obligations,
regardless of whether such payment is remitted
directly to INSTITUTION or INVESTIGATOR.

5.7  V dasledku zakonnych pozadavkl, mimo
jiné vcetné kodexu pfislusnych odbornych
asociaci (napf. Zasady praxe a Zasady
zpfistupfovani Evropské federace
farmaceutického primyslu a asociaci [EFPIA] a
jejich narodnich ¢lenskych asociaci), muze byt
od spole¢nosti CRO a/nebo ZADAVATELE
pozadovano, aby zpfistupnili jisté platby, dary
nebo jiné pFevody hodnot, které poskytli
poskytovatelim zdravotni péce, zdravotnickym
zafizenim a organizacim. Proto, a bez ohledu
na jakékoli ustanoveni v opacném smyslu,
mohou byt informace o uUhradach a dalsi
informace zpfistupnény bez upozornéni CRO
a/nebo ZADAVATELEM z ddvodu zakonnych
povinnosti, bez ohledu na to, zda takova platba
byla poukédzana pfimo ZDRAVOTNICKEMU
ZARIZENIi nebo ZKOUSEJiCiMU.

6. CONFIDENTIAL INFORMATION AND
NONDISCLOSURE

6. _DUVERNE INFORMACE A
NEZPRISTUPNOVANI INFORMACI

6.1 All information supplied by SPONSOR, | 6.1 Veskeré informace dodané

CRO or their AFFILIATES to the INSTITUTION | ZADAVATELEM, CRO nebo jejich

or the INVESTIGATOR, or derived by the | PRIDRUZENYMI » ~OSOBAMI

STUDY PERSONNEL (including without | ZDRAVOTNICKEMU ZARIZENI nebo
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limitation the INVESTIGATOR), or otherwise
generated during the course of this
AGREEMENT, shall be deemed confidential
and proprietary information of SPONSOR
(“CONFIDENTIAL INFORMATION”).
CONFIDENTIAL INFORMATION shall not be
used for any purpose other than that of the
STUDY, shall be maintained in strict confidence
and shall not be transferred or disclosed to any
third party other than the STUDY PERSONNEL,
provided such STUDY PERSONNEL are bound
by confidentiality provisions no less stringent
than those of this Confidential Information and
Nondisclosure Article.

ZKOUSEJICIMU, pripadné takové, které jsou
odvozené PERSONALEM STUDIE (v&etné a
bez omezeni ZKOUSEJICIHO) nebo jinak
generované v pribéhu plnéni této SMLOUVY,
budou povazované za duvérné a vlastnické
informace ZADAVATELE (dale jen ,DUVERNE
INFORMACE®). DUVERNE INFORMACE
nebudou pouzivany k jinym uacelim, kromé
ucell STUDIE, budou spravovany pfisné
davérnym zpusobem a nebudou prenasené
nebo zpfistupfiované zadnym tfetim stranam,
kromé& PERSONALU STUDIE, ov§em s tim, Ze
PERSONAL STUDIE se musi fidit ustanovenimi
o dlvérnosti informaci, ktera jsou nejméné tak

pfisna jako wustanoveni tohoto Cclanku o
davérnych informacich a nezpfistupfiovani.
6.2 The foregoing obligation of | 6.2 Vyse uvedena povinnost
nondisclosure shall not apply to | nezpfistupfiovani se nevztahuje na DUVERNE

CONFIDENTIAL INFORMATION that:

INFORMACE, které:

(a) is or becomes publicly available through

(a) jsou nebo se stanou verfejné dostupnymi

no fault of INSTITUTION and/or its STUDY | nikoliv ~ kvuli ~ chybé ZDRAVOTNICKEHO
PERSONNEL  (including without limitation | ZARIZENI ~ a/nebo PERSONALU STUDIE
INVESTIGATOR); (v€etné a bez omezeni ZKOUSEJICIHO);

(b) is disclosed to INSTITUTION and/or
INVESTIGATOR by a third party entitled to
disclose such information not subject to any
obligation of confidence;

(b) byly zpfistupnény ZDRAVOTNICKEMU
ZARIZENI a/nebo ZKOUSEJICIMU treti stranou
opravnénou tyto informace zpfistupnit, ktera
neni vazana zavazkem zachovani dlvérnosti;

(c) is already known by
INSTITUTION/INVESTIGATOR prior to
disclosure hereunder, as shown by prior written
records;

(c) jiz byly ZDRAVOTNICKEMU
ZARIZENI/ZKOUSEJICIMU znamy pied tim,
nez byly zpfistupnény v ramci této smlouvy, coz
je doloZitelné pfedchozimi pisemnymi zdznamy;

(d) is necessary to obtain IEC/IRB approval
of the STUDY or that must be included in any
ENROLLED SUBJECT's written informed
consent form;

(d) jsou nezbytné k ziskani souhlasu
EK/IRB se STUDIi nebo musi byt obsazeny v
pisemném formulafi informovaného souhlasu
ZARAZENEHO SUBJEKTU;

(e) is required by applicable law to be
disclosed to state or local authorities; however,
prior to making any such disclosure,
INSTITUTION or INVESTIGATOR shall provide
SPONSOR with (i) prior written notice of the
proposed disclosure in order to provide
SPONSOR with sufficient opportunity to seek a
protective order or other similar order preventing
or limiting the proposed disclosure, and (ii) with
reasonable assistance in SPONSOR’s efforts to
obtain a protective order or other similar order,
and (b) INSTITUTION or INVESTIGATOR shall
disclose such CONFIDENTIAL INFORMATION
only to the extent required in order to comply

(e) jejich  zpfistupnéni  narodnim nebo
mistnim dfadim je vyzadovano pfisluSnym
zadkonem; ovSem pied tim, nez k tomuto
zpFistupnéni dojde, musi ZDRAVOTNICKE
ZARIZENIi nebo ZKOUSEJICI poskytnout
ZADAVATELI (i) pfedchozi pisemné upozornéni
o navrhovaném zpfistupnéni, aby ZADAVATELI
poskytl dostateCnou pfilezitost k tomu, aby se
mohl pokusit o ziskani ochranného pfikazu
nebo jiného podobného pfikazu, ktery by
zabranil nebo omezil navrzené zpfistupnéni, a
(ii) pfiméfenou pomoc ZADAVATELI v jeho
snaze ziskat ochranny pfikaz nebo podobny
pfikaz, a (ii) ZKOUSEJICi zpfistupni tyto

10 of 30
Czech Republic - CLINICAL TRIAL AGREEMENT with INSTITUTION and INVESTIGATOR

Protocol:

CONFIDENTIAL




with the applicable law, regulation or action;

DUVERNE INFORMACE pouze v rozsahu
vyZadovaném pfislusnym zakonem, pfedpisem
nebo Zalobou;

) can be documented to have been
independently developed by a staff member of
the INSTITUTION not involved in the STUDY
and not privy to the CONFIDENTIAL
INFORMATION;

) byly dolozitelné nezavisle pfipraveny
&lenem personalu ZDRAVOTNICKEHO
ZARIZENI nezapojenym do STUDIE a bez
pristupu k DUVERNYM INFORMACIM;

(9) is published in accordance with Article 7

(9)

byly zvefejnény v souladu s ¢lankem 7

(Publication and Release of Information) herein. | této Smlouvy (Zvefejiiovani a uvolfovani
informaci).

6.3 All PARTIES shall keep confidential all | 6.3 VS8echny smluvni STRANY  musi

information  from  individual ENROLLED | zachovavat  duvérnost  vSech informaci

SUBJECTS and shall ensure that none could be
identified in any reports, submissions or
publications as further detailed in “APPENDIX I’
(Data Protection). Any data furnished to CRO or
SPONSOR concerning INSTITUTION’s patients
will be furnished in a coded format in
accordance with the PROTOCOL which protects
patient identities.

jednotlivych  ZARAZENYCH SUBJEKTU a
zajisti, aby nikdo nemohl byt identifikovan v
Zadnych zpravach, podanich nebo publikacich,
jak je dale podrobné& popsano v ,PRILOZE II*
(Ochrana udaja). Veskera data poskytnuta CRO
nebo ZADAVATELI tykajici se pacientd
ZDRAVOTNICKEHO ZARIZENI budou
poskytovana v kédované podobé v souladu s
PROTOKOLEM STUDIE z duavodu ochrany
identity pacientd.

6.4 CRO and/or SPONSOR'’s ability to
review the patient's medical records shall be
subject to reasonable safeguards for the
protection of patient confidentiality.
INSTITUTION shall provide CRO’s and/or
SPONSOR’s monitor access to any patient
medical records or their systems. INSTITUTION
shall ensure that only STUDY patient medical
records are disclosed to CRO’s and/or
SPONSOR’s monitor, and shall ensure there is
no access to non-STUDY patient records. When
this is not possible, INSTITUTION and
INVESTIGATOR shall ensure certified paper
copies are made available for inspection and/or
monitoring visit.

6.4 Schopnost CRO a/nebo ZADAVATELE
pfezkoumavat zdravotni zaznamy pacientd
bude podminéna  pfiméfenou  ochranou
davérnych informaci pacientd. ZDRAVOTNICKE
ZARIZENI poskytne monitorovi CRO a/nebo
ZADAVATELE pfistup ke vSem zdravotnim
zaznamum pacienta nebo k jeho systémim.
ZDRAVOTNICKE ZARIZENI zajisti, Ze monitor
CRO a/nebo ZADAVATELE ma pfistup pouze k
tém zdravotnim zaznamim pacienta, které se
vztahuji ke STUDII, a zajisti, Ze nebude
umoznén Zadny pfistup k pacientovym
zaznamum, které se nevztahuji ke STUDII.
Tam, kde to nebude mozné, ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICI zaijisti, ze inspekci
a/nebo sledovaci navstévé budou dostupné
Ufedni papirové kopie.

the
from

6.5 CRO is appointed to procure
CONFIDENTIAL INFORMATION

INSTITUTION and may only use the
CONFIDENTIAL INFORMATION for that
purpose. INSTITUTION agrees that CRO shall
collect information during the STUDY that may
be used to assess INSTITUTION’s performance
and further may be used in any manner that
SPONSOR and CRO deem appropriate to

6.5 Spolecnost CRO je povéfena, aby
ziskavala DUyERNE _INFORMACE  od
ZDRAVOTNICKEHO ZARIZENI, a maze

pouzivat DUVERNYCH INFORMACI pouze pro
tento Ucel. ZDRAVOTNICKE ZARIZENI
souhlasi, Zze CRO bude shromazdovat
informace v priubéhu STUDIE, které mohou byt
pouzity k hodnoceni vykonu
ZDRAVOTNICKEHO ZARIZENI, a kromé toho
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further its business interests, both during and
following termination of, this AGREEMENT but
always in accordance with the purpose pursued
by this AGREEMENT.

muze tyto informace pouzivat zplsobem, ktery
ZADAVATEL a CRO budou povazovat za
vhodny k rozvijeni jejich obchodnich zajmd, a to
i v prubéhu a po ukonéeni této SMLOUVY,
avSak vzdy vsouladu s uc€elem sledovanym
touto SMLOUVOU.

7.  PUBLICATION AND RELEASE OF [7.  ZVEREJNENI A UVOLNENI
INFORMATION INFORMACI
7.1 INSTITUTION and/or INVESTIGATOR [7.1  ZDRAVOTNICKE ZARIZENi a/nebo

shall recognize the integrity of a multi-site
STUDY by not seeking to publish data derived
from such work until the complete STUDY has
been reported in full, or in the event that no such
publication occurs within twelve (12) months of
the completion of the STUDY, INSTITUTION
and/or INVESTIGATOR shall be free to publish
in accordance with the provisions of this Article.

ZKOUSEUJICI budou zachovavat nenarusenost
této multicentrické STUDIE tim, Ze se nebudou
snazit zvefejnovat Udaje odvozené od své prace
az do doby, kdy dojde ke zdokumentovani celé
STUDIE, nebo v pfipadé, ze k zadnému
takovému zvefejnéni nedojde béhem dvanacti
(12) meésict od dokon&eni STUDIE, budou
ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEUJICI opravnéni provést zvefejnéni v
souladu s ustanovenimi tohoto ¢lanku.

INSTITUTION and/or INVESTIGATOR shall not
publish or otherwise disclose any findings
resulting from the STUDY with respect to the
STUDY PRODUCT or its development without
SPONSOR’s prior review. For the purpose of
obtaining such review, INSTITUTION and/or
INVESTIGATOR shall submit to SPONSOR a
copy of any proposed abstract, manuscript,
presentation or the like at least ninety (90) days,
or sixty (60) days for abstracts, prior to the
estimated date of submission for publication or
other disclosure. If SPONSOR determines that
the proposed publication contains patentable
subject matter, SPONSOR may require delay of
publication or other disclosure for a period of
time being the earlier of eighteen (18) months
from the request to publish or twelve (12)
months from the end of the STUDY, for the
purpose of filing patent applications or taking
other appropriate action to protect its proprietary
interests. If SPONSOR determines that
CONFIDENTIAL INFORMATION is contained in
such manuscript or abstract, INSTITUTION
and/or INVESTIGATOR agree to delete that
information. For the avoidance of doubt, if no
response is received by INSTITUTION and/or
INVESTIGATOR from SPONSOR within such
review period, publication may proceed.
SPONSOR’s review of an abstract does not
constitute its review of a subsequent

ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJICI nesmi zvefejnit nebo jinak
zpfistupnit jakékoliv vysledky vyplyvajici ze
STUDIE tykajici  se HODNOCENEHO
PRIPRAVKU nebo jeho vyvoje bez predchoziho
pfezkumu  ZADAVATELEM. Za  ucelem
provedeni tohoto pfezkumu musi
ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJICI predlozit ZADAVATELI kopii

navrzeného abstraktu, rukopisu, prezentace a
podobné nejméné devadesat (90) dni, nebo
Sedesat (60) dni v pfipadé abstraktu, pred
odhadovanym datem predlozeni k publikovani
nebo jinému zpfistupnéni. Pokud ZADAVATEL
zjisti, Ze navrhovana publikace obsahuje
patentovatelny predmét, muize ZADAVATEL
pozadovat odlozeni publikovani ¢&i jiného
zpfistupnéni o dobu osmnacti (18) mésicu od
zadosti o zverejnéni nebo dvanacti (12) mésica
od konce STUDIE za uc€elem podani patentové
pfihlasky nebo jiného vhodného opatfeni na
ochranu svych vlastnickych zajmu. Pokud
ZADAVATEL zjisti, ze jsou v tomto rukopisu

nebo  abstraktu  obsazeny =~ DUVERNE
INFORMACE, ZDRAVOTNICKE ZARIZENI
a/nebo ZKOUSEJICI budou souhlasit s

odstranénim téchto informaci. Pro vylou€eni
pochybnosti, pokud ZDRAVOTNICKE
ZARIZENi a/nebo ZKOUSEJICi neobdrzi od
ZADAVATELE Zadnou odpovéd béhem obdobi
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manuscript, presentation or the like which must
be submitted to SPONSOR for review in its own
right. The participation of SPONSOR shall be
acknowledged in any publication or presentation
unless written notice to the contrary is given.

prezkumu, muze dojit k publikaci.
ZADAVATELUV pfezkum abstraktu
nepfedstavuje pFezkum nasledného rukopisu,
prezentace a podobné. Tento musi byt
ZADAVATELI pfedlozen samostatngé. Ugast
ZADAVATELE musi byt potvrzena v jakékoli
publikaci nebo prezentaci, pokud nedoslo
k pisemné zadosti vyzadujici opak.

7.2 SPONSOR may use, refer to, and
disseminate reprints of scientific, medical, and
other published articles relating to the STUDY
which disclose the name of the INSTITUTION
and/or INVESTIGATOR, consistent with
relevant copyright laws. INSTITUTION and
INVESTIGATOR shall not use SPONSOR'’s
name, or CRO’s name in connection with any
advertising or promotion of any product or
service without the prior written permission of
SPONSOR or CRO, as appropriate. Each
PARTY agrees that it will not disclose the terms
of this AGREEMENT to any outside party
without the permission of the other PARTIES,
except as required by applicable law.

7.2 ZADAVATEL muze pouzivat, odkazovat
a Sifit dotisky védeckych, zdravotnickych a
dalSich publikovanych ¢&lanka tykajicich se
STUDIE, které uvadeji jméno
ZDRAVOTNICKEHO ZARIZENI a/nebo
ZKOUSEUJICIHO, a to v souladu s pfislusnymi
autorskymi zakony. ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICi nesmi pouzit jméno
ZADAVATELE nebo jméno CRO v souvislosti s
jakoukoli reklamou ¢&i propagaci pfipravku nebo
sluzby bez pfedchoziho pisemného souhlasu
ZADAVATELE nebo CRO, podle toho co je
relevantni. Kazda STRANA souhlasi s tim, ze
nebude zvefejhovat podminky této SMLOUVY
jakékoli externi tfeti strané bez souhlasu dalSich
STRAN s vyjimkou situaci, kdy je to vyzadovano
platnymi zakony.

8. INSPECTIONS 8. KONTROLY
8.1 INSTITUTION and/or INVESTIGATOR | 8.1 VZDRA'VOTNICKE ZARIZENI  a/nebo
shall notify CRO and SPONSOR immediately in | ZKOUSEJICI budou CRO a ZADAVATELE

writing of any inquiries, correspondence or
communications with or from any governmental
or regulatory authority, including (without
limitation) the FDA, EMA, HCA and MHRA.

ihned pisemné informovat v pfipadé jakychkoli
dotazl, korespondence nebo komunikace
s regulacnim organem, vCetné (bez omezeni)
FDA, EMA HCA a MHRA.

8.2 If any governmental or regulatory
authority, including (without limitation) the FDA,
EMA, HCA and MHRA, requests permission to
or does inspect INSTITUTION'S facilities or
research records relating to this STUDY,
INSTITUTION will allow CRO and/or SPONSOR
to attend such inspections, and shall make all
reasonable efforts to coordinate any scheduling
of such inspections to permit CRO and
SPONSOR to attend such inspections.

8.2 Pokud kterykoli vladni & regulacni
organ, v€etné (bez omezeni) FDA, EMA, HCA a
MHRA pozada o povoleni kontroly nebo
provede kontrolu prostor nebo vyzkumnych
zaznamid ZDRAVOTNICKEHO ZARIZENI v
souvislosti s touto STUDIi, ZDRAVOTNICKE
ZARIZENi umozni CRO a/nebo ZADAVATELI
zucCastnit se téchto kontrol a vynalozi veSkeré
pfiméfené usili ke koordinaci planovani
takovych kontrol, aby se jich mohla CRO a
ZADAVATEL zu&astnit.

8.3 Unless prohibited by law, CRO and/or
SPONSOR shall have the right themselves or
through a third party upon reasonable prior
written notice and during normal business
hours, to audit the site(s) where the STUDY s
being performed.

8.3 Neni-li to zdkonem zakézano, maji CRO
a/nebo ZADAVATEL pravo sami, pfipadné
prostfednictvim  tfeti strany, na zakladé

pfiméfeného pfedchoziho pisemného oznameni
a béhem obvyklé pracovni doby, provést audit
pracovisté, kde se STUDIE provadi.
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8.4 INSTITUTION and/or INVESTIGATOR
will provide in writing to CRO and SPONSOR
copies of all materials, correspondence,
statements, forms, and records which
INSTITUTION receives, obtains, or generates
pursuant to any such inspection or in connection
with  any inquiries, communications or
correspondence from any governmental or
regulatory  authorities  including  (without
limitation) the FDA, EMA, HCA and MHRA.
INSTITUTION will make reasonable efforts to
segregate, and not disclose any documents and
materials that are not required to be disclosed
during such an inspection, including financial
data and pricing information.

8.4  ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJICI poskytnou pisemné CRO a
ZADAVATELI kopie vSech materiald,

korespondence, vykazl, tiskopisi a zaznamd,
které ZDRAVOTNICKE ZARIZENi dostane,
ziska nebo vytvofi na zakladé takové kontroly
nebo v souvislosti s jakymikoli dotazy, sdélenimi
nebo korespondenci s jakymkoli viadnim nebo
regulacnim organem, vcéetné (bez omezeni)
FDA, EMA, HCA a MHRA. ZDRAVOTNICKE
ZARIZENI vynalozi pfiméfené usili, aby oddélilo
a nezvefejnilo zadné dokumenty a materialy,
které nejsou vyzadovany bé&hem takové
kontroly, v&etné finanénich udajd a informaci o
cenach.

9. TERMINATION

9. UKONCENI SMLOUVY

9.1 This AGREEMENT may be terminated
by the PARTIES prior to the completion date
established in the Replacement Article above on

9.1 Tato SMLOUVA mlze byt ukoncena
STRANAMI prfed datem ukonceni, které bylo
ur¢eno v €lanku o nahradé vyse, pisemnym

written notice if any of the following conditions | oznamenim, jestlize dojde k nasledujicim
occur: okolnostem:
(a) By any PARTY, effective immediately, if | (a) Kteroukoli ze STRAN s okamzitou

authorization to conduct the STUDY is not
obtained or is withdrawn by the FDA or other
government, regulatory, ethics, or competent
authority or if the emergence of any adverse
reaction or side effect with the STUDY
PRODUCT administered in the STUDY is of
such magnitude or frequency in the opinion of
either the INVESTIGATOR or CRO or
SPONSOR to support termination;

ucinnosti, pokud neni od FDA ziskano povoleni
k provedeni STUDIE nebo je povoleni odvolano
jinymi  vladnimi regulaénimi, etickymi nebo
opravnénymi ufady, pfipadné v naléhavém
pfipadé vyskytu jakéhokoliv nezadouciho uc€inku
nebo vedlejiho uginku HODNOCENEHO
PRIPRAVKU podavaného ve STUDII, pokud je
takového rozsahu a Cetnosti, Ze je podle nazoru
ZKOUSEJICIHO nebo CRO nebo
ZADAVATELE ukonéeni nutné;

(b) By the CRO or SPONSOR, effective
immediately in accordance with Article 3
(Replacement) hereof;

(b) CRO nebo ZADAVATELEM s okamZitou
ucinnosti v souladu s ¢lankem 3 (Nahrada) této
smlouvy;

(c) By the CRO or SPONSOR, effective
immediately, if the INSTITUTION and/or
INVESTIGATOR fails to perform the STUDY in
accordance with the terms of the PROTOCOL,
the latest version of ICH-GCP, this Agreement,
or any other applicable laws, regulations,
including FDA guidelines, or standard operating
procedures, or the INSTITUTION becomes
debarred or excluded from national programs or
becomes subject to a threat of debarment or
exclusion from national programs;

(c) CRO nebo ZADAVATELEM s okamzitou
uginnosti, pokud ZDRAVOTNICKE ZARIZENI
a/nebo ZKOUSEJICI nebudou provadét STUDII
v souladu s podminkami PROTOKOLU,
posledni  verzi pokyna ICH-GCP, této
SMLOUVY nebo jinych platnych zakonu,
predpisu,  v€etné  pokynu FDA  nebo
standardnich pracovnich postupll, pfipadné
bude ZDRAVOTNICKEMU ZARIZENI zakazana
Cinnost nebo bude vylou¢eno z narodnich
programd nebo mu bude takovy zakaz i
vylou€eni z narodnich programu hrozit;

(d) By the CRO or SPONSOR, effective
immediately, if either determines, in their own

(d) CRO nebo ZADAVATELEM s okamzitou
platnosti, pokud kterykoliv z nich ur€i, na
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discretion, that the INVESTIGATOR has failed
to recruit or enroll a sufficient number of
subjects for participation in the STUDY to make
it likely that the statistical requirements
applicable to the STUDY will be met;

zakladé svého uvazeni, ze ZKOUSEJICI neplni
pozadavky na nabor nebo zafazovani
dostateCného poctu subjektd k ucasti ve
STUDII, aby bylo pravdépodobné, ze dojde ke
splnéni statistickych pozadavku této STUDIE;

(e) By the CRO or SPONSOR with or
without cause, upon thirty (30) days’ written
notice.

(e) CRO nebo ZADAVATELEM s uvedenim
ddvodl nebo bez uvedeni divodu do ftficeti (30)
dni od pisemného oznameni.

() By INSTITUTION upon thirty (30) days’
written notice if INVESTIGATOR becomes
unable to perform or complete the STUDY

(f) ZDRAVOTNICKYM  ZARIZENIM  do
tficeti (30) dni po pisemném oznameni, pokud
nebude ZKOUSEJICI schopny provadét nebo
dokonéit tuto STUDII

(9) By INSTITUTION upon thirty (30) days’
written notice if there is a material breach by
CRO or SPONSOR of this Agreement and such
breach is not cured within thirty (30) days after
CRO and/or SPONSOR'’s receipt of notice of
breach.

(9) ZDRAVOTNICKYM  ZARIZENIM  do
tficeti (30) dni po pisemném oznameni, jestlize
doSlo k podstatnému poruseni této SMLOUVY
spole¢nosti CRO nebo ZADAVATELEM a toto
poruseni nebylo napraveno v prubéhu fficeti
(30) dni poté, co CRO a/nebo ZADAVATEL
dostali ozndmeni o poruseni.

9.2 In the event of termination of this
AGREEMENT prior to completion of the STUDY
pursuant to any of the sub-paragraphs of Article
9.1, CRO shall make a final payment for
services actually performed in accordance
herewith and for costs incurred through the date
of termination, subject to the obligation of
INSTITUTION to mitigate costs as far as
reasonably possible. CRO will also reimburse
INSTITUTION for reasonable, non-cancellable
commitments properly incurred prior to the date
of termination provided, however, that CRO or
SPONSOR shall not be obligated to pay for non-
cancellable commitments if this AGREEMENT is
terminated pursuant to Article 9.1(c). In any of
the above situations in which SPONSOR or
CRO has the right to terminate this
AGREEMENT, or in which CRO or SPONSOR
reasonably believes that termination may be
required, CRO or SPONSOR shall have the
right to suspend enrollment under this
AGREEMENT, or suspend performance of all or
a part of the STUDY (subject to patient safety
issues), while they determine whether
termination is appropriate. Receipt of notice of
termination of the STUDY by CRO and/or
SPONSOR shall not release INSTITUTION and
INVESTIGATOR from their obligations to
perform this AGREEMENT up to and including

9.2 V pfipadé ukonceni této SMLOUVY pied
dokon&enim STUDIE na zakladé nékterého z
diléich odstavcll d&lanku 9.1 provede CRO
zavéreCnou platbu za skute¢né provedené
sluzby v souladu s touto smlouvou a za naklady
vzniklé ke dni ukonceni s tim, Ze je povinnosti
ZDRAVOTNICKEHO ZARIZENI minimalizovat
naklady do té miry, do které je to pfiméfené
mozné. CRO rovnéz uhradi
ZDRAVOTNICKEMU ZARIZENI naklady za
pfiméfené, nezruSitelné zavazky fadné vzniklé
pfede dnem ukonéeni, avSak CRO nebo
ZADAVATEL nejsou povinni hradit nezrusSitelné
zavazky, pokud je SMLOUVA ukonena na
zakladé clanku 9.1(c). Ve kterékoliv z vySe
uvedenych situaci, v nichZ maji ZADAVATEL
nebo CRO pravo ukongit SMLOUVU nebo v
nichz se CRO nebo ZADAVATEL davodné
domnivaji, ze muze byt pozadovano ukonceni,
maji CRO nebo ZADAVATEL pravo pozastavit
zafazovani podle této SMLOUVY nebo
pozastavit realizaci celé nebo Casti STUDIE (s
ohledem na bezpecnost pacientl), zatimco se
budou rozhodovat, zda je ukon&eni vhodné.

Pfijem oznameni o ukonCeni STUDIE
spole¢nosti CRO a/nebo ZADAVATELEM
nezbavuje ZDRAVOTNICKE ZARIZENI a

ZKOUSEJICIHO povinnosti provadét &innosti v
ramci této SMLOUVY az do data, a véetné data,
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the effective date of termination.

kdy ukoneni nabude Uc&innosti.

10. INTELLECTUAL PROPERTY

10. DUSEVNI VLASTNICTVI

10.1  INSTITUTION and INVESTIGATOR
agree and acknowledge that SPONSOR owns
all rights in and to the STUDY PRODUCT and
any and all clinical data generated from the
STUDY. INSTITUTION and INVESTIGATOR
agree to disclose promptly to SPONSOR or its
nominee any and all inventions, discoveries and
improvements  conceived or made by
INVESTIGATOR and/or  other  STUDY
PERSONNEL relating to the STUDY PRODUCT
which arise during the STUDY, and agree to
assign their respective interests therein to
SPONSOR or its nominee.

10.1 ZDRAVOTNICKE ZARIZENI a
ZKOUSEJICI souhlasi a berou na védomi, Ze
ZADAVATELI patfi v8echna prava na
HODNOCENY PRIPRAVEK a na veskeré
klinické udaje generované z této STUDIE.
ZDRAVOTNICKE ZARIZENi a ZKOUSEJICI
souhlasi s tim, Ze zpfistupni ZADAVATELI,
nebo jim urCené osobé&, veskeré vynalezy,
objevy a zlepSeni vymysSlené nebo vytvorené
ZKOUSEJICIM a/nebo dalsim PERSONALEM
STUDIE, které se vztahuji na HODNOCENY
PRIPRAVEK a které vznikly b&éhem STUDIE, a
souhlasi s postoupenim jejich nalezitych zajm
ZADAVATELI nebo jim uréené osobé.

10.2 SPONSOR shall have the right, at its
sole discretion and expense to seek protection
for any such inventions, discoveries and
improvements, and INSTITUTION and/or
INVESTIGATOR shall reasonably assist CRO
and/or SPONSOR in such actions by executing
and delivering or having executed and delivered
any and all instruments necessary to make, file
and prosecute all such applications for
protection including but not limited to patent
applications and any divisions, continuations,
extensions, substitutions, confirmations,

10.2 ZADAVATEL bude mit pravo, zcela
podle jeho uvazeni a na jeho naklady, usilovat o
ochranu takovychto vynalezl, objevl a zlepseni
a  ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJICI budou pfiméfené pomahat CRO
a/lnebo ZADAVATELI v této ¢innosti tim, ze
vykonaji a doru€i, nebo vykonali a dorudili,
veskeré nastroje, které jsou nutné k provedeni,
podani a soudnimu uplathovani vSech téchto
Zadosti o ochranu, mimo jiné, vC€etné Zadosti o
patent a jakakoliv déleni, pokracovani,
prodlouzeni, nahrazovani, ovéfovani, registrace,

registrations, revalidations, additions or reissues | revalidace, pfidavky nebo dotisky téchto
thereof. zadosti.

10.3 INSTITUTION and INVESTIGATOR | 10.3 ZDRAVOTNICKE ZARIZENI a
further acknowledge SPONSOR’s ownership of ZKOUSEJICi dale berou na védomi, Ze

the PROTOCOL and any CRF and other data
and records generated pursuant to the
performance of the STUDY.

ZADAVATEL je majitelem PROTOKOLU a
vSech CRF a dalSich udaju a zaznamd, které
byly generované na zakladé provadéni této
STUDIE.

10.4 Other than grant of a limited license to
INSTITUTION and INVESTIGATOR solely to
permit them to carry out the STUDY, this
AGREEMENT does not constitute any grant,
option or license under any intellectual property

10.4 S vyjimkou udéleni omezené licence
ZDRAVOTNICKEMU ZARIZENI a
ZKOUSEJICIMU vylugné za uéelem provedeni
STUDIE podle této SMLOUVY, tato SMLOUVA
nepredstavuje zadné udéleni, narok nebo licenci

rights of CRO or SPONSOR. na jakakoliv prava duSevniho vlastnictvi CRO
nebo ZADAVATELE.

11. INDEMNIFICATION 11. ODSKODNENI

11.1  INSTITUTION and INVESTIGATOR | 11.1 ZDRAVOTNICKE ZARIZENI a

shall give CRO and SPONSOR prompt written
notice of any claims involving the STUDY
PRODUCT(s) and shall allow SPONSOR to
control the defense of such claim (including

ZKOUSEUJICI okamzité pisemné& upozorni CRO
a ZADAVATELE na jakeékoliv naroky tykajici se
HODNOCENEHO PRIPRAVKU nebo
HODNOCENYCH PRIPRAVKU a umozni
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settlement negotiations). INSTITUTION and
INVESTIGATOR shall fully cooperate with
SPONSOR in the defense thereof, including but
not limited to, allowing SPONSOR complete
access to all relevant records. Nothing herein
shall prohibit INSTITUTION or INVESTIGATOR
from hiring its own legal counsel at its own cost.

ZADAVATELLI, aby fidil obhajobu proti takovému
naroku (v€etné jednani o mimosoudnim
vyrovnani). ZDRAVOTNICKE ZARIZENi a
ZKOUSEJICi budou pIné spolupracovat se
ZADAVATELEM pfi obhajobé proti témto
narokim, mimo jiné také tim, Ze umozni
ZADAVATELI  dplny  pfistup ke vSem
relevantnim zaznamum. Nic ze zde uvedeného
nebrani ZDRAVOTNICKEMU ZARIZENIi nebo
ZKOUSEJICIMU, aby si najali svého vlastniho
pravnika na své naklady.

11.2 SPONSOR shall indemnify and hold
harmless INSTITUTION, INVESTIGATOR and
the STUDY PERSONNEL in the conduct of the
STUDY, from and against claims for damages
and liabilities imposed by law for adverse drug
effects or experiences resulting in bodily or
another personal injury to the ENROLLED
SUBJECTS caused directly by the
administration of STUDY PRODUCT(s) or
properly performed procedures required by the
PROTOCOL.

11.2 ZADAVATEL odSkodni a  zbavi
odpovédnosti ZDRAVOTNICKE ZARIZENI,
ZKOUSEUJICIHO a &leny PERSONALU STUDIE
v souvislosti se vSemi naroky na odskodnéni a
povinnostmi stanovenymi zakonem tykajici se
nezadouciho u€inku nebo zkuSenosti s
pfipravkem, které vedly k télesné nebo jiné
osobni t4jmé& ZARAZENYCH SUBJEKTU a které
vznikly v dusledku podani HODNOCENEHO
PRIPRAVKU nebo HODNOCENYCH
PRIPRAVKU nebo provedenych vySetfeni
vyzadovanych PROTOKOLEM.

11.3 SPONSOR'’s obligation of
indemnification is further contingent upon the
following:

11.3 ZADAVATELOVA povinnost odskodnéni
je dale podminéna nasledujicim:

(a) the terms of the PROTOCOL or any

(a) podminky tohoto PROTOKOLU nebo

written instructions relative to the administration | pisemné pokyny ve vztahu k podavani

of the STUDY PRODUCT(s) are strictly adhered | HODNOCENEHO PRIPRAVKU/

to; HODNOCENYCH PRIPRAVKU jsou pfisné
dodrzovany;

(b) INSTITUTION and/or INVESTIGATOR
used reasonable medical judgment in the
administration, or in the control of the
administration of the STUDY PRODUCT(s);

(b)  ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEUJICI pouzili rozumny lékafsky tsudek
pfi podavani nebo kontrole podavani
HODNOCENEHO PRIPRAVKU nebo
HODNOCENYCH PRIPRAVKU;

(c) INSTITUTION and/or INVESTIGATOR
complying with applicable national, state and
local laws, and has conducted the STUDY in
accordance with FDA and EU regulations and
the latest applicable ICH-GCP;

(c) ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJICI dodrzeli ptislusné narodni, statni
a mistni zédkony a provadéli STUDII v souladu
se smeérnicemi FDA a EU a nejnovéjSimi

pfislusnymi pokyny ICH-GCP;

(d) the damage is not attributable to the
negligent act, omission or wilful misconduct or
breach of statutory duty on the part of
INSTITUTION, INVESTIGATOR or other
STUDY PERSONNEL;

(d) Ujma neni zpUsobena nedbalosti,
opomenutim nebo umysinym pochybenim nebo
poruSenim zakonné povinnosti ze strany
ZDRAVOTNICKEHO ZARIZENI,
ZKOUSEJICIHO  nebo  daldich  ¢&lent
PERSONALU STUDIE;

(e) INSTITUTION and/or INVESTIGATOR
shall have given the CRO and SPONSOR

() ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEJICI poskytnou CRO a ZADAVATELI
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prompt written notice of any claims involving the
STUDY PRODUCT(s) and shall have
cooperated fully with SPONSOR in the defense
thereof including, but not limited to, allowing
SPONSOR complete access to all relevant
records; and

neprodlené pisemné oznameni jakychkoliv
narokd  tykajicich se HODNOCENEHO
PRIPRAVKU/HODNOCENYCH PRIPRAVKU a
budou pIné spolupracovat se ZADAVATELEM
na obrang, také tim, mimo jiné, Ze poskytnou
ZADAVATELI uplny pfistup ke vSem pfislusnym
zaznamum; a

(f) INSTITUTION and/or INVESTIGATOR
not making any admission or taking any other
action (or omitting to take any action) that could
prejudice the conduct of any action or claim,
provided that this provision shall not be
breached if INSTITUTION and/or
INVESTIGATOR can demonstrate that they
have acted in accordance with its internal
complaint, accident reporting or disciplinary
procedures, or where any statement or action is
required by law.

(f) ZDRAVOTNICKE ZARIZENI a/nebo
ZKOUSEUJICI zajisti, Ze neugini zadna doznani
ani nepodniknou jinou €innost (nebo opomenou
podniknout jakoukoli ¢innost), ktera by mohla
ovlivnit provadéni jakékoliv Zaloby nebo naroku,
pficemZ toto ustanoveni nebude poruseno,
pokud ZKOUSEJICI miize prokazat, Ze jednal v

souladu se svym internim  systémem
oznamovani stiznosti, nehod nebo
disciplinarnich  postupli, nebo pokud jsou

prohlaseni nebo ¢innost poZadovany zakonem.

11.4 Prior to the start of the STUDY,
SPONSOR shall secure and shall maintain in
full force and effect throughout the performance
of the STUDY a liability insurance policy as
required by law, in accordance with § 52 Article
3 letter f) of the Act on Pharmaceuticals of the
Czech Republic, providing sufficient coverage
for product liability and clinical trials, as is usual
and customary in the pharmaceutical industry to
procure.

11.4 Pfed zahajenim STUDIE, ZADAVATEL
zajisti a bude udrzovat v plné platnosti a
ucinnosti v prabéhu celého provadéni STUDIE
pojisténi odpovédnosti za Skodu tak, jak je
vyzadovano zakonem v souladu s § 52 odst. 3
pism. f) zakona o légivech Ceské republiky,
které musi zajistit dostateCnhou ochranu pro
pfipad odpovédnosti za vyrobek a Kklinicka
hodnoceni, ktera je ve farmaceutickém
pramyslu v této oblasti bézna a obvykla.

11.5 CRO shall secure and maintain in full
force for the duration of this AGREEMENT a
program of insurance sufficient to cover its
obligations under this AGREEMENT.

11.5 Spole€nost CRO zajisti a bude udrzovat
v plné platnosti v prabéhu celé této SMLOUVY
dostateCnou pojistku k pokryti vSech jejich
zavazkul podle této SMLOUVY.

11.6 INSTITUTION and INVESTIGATOR
shall indemnify and hold CRO, SPONSOR and
their AFFILIATES harmless from, any loss,
claim, or demand arising from any (a) injuries or
damages incurred if they are the result of
negligence or willful misconduct on the part of
the INSTITUTION,INVESTIGATOR, and/or
STUDY PERSONNEL (b) research activities
contrary to the PROTOCOL or the terms of this
AGREEMENT; (c) unauthorized warranties
made by INSTITUTION, INVESTIGATOR,
and/or STUDY PERSONNEL concerning the
product being tested; or (d) in any case in which
written informed consent was not obtained for
the ENROLLED SUBJECT in accordance with
the PROTOCOL.

11.6 ZDRAVOTNICKE ZARIZENI a
ZKOUSEJICI odskodni a zbavi odpové&dnosti
CRO, ZADAVATELE a jejich PRIDRUZENE
OSOBY za jakékoliv ztraty, naroky nebo
pozadavky za (a) zdravotni Ujmu nebo Skodu
vzniklou v dasledkunedbalosti nebo védomého
pochybeni ze strany ZDRAVOTNICKEHO
ZARIZENI, ZKOUSEJiCIHO a/nebo
PERSONALU STUDIE; (b) vyzkumné &innosti v
rozporu s PROTOKOLEM nebo podminkami
této SMLOUVY; (c) neschvalené zaruky ucinéné
ZDRAVOTNICKYM ZARIZENIM,
ZKOUSEJICIM a/nebo PERSONALEM STUDIE
tykajici se hodnoceného pfipravku; nebo (d)
kazdy pfipad, kdy nebyl ziskan informovany
souhlas od ZARAZENEHO SUBJEKTU v
souladu s PROTOKOLEM.
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11.7 The INSTITUTION and INVESTIGATOR
will maintain a valid liability insurance covering
potential damage caused to members of the
public in connection with provision of healthcare
services pursuant to Section 45, subsection 2(n)
of Act No. 372/2011 Coll. on Health Care
Services and Conditions for Providing Them (as
amended).

11.7 ZDRAVOTNICKE ZARIZENI a
ZKOUSEUJICI budou udrzovat platné pojisténi
odpovédnosti za Skody, které bude kryt
potencialni Skody zpusobené ¢lenim vefejnosti
v souvislosti s poskytovanim sluzeb zdravotni
péce v souladu s § 45 2 (n) zdkona ¢. 372/2011
Sb. o zdravotnich sluzbach a podminkach jejich
poskytovani (v platném znéni).

11.8 For the avoidance of doubts, the
INSTITUTION carries insurance contract to the
extent required by the law and does not
specifically cover liability insurance for damages
caused during the conduct of clinical trials.

11.8 Pro vylouéeni vSech pochybnosti,
ZDRAVOTNICKE ZARIZENI udrzuje pojistnou
smlouvu v zakonem pozadovaném rozsahu a
neobsahuje pojiSténi odpovédnosti za Skodu
zpusobenou pfi provadéni klinického hodnoceni.

11.9 For the avoidance of doubt, the
SPONSOR carries insurance for damage or
injury caused by the administration and use of
the STUDY DRUG, in accordance with the
PROTOCOL and applicable laws and
regulations. The SPONSOR is not obliged to
carry insurance for the INSTITUTION or the
INVESTIGATOR for injury or damage (i) caused
by INSTITUTION’'S or INVESTIGATOR’S wilful
misconduct or by cases of fault on the part of
the INSTITUTION or INVESTIGATOR which are
not covered by the liability insurance policy
mentioned in Article 11.4 above and/or (ii) not
directly related to the STUDY.

11.9  Pro vylou€eni pochybnosti, ZADAVATEL
udrzuje pojisténi odpovédnosti za Skody nebo
ujmy zplUsobené podanim a  pouzitim
STUDIJNIHO PRODUKTU, v souladu s
PROTOKOLEM a platnymi zakony a predpisy.
ZADAVATEL neni povinen udrZovat pojisténi
pro ZDRAVOTNICKE  ZARIZENi  nebo
ZKOUSEJICIHO za 8$kody nebo zranéni (i)
zpusobené ZDRAVOTNICKYM ZARIZENIM
a/nebo ZKOUSEJICIM umysinym pochybenim,
které nejsou kryty pojisténim  uvedenym
velanku 11.4 vySe al nebo (i) pFfimo
nesouvisejici se STUDII.

12. ENTIRE AGREEMENT 12. CELA SMLOUVA
12.1  The PARTIES agree that this|12.1 STRANY souhlasi s tim, Ze tato
AGREEMENT, the final PROTOCOL, any | SMLOUVA, kone¢ny PROTOKOL a jakékoli

attachments, and, appendices hereto, constitute
the sole, full, and complete AGREEMENT by
and between INSTITUTION, INVESTIGATOR,
CRO and SPONSOR, and supersede all other
written and oral agreements and
representations between INSTITUTION,
INVESTIGATOR, CRO and SPONSOR with
respect to the STUDY. No amendments,
changes, additions, deletions, or modifications
to or of this AGREEMENT shall be valid unless
reduced to writing and signed by the PARTIES.

dodatky a pfilohy k ni pFedstavuji vyluénou,
pinou a uplnou SMLOUVU mezi
ZDRAVOTNICKYM ZARIZENIM,
ZKOUSEJICIM, CRO a ZADAVATELEM a
nahrazuje vSechna ostatni pisemna nebo ustni
ujednani a vyjadfeni mezi ZDRAVOTNICKYM
ZARIZENIM, ZKOUSEJiCiM, CRO a
ZADAVATELEM ve vztahu k této STUDII.
Zadné dodatky, zmény, doplnéni, odstranéni
nebo Upravy k této SMLOUVE nebudou platné,
pokud nebudou v pisemné podobé a podepsany
smluvnimi STRANAMI.

12.2 Notwithstanding the above clause 12.1,
it is known by all PARTIES to this AGREEMENT
that there is a prior agreement between
SPONSOR and CRO for the procurement of
CRO SERVICES, as described in the recitals of
this AGREEMENT, for which the terms and
obligations remain in full affect with respect to

12.2 Nehledé na bod 12.1 uvedeny vySe,
vSechny STRANY této SMLOUVY si uvédomuiji,
ze existuje predesla smlouva mezi
ZADAVATELEM a CRO o poskytovani SLUZEB
CRO, jak je to popsano v uvodnich
ustanovenich této SMLOUVY, pro kterou
podminky a zavazky zUstavaji v pIné platnosti s
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the STUDY.

ohledem na tuto STUDII.

13. NOTICES

13. OZNAMOVANI

Any notices or communications concerning this
AGREEMENT shall be in writing and deemed
effective upon the earlier of (i) actual receipt; (ii)
seven (7) days following deposit with the postal
service; or (iii) the next business day following
deposit with a recognized overnight courier
service, in each case with delivery fees pre-paid
and addressed to the PARTY at the address set
forth below:

Veskera oznameni a komunikace tykajici se této
SMLOUVY budou v pisemné podobé a
povazované za platné az dojde, podle toho, co
nastane dfive, k (i) faktickému pfijeti oznameni;
(i) sedm (7) dni poté, co dosSlo k podani na
posté; nebo (iii) pfisti pracovni den poté, co
doslo k podani u uznané kuryrni sluzby, ktera
doruCuje ze dne na den. Dodaci sluzba bude v
kazdém pfipadé predplacena a adresovana
STRANE s adresou uvedenou nize:

To CRO:

Adresovano CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road

PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road

Kilmainham Kilmainham

Dublin 8 Dublin 8

Ireland Ireland

To SPONSOR: Adresovano ZADAVATELI:

Copy to:

Kopie pro:

To INSTITUTION:

Adresovano ZDRAVOTNICKEMU ZARIZENI:

Thomayerova nemocnice

Videriska 800

140 59 Praha 4

Czech Republic

Attn: deputy director (‘namestek reditele pro LP’)

Thomayerova nemocnice
Videriska 800

140 59 Praha 4

Ceska republika

K rukam: naméstek Feditele pro LP

To INVESTIGATOR:

Adresovano ZKOUSEJICIMU:

Thomayerova nemochice
Clinic of Neurology
Videriska 800

140 59 Praha 4

Czech Republic

Thomayerova nemochice
Neurologicka klinika
Videriska 800

140 59 Praha 4

Ceska republika
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14.  SURVIVAL 14. PRETRVANI
This AGREEMENT shall be binding upon the | Tato SMLOUVA bude zavazna pro smluvni
PARTIES, their legal representatives, | STRANY, jejich pravni zastupce, zakonné

successors, and assigns. The obligations of the
PARTIES contained in the PROTOCOL and
Articles 6 (Confidential Information and
Nondisclosure), 7 (Publication and Release of
Information), 8 (Inspections), 10 (Intellectual
Property), 11 (Indemnification), 14 (Survival), 15
(Financial Disclosure), and 17 (Governing Law)

nastupce a postupniky. Povinnosti smluvnich
STRAN obsazené v PROTOKOLU a ¢lancich 6
(Davérnost a nezpfistupriovani), 7 (Zvefejnéni a
uvolnéni informaci), 8 (Kontroly), 10 (DuSevni
vlastnictvi), 11 (OdSkodnéni), 14 (Pfetrvani), 15
(Vykazovani finanCnich informaci) a 17
(Rozhodné pravo) zlstavaji v platnosti i po

shall survive the termination or expiration of this | ukonéeni nebo skonCeni platnosti této

AGREEMENT. SMLOUVY.

15.  FINANCIAL DISCLOSURE 15. VYKAZOVANI FINANCNICH
INFORMACI

15.1 INSTITUTION agrees to assist| 15.1 ZDRAVOTNICKE ZARIZENI  dale

SPONSOR and CRO in obtaining completed, | souhlasi s tim, Zze bude ZADAVATELI a CRO

signed Financial Disclosure by Clinical | pomahat pfi ziskavani vykazd finan¢nich

Investigators Forms for each INVESTIGATOR
and sub-investigator listed on the FDA 1572
form or any analogous national or device-related
form or list one (1) year after completion of the
STUDY, and to assist in obtaining any
information and executing any documents
necessary to fully comply with 21 CFR part 54,
or any rules or regulations thereunder, or similar
national regulations. INSTITUTION
acknowledges and agrees that the completed
forms may be subject to review by governmental
or regulatory agencies

informaci podepsanych zkousSejicimi, (formulafu
FDF) pro kazdého ZKOUSEJICIHO a
spoluzkousejiciho uvedeného na formulafi FDA
1572 nebo na jiném obdobném narodnim nebo
analogickém formulafi ¢i seznamu jeden (1) rok
po dokonCeni STUDIE a bude pomahat pfi
ziskavani jakychkoli informaci a vypracovani
dokumentd potfebnych pro uplné dodrzeni
zadkona 21 CFR, ¢&ast 54, nebo jakychkoli
navazujicich  pravidel nebo pfedpisd i
obdobnych narodnich predpis(.
ZDRAVOTNICKE ZARIZENI bere na védomi a
souhlasi s tim, Ze vyplnéné formulafe mohou
byt pfedmétem pfezkumu ze strany vladnich a
regulacnich organu

15.2 No payments will be provided pursuant
to this AGREEMENT until CRO has received a

15.2 Zadné platby nebudou poskytovany na
zakladé této SMLOUVY, dokud CRO neobdrzi

completed, signed form for each | vypinény a podepsany formulai pro kazdého
INVESTIGATOR. ZKOUSEJICIHO.
15.3 INSTITUTION agree to ensure that all | 15.3 ZDRAVOTNICKE ZARIZENI souhlasi,

such forms are promptly updated, as needed, to
maintain their accuracy and completeness
during the term of this AGREEMENT and for
one (1) year following completion of the STUDY.
INSTITUTION further agrees to assist CRO
and/or SPONSOR in obtaining analogous
completed, signed forms for each such
INVESTIGATOR and sub-investigator one (1)
year after completion of the STUDY, and to
assist in obtaining any information and
executing any documents necessary to fully

Ze zajisti neprodlenou aktualizaci vSech téchto
formulafd podle potfeby, aby byla udrZzovana
jejich pfesnost a udplnost béhem trvani této
SMLOUVY a po dobu jednoho (1) roku po
ukonéeni STUDIE. ZDRAVOTNICKE ZARIZENI
dale souhlasi s tim, Ze bude CRO a/nebo
ZADAVATELI  pomahat ziskat obdobné
vyplnéné a podepsané formulafe od kazdého
ZKOUSEJICIHO a spoluzkou$ejiciho jeden (1)
rok po dokonteni STUDIE a pomahat pfi
ziskavani jakychkoli informaci a vypracovani
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comply with 21 CFR part 54, or any rules or
regulations thereunder or similar national
regulations. INSTITUTION acknowledges and
agrees that the completed forms may be subject

dokumenti potfebnych pro Uplné dodrzeni
zakona 21 CFR, c¢&ast 54, nebo jakychkoli
navazujicich  pravidel nebo pfedpisd i
obdobnych narodnich predpisU.

to review by governmental or regulatory | ZDRAVOTNICKE ZARIZENI bere na védomi a

agencies. souhlasi s tim, Ze vyplnéné formulafe mohou
byt pfedmétem pfezkumu ze strany vladnich a
regulaénich organd.

16.  ANTI-BRIBERY 16. PROTIKORUPCNi USTANOVENI

Pursuant to the applicable laws and regulations,
INSTITUTION and INVESTIGATOR represent,
warrant and undertake (i) that they have not and
will not, either directly or indirectly, offer,
promise, pay, (or authorise the offer or payment
of) any money or the giving of anything of value,
or do any other thing in order to exert improper
influence on any government official, employee
of a government agency/body, healthcare
professional or any other person, and (ii) that
they have not and will not accept, request or
receive any payment or thing that might
improperly influence them in their capacity to
perform under this AGREEMENT.

ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI
prohladuji, zaru€uji a zavazuji se ve shodé s
pfislusnymi zakony, (i) ze ani pfimo a nepfimo
neposkytli a neposkytnou nabidku, platbu (nebo
neschvalili nabidku ¢&i platbu) jakychkoliv penéz
nebo hodnotnych darl, pfipadné neprovedli
jakykoliv jiny €in za u¢elem vyvinuti nevhodného
vlivu na jakéhokoliv statniho ufednika,
zaméstnance statniho uUfadu nebo organu,
zdravotnického pracovnika nebo na jakoukoliv
jinou osobu a (ii)nepfijali a nepfijmou Zadost
nebo nepfijmou platbu nebo véc, ktera by mohla
mit nevhodny vliv na jejich ¢innost provadénou v
ramci této SMLOUVY.

17. GOVERNING LAW

17. ROZHODNE PRAVO

This AGREEMENT shall be interpreted and
construed in accordance with the laws of the
Czech Republic, without regard to the conflicts

Tato SMLOUVA se vyklada a fidi v souladu se
zakony Ceské republiky bez ohledu na jejich
kolizni ustanoveni. Strany se podfizuji vyhradni

of law provisions thereof. The PARTIES submit | jurisdikci (pravomoci a pfisluSnosti) soudu
to the exclusive jurisdiction of the competent | v Praze.

courts of Praha.

18. RELATIONSHIP BETWEEN THE | 18. VZTAH MEZI SMLUVNIiMI STRANAMI
PARTIES

18.1 INSTITUTION and INVESTIGATOR | 18.1 ZDRAVOTNICKE ZARIZENI a

shall act as independent contractors of CRO
and SPONSOR and shall not be construed for
any purpose as the partner, agent, employee,
servant, or representative of CRO or
SPONSOR. CRO or SPONSOR shall not be
responsible for any employee benefits,
pensions, employer liability insurance,
withholding, or employment-related taxes of
INSTITUTION or INVESTIGATOR.
INSTITUTION or INVESTIGATOR shall not
enter into any contract or agreement with any
third party that purports to obligate or bind CRO
or SPONSOR, and CRO or SPONSOR shall not
enter into any contract or agreement with any
third party that purports to obligate or bind
INSTITUTION or INVESTIGATOR.

ZKOUSEJICi budou plisobit jako nezavisli
dodavatelé CRO a ZADAVATELE a nesmi byt v
zadném pfipadé povazovani za partnery,
zastupce, zaméstnance, slouzici subjekt nebo
jednatele CRO nebo ZADAVATELE. CRO nebo
ZADAVATEL neodpovidaji za Zadné
zaméstnanecké vyhody, dichody,
zaméstnanecké pojisténi odpovédnosti, srazky
nebo dané ze zaméstnaneckych pfijmu
ZDRAVOTNICKEHO ZARIZENI nebo
ZKOUSEJICIHO. ZDRAVOTNICKE ZARIZENI
nebo ZKOUSEJICi nesmi uzavirat smlouvy
nebo dohody s jakoukoliv tfeti stranou, které by
zavazovaly CRO nebo ZADAVATELE, a CRO
nebo ZADAVATEL nesmi uzavirat smlouvy
nebo dohody s jakoukoliv tfeti stranou, které by
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INSTITUTION and INVESTIGATOR
acknowledge that CRO or SPONSOR may
perform their obligations hereunder either
themselves or through a third party. Without
prejudice to the rights of SPONSOR under this
AGREEMENT, INSTITUTION and
INVESTIGATOR acknowledge that CRO is the
recipient of services under this AGREEMENT.

zavazovaly ZDRAVOTNICKE ZARIZENI nebo
ZKOUSEJICIHO. ZDRAVOTNICKE ZARIZENI a
ZKOUSEUJICI berou na vé&domi, ze CRO nebo
ZADAVATEL mohou plnit své zavazky podle
této smlouvy bud sami nebo prostfednictvim
tfeti strany. Aniz by toto negativné ovliviiovalo
prava ZADAVATELE podle této smiouvy,
ZDRAVOTNICKE ZARIZENi a ZKOUSEJICI
berou na védomi, Ze CRO je pfijemce sluzeb v
ramci této SMLOUVY.

18.2 INSTITUTION and INVESTIGATOR
understand and agree that this AGREEMENT is
being signed by CRO in its own name as a
contracting party receiving services under this
AGREEMENT, and in addition, CRO will also
sign this AGREEMENT on behalf of SPONSOR
and for SPONSOR’s benefit as its authorized
representative, based on the STUDY agreement
between SPONSOR and CRO.

18.2 ZDRAVOTNICKE ZARIZENI a
ZKOUSEUJICI chapou a souhlasi s tim, Ze tato
SMLOUVA je podepsana spoleCnosti CRO jejim
vlastnim jménem v roli smluvni strany, ktera
pfijima sluzby v ramci této SMLOUVY, a ze
kromé toho CRO také podepise tuto SMLOUVU
jménem ZADAVATELE a ve prospéch
ZADAVATELE, v roli povéfeného zastupce
ZADAVATELE, v souladu se smlouvou o
STUDII mezi ZADAVATELEM a CRO.

18.3 . SPONSOR and CRO hereby commit
that in the context of this STUDY they will not
conclude any other STUDY-related agreement
with any employee of the INSTITUTION without
the prior written consent of the INSTITUTION. In
case of finding that the SPONSOR has
concluded a further STUDY-related agreement
with any employee of the INSTITUTION, this will
be a reason for immediate termination under
this AGREEMENT and the close out of the
STUDY site without compensation and without
prejudice to any health care provided to
ENROLLED SUBJECTS. Early termination of
this AGREEMENT and the closure of the
STUDY site will be announced to State Institute

18.3 ZADAVATEL a CRO se tl'rpto zavazuji,
Ze v souvislosti stouto STUDIlI neuzaviou
Zadnou jinou smlouvu s Zadnym zaméstnancem

ZDRAVOTNICKEHO ZARIZENI bez
pfedchoziho ~ pisemného souhlasu
ZDRAVOTNICKEHO ZARIZENI. V pfipadé

zZjisténi, ze ZADAVATEL uzavfel takovou dalSi
smlouvu, bude toto dlvodem k okamzitému
ukonc€eni spoluprace dle této SMLOUVY a k
uzavfeni feSitelského centra bez nahrady, aniz
by tim vSak byla dot€ena poskytovana zdravotni
pée o ZARAZENE SUBJEKTY. Poruseni
SMLOUVY a uzavfeni feSitelského centra bude
oznameno Statnimu ustavu pro kontrolu léCiv a
pfislusnym etickym komisim.

for Drug Control and relevant Ethics

committees.

19.  WAIVER AND SEVERABILITY 19.  ZREKNUTI SE PRAV A
ODDELITELNOST

Failure to insist upon compliance with any of the | Netrvani na dodrZeni nékterych pravidel nebo

terms and conditions of this AGREEMENT shall | podminek  této =~ SMLOUVY  neznamena

not constitute a general waiver or | vSeobecné zfeknuti se nebo vzdani se

relinquishment of any such terms or conditions.
If any part of this AGREEMENT is held
unenforceable, the rest of the AGREEMENT will
nevertheless remain in full force and effect.

kteréhokoli pravidla nebo podminky. Pokud je
jakakoli ¢ast této SMLOUVY shledana
nevymahatelnou, zbytek SMLOUVY zulstava i
nadale v pIné platnosti a u€innosti.

20. NO ASSIGNMENT 20. ZADNE POSTOUPENI

Neither INSTITUTION nor INVESTIGATOR | Ani vZD'RAVOTNICKE ZARIZENI ani

shall assign or subcontract any of its rights or | ZKOUSEJIClI nesmi postoupit nebo zadat
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obligations under this AGREEMENT without the
written consent of CRO and SPONSOR. CRO
and SPONSOR shall have the right to assign or
transfer this AGREEMENT in whole or in part
upon written notice to INSTITUTION and

subdodavatelskou smlouvu na zadna ze svych
prav Ci povinnosti vyplyvajicich z této
SMLOUVY  bez vyslovného pisemného
souhlasu CRO nebo ZADAVATELE. CRO a
ZADAVATEL maji pravo postoupit nebo prevést

INVESTIGATOR. tuto SMLOUVU v celku nebo c¢asteéné po
dodani pisemného oznameni
ZDRAVOTNICKEMU ZARIZENI a
ZKOUSEJICIMU.

21. REGISTER OF CONTRACTS 21. REGISTR SMLUV

The PARTIES hereby acknowledge and agree
that the INSTITUTION shall be required to
publish the AGREEMENT and its potential
amendments in accordance with Act No.
340/2015 Coll., on the Register of Contracts, as
amended, in the so-called registry of contracts.
To fulfil the legal obligations of the
INSTITUTION and solely for such purpose,
SPONSOR agrees with the public disclosure of
a redacted version of the AGREEMENT,
provided that the extent of the redaction shall be
agreed with the SPONSOR prior to the
respective public disclosure to avoid the
disclosure of SPONSOR CONFIDENTIAL
INFORMATION (e.g. APPENDIX | of the
AGREEMENT) and personal data. The
INVESTIGATOR agrees to her/his name being
published on the Public Administration Portal in
connection with the STUDY and in accordance
with the Act on the Register of Contracts.

STRANY timto berou na védomi a souhlasi, ze
ZDRAVOTNICKE ZARIZENi je povinno
zvefejnit SMLOUVU a jejich pfipadné dodatky v
souladu se zakonem ¢&. 340/2015 Sb., o registru
smluv,v platném znéni, v tzv. registru smluv. Za
ucelem splnéni  zakonnych povinnosti
ZDRAVOTNICKEHO ZARIZENI a vyhradné pro
tento ucel, ZADAVATEL souhlasi se
zvefejnénim redigované verze SMLOUVY za
pfedpokladu, Ze rozsah redigovani bude pfed
pfislusnym  zvefejnénim  odsouhlasen se
ZADAVATELEM, aby se zabranilo zvefejnéni
DUVERNYCH INFORMACI ZADAVATELE
(napf. PRILOHY | této SMLOUVY) a osobnich
udajil. ZKOUSEJICI souhlasi se zvefejnénim
svého jména v souvislosti se STUDII na portale
vefejné spravy v souladu se zakonem o registru
smiuv.

22. LANGUAGE OF THE AGREEMENT

22. JAZYK SMLOUVY

Each PARTY acknowledges that it has reviewed
both language versions of this AGREEMENT
and that they are identical in all material
aspects. In the event of any discrepancy
between the two language versions, the Czech
language version shall prevail, provided that the
English version shall be sufficiently consulted to
determine the genuine intention of the PARTIES
with respect to the discrepancy.

Kazda ze SMLUVNICH STRAN uznava, ze
pfezkoumala obé jazykové verze této
SMLOUVY a Ze jsou shodné ve vSech
vyznamnych ohledech. V pfipadé rozporu mezi
obé&ma jazykovymi verzemi ma Ceska jazykova
verze prednost za predpokladu, Ze anglicka
verze bude dostateCné konzultovana s cilem
urgit skuteény zamér SMLUVNICH STRAN,
pokud jde o nesrovnalosti.

23. EXECUTION

23. REALIZACE

This AGREEMENT shall not be considered
accepted, approved, or otherwise effective until
signed below by the appropriate PARTIES.
Each of the PARTIES hereto represents and
warrants that the person signing below on such
PARTY’S behalf has the authority to enter into
this AGREEMENT, and that this AGREEMENT
does not conflict with any existing agreement or

Tato SMLOUVA nebude povazovana za
pfijatou, schvalenou ani jinak ucinnou, dokud
nebude nize podepsana prislusnymi
STRANAMI. Kazda ze STRAN timto prohlasuje
a zaruCuje, Zze osoba podepsana nize jménem
dané STRANY je opravnéna k uzavieni této
SMLOUVY a ze tato SMLOUVA neni v rozporu
s jakoukoliv jinou stavajici smlouvou této
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obligation of such PARTY.

STRANY.

24 APPENDICES

24. PRILOHY

The following attachments form an integral part
to this AGREEMENT:

APPENDIX | - Payment Schedule and Budget
including Attachment 1 and Attachment 2
APPENDIX Il — Data Protection

APPENDIX Il - PROTOCOL Synopsis
APPENDIX IV — Approval of State Institute for
Drug Control

APPENDIX V — Approval of Ethics committee

APPENDIX VI - template of the Informed
Consent Form
APPENDIX VII - Power of Attorney -

authorization of CRO by SPONSOR to sign the

AGREEMENT and CRO’s Certificate of
authorized signatories
APPENDIX VIIIL — CRO’s excerpt from

Commercial Register
APPENDIX IX — copy of Insurance Certificate
+Policy

Nedilnou soucasti této SMLOUVY jsou nasledujici
pfilohy:

PRILOHA | — Harmonogram plateb a Rozpodet,
vcetné Prilohy 1 a Pfilohy 2

PRILOHA Il — Ochrana daj

PRILOHA IIl — Synopse PROTOKOLU
PRILOHA IV — povoleni SUKL

PRILOHA V — souhlasné stanovisko etické
komise

PRILOHA VI — vzor formulafe informovaného
souhlasu

PRILOHA VII — povéfeni ZADAVATELE pro
CRO a zplnomocnéni osoby podepisujici
SMLOUVU za CRO

PRILOHA VIII — vypis CRO z OR

PRILOHA IX — kopie pojistného certifikatu +
pojistné podminky
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IN WITNESS WHEREOF, the PARTIES have
caused this AGREEMENT to be executed by
their duly authorised representatives.

NA DUKAZ CEHOZ STRANY uzavfely tuto
SMLOUVU  prostfednictvim  svych  fadné
opravnénych zastupcu.

Each PARTY will have received its copy.

Kazda STRANA obdrzi svoji kopii.

PAREXEL International (IRL) Limited

PAREXEL International (IRL) Limited,

acting as authorised representative of

UCB BIOPHARMA SPRL /

jednajici jako povéreny zastupce spoleénosti
UCB BIOPHARMA SPRL

By / Zastoupen:

By / Zastoupen:

Name / Pfijmeni:

Name / Pfijmeni:

Title / Funkce:

Title / Funkce:

Date / Datum:

Date / Datum:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

Thomayerova nemocnice

INVESTIGATOR / ZKOUSEJIiCi

By / Zastoupen:

By / Zastoupen:

Name/ Jméno: doc. MUDr. Zdenék Benes, CSc.

Name / Jméno: [ |

Title / Funkce: Director / Reditel

Title / Funkce: Investigator / ZkouSejici

Date / Datum:

Date / Datum:
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APPENDIX Il PRILOHAII
PrRoTOCOL NO. |G PROTOKOL €
DATA PROTECTION OCHRANA UDAJU
1. The PARTIES agree to adhere to the | 1. STRANY se zavazuji k dodrzovani

principles of medical confidentiality in relation
to ENROLLED SUBJECTS involved in the
STUDY. Personal data which shall for the
avoidance of doubt include personally
identifiable information as defined in the
applicable data protection law, including Data
Protection Directive 95/46/EC and its repealing
regulation, the General Data Protection
Regulation - EU 2016/679, becoming
applicable as of 25 May 2018, shall not be
disclosed to SPONSOR/CRO by
INSTITUTION or INVESTIGATOR save where
this is required to satisfy the requirements of
the PROTOCOL or for the purpose of
monitoring or adverse event reporting, or in
relation to a claim or proceeding brought by
the ENROLLED SUBJECT in connection with
the STUDY (provided that this shall not
prevent INVESTIGATOR from providing data
in pseudo-anonymous form, such as through
the use of coded data). Before a PARTY may
make use of a third party in order to perform
any of its obligations under this AGREEMENT,
it shall ensure that such third party has
entered into a written agreement containing
provisions no less protective of personal data
than those of this Article.

zasad lékafského tajemstvi ve vztahu k
ZARAZENYM SUBJEKTUM zapojenym do
STUDIE. Osobni udaje, které budou z divodu
vyhnuti se pochybnostem zahrnovat osobné
identifikovatelné informace tak, jak je
stanoveno v platném zakonu o ochrané
osobnich udajl, véetné smérnice o ochrané
osobnich udaji 95/46/ES a jejiho zruSovaciho
nafizeni o ochrané osobnich udajid - EU
2016/679, které vstoupi v platnost 25. kvétna
2018, nebudou ZDRAVOTNICKYM
ZARIZENIM nebo ZKOUSEJiCiM
ZADAVATELI/CRO prozrazovany, s vyjimkou
situaci, kde to bude nutné ke spinéni
pozadavkl PROTOKOLU nebo pro ucely
monitorovani €i hlaseni nezadoucich pfihod
nebo v souvislosti s narokem nebo fizenim
vznesenym & vyvolanym ZARAZENYM
SUBJEKTEM ve spojeni se STUDII (za
predpokladu, Ze to nebude ZKOUSEJiCIMU
branit v poskytnuti Udajli v pseudoanonymni
formé&, napf. pouzitim zakdédovanych dat).
Pfedtim, nez bude STRANA moci vyuzit treti
strany za ucelem plnéni jakychkoliv svych
zavazkl podle této SMLOUVY, musi se ujistit,
Ze tato ftfeti strana wuzavfela pisemnou
smlouvu obsahujici ustanoveni, ktera poskytu;ji
stejnou ochranu osobnich dat jako ustanoveni
v tomto &lanku.

2. Each PARTY shall comply with all
applicable data protection laws (including the
Data Protection Directive 95/46/EC, its
repealing regulation, the General Data
Protection Regulation — EU 2016/679 and all
implementing legislation within the European
Economic Area). In particular, where any
PARTY is acting as the data processor of the
other PARTY within the meaning of applicable
data protection law ("DATA CONTROLLER"),
the PARTY processing data on behalf of the
DATA CONTROLLER agrees to:

2. VSechny STRANY musi dodrzovat
vesSkeré platné zakony o ochrané osobnich
udaju (v€etné smeérnice o ochrané osobnich
udaju 95/46/ES, jejiho zruSovaciho nafizeni o
ochrané osobnich udaji - EU 2016/679, a
veskeré provadéci predpisy V ramci
Evropského hospodarského prostoru.
Konkrétné to znamena, Ze kdyz kterdkoli
STRANA pusobi jako zpracovatel dat druhé
STRANY ve smyslu platného zakona o
ochrané osobnich tdajti (,SPRAVCE DAT*),
STRANA zpracovavajici data z povéieni
SPRAVCE DAT se zavazuje:
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(a) to maintain technical and
organizational security measures sufficient to
comply at least with the obligations imposed
on the DATA CONTROLLER by applicable
data protection laws;

(a) zachovavat technicka a organizaéni
bezpeénostni opatfeni, ktera budou
postaCovat k dodrzovani alespon téch
povinnosti, které SPRAVCI DAT uklada platny
zakon o ochrané osobnich udaju;

(b) only to process personal data for and
on behalf of the DATA CONTROLLER, in
accordance with the instructions of the DATA
CONTROLLER and for the purpose of the
STUDY and to ensure the DATA
CONTROLLER’S compliance with applicable
data protection laws; where INSTITUTION is
of the opinion that a data processing
instruction by SPONSOR is in violation of
applicable data protection laws, INSTITUTION

will immediateli inform SPONSOR thereof

(b) zpracovavat osobni udaje pouze pro a
z povéfeni SPRAVCE DAT, v souladu s
pokyny SPRAVCE DAT a pro Géely STUDIE a
k zajisténi dodrzovani platnych zakonl o
ochrané osobnich dat SPRAVCEM DAT;
pokud se ZDRAVOTNICKE ZARIZENI
domniva, ze pokyny ZADAVATELE ohledné
zpracovani dat jsou v rozporu s ustanovenim
platnych zakonl na ochranu osobnich udajd,
ZDRAVOTNICKE ZARIZENI bude neprodiené
o této skutecnosti informovat ZADAVATELE

(N

(c) to respond promptly to all enquiries by

c) okamZité reagovat na vesSkeré dotazy

the DATA CONTROLLER regarding the | SPRAVCE DAT tykajici se zpracovani
processing of Personal Data; osobnich udaj;
(d) to subject its staff that process | (d) zavazat své pracovniky, aby osobni

Personal Data pursuant to this AGREEMENT
to an appropriate confidentiality obligation that
continues to apply once the processing

Udaje zpracovavali v souladu s ustanovenim
této SMLOUVY, a aby dodrzovaly pfislusné
povinnosti mi¢enlivosti, které plati i poté, co

activities have ended; bude zpracovani téchto osobnich udajl
dokonceno;
(e) not to subcontract any of its processing | (e) nezajitovat Zadnou s  C&innosti

operations performed on behalf of DATA
CONTROLLER under this AGREEMENT
without the prior written consent of DATA
CONTROLLER;

souvisejicich se zpracovanim osobnich Udajl
jménem SPRAVCE DAT, na zakladé této
SMLOUVY, prostfednictvim subdodavatell
(tfetich stran) bez pfedchoziho pisemného
souhlasu SPRAVCE DAT;

(f) to inform DATA CONTROLLER’s data
privacy officer in writing (with respect to
SPONSOR: within one
(1) business day of any accidental or unlawful
destruction or accidental loss or damage,
alteration, unauthorized disclosure or access
to the Personal Data and to assist DATA
CONTROLLER with its obligation, in
accordance with applicable laws, to notify a

(f) pisemné informovat osobu
odpovédnou za zpracovani osobnich udajd na
strané SPRAVCE DAT (v pfipadé

ZADAVATELE je kontaktni e-mail;
B - © do jednoho (1)
pracovniho dne v pfipadé zjisténi nahodného
nebo nezakonného zniceni, ztraty, poskozeni,
upravy, neopravnéného sdéleni Ci pfistupu k
osobnim Gdajim a poskytnout SPRAVCI DAT

security breach to competent supervisory | potfebnou soucinnost pfi plnéni jeho
authorities and individuals, to the extent that it | povinnosti, v souladu s ustanovenim platnych
has relevant information for DATA | zakonu, oznamovat naruSeni bezpec€nosti
CONTROLLER to meet its notification | osobnich udaju opravnénym organum statniho
obligations or is better placed to inform | dozoru ¢i opravnénym osobam tak, aby
relevant authorities or individuals; SPRAVCE DAT byl schopen splnit svou
oznamovaci povinnost nebo mél lepSi
moznost informovat pfisluSné opravnéné
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Urady &i osoby;

(9) to implement without undue delay
appropriate security and mitigating measures,
in agreement with DATA CONTROLLER, to
limit the potential adverse effects of a security
breach; and

(9) zavést, bez zbyteCného odkladu a na
zakladé dohody se SPRAVCEM DAT, vhodna
bezpelnostni opatfeni a opatfeni ke zmirnéni
pfipadnych nezadoucich nasledkd poruseni
bezpec€nosti osobnich Udajl; a

(h) to allow the DATA CONTROLLER to
audit the processing PARTY’S compliance
with the requirements specified herein on
reasonable notice and/or to provide the DATA
CONTROLLER  with  evidence of its
compliance with the obligations set out in this
Article.

(h) umoznit SPRAVCI DAT, na zékladé
jeho pisemné Zzadosti v dostateCném
predstihu, provadét audit za ucCelem zjisténi
zda STRANA provadegjici zpracovani udajl
splfiuje povinnosti pfedepsané timto ¢lankem
a/nebo poskytnout SPRAVCI DAT diikazy o
dodrzovani svych povinnosti popsanych v
tomto €lanku.

3. The processing PARTY shall obtain
prior agreement of the DATA CONTROLLER
to store or process personal data at sites

outside the European Economic Area
(comprising the countries of the European
Community, Norway, Iceland and

Liechtenstein), which agreement may be made
subject to the fulfiiment of certain conditions,
such as executing EU Model Clauses for such
transfers (as approved by the European
Commission).

3. STRANA zpracovavajici data musi
ziskat predchozi svoleni od SPRAVCE DAT,
Ze muze ukladat ¢i zpracovavat osobni Udaje
na pracovistich mimo ramec Evropského
hospodarského prostoru (zahrnujici zemé
Evropské unie, Norsko, Island a
Lichtenstejnsko), pfiCemz toto svoleni muze
podléhat splnéni ur€itych podminek, jako je
napf. implementace vzorovych doloZzek EU
ohledné takového pfenosu dat (dle schvaleni
Evropské komise).

4. The PARTIES agree to use all
reasonable efforts to assist each other to
comply with applicable data protection law. For
the avoidance of doubt, this includes providing
the other with reasonable assistance in
complying with data access requests from
ENROLLED SUBJECTS and consulting with
the other prior to the disclosure of any
personal data created in connection with the
conduct or performance of the STUDY in
relation to such requests.

4. STRANY souhlasi s tim, Ze se
vynasnazi navzgjem si pomahat pfi
dodrzovani platného zakona o ochrané
osobnich  udaju. Presnéji to zahrnuje
poskytovani vzajemné adekvatni pomoci pfi
vyhovéni pozadavkl ohledné pfistupu k datim
ze strany ZARAZENYCH SUBJEKTU a
vzajemné konzultace pfed tim, nez dojde k
sdéleni jakychkoliv osobnich udaja
vytvofenych ve spojeni s provadénim STUDIE
v souvislosti s takovymi poZadavky.

5. In  addition the INSTITUTION
represents that the STUDY PERSONNEL has
consented to the collection and use of their
personal data by SPONSOR in accordance
with the applicable data protection laws for the
purpose of complying with clinical practice
regulations; for answering requests from any
relevant authority, agency or ethics committee;
and for general trial management and
monitoring purposes by SPONSOR, CRO and
its representatives. These data may also be
disclosed to AFFILIATES of SPONSOR and
CRO and service providers of SPONSOR.

5. ZDRAVOTNICKE ZARIZENI navic
prohlasuje, ze PERSONAL STUDIE souhlasi
se shromazdovanim a pouzitim svych
osobnich udaja ZADAVATELEM v souladu s
platnymi zakony o ochrané udaji za ucelem
dodrzovani zasad spravné klinické praxe, k
zodpovézeni dotaz( od pfisluSnych dradd,
agentur &i etickych komisi a pro vSeobecné
ucely souvisejici s vedenim a monitorovanim
klinického vyzkumu ZADAVATELEM, CRO a
jejich povéfenymi zastupci. Tyto udaje mohou
byt také sdéleny PRIDRUZENYM OSOBAM
ZADAVATELE a CRO a poskytovatelim
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When personal data of STUDY PERSONNEL
is transferred to entities established outside
the European Union, SPONSOR takes
measures to ensure that INVESTIGATOR’s
personal data will be appropriately protected in
accordance with data protection laws and
regulations. In accordance with applicable
data protection laws each member of the
STUDY PERSONNEL has a right to access,
correct and delete their personal data
collected by the SPONSOR. Should such
member wish to exercise such rights, s/he

sluzeb ZADAVATELE. V pfipadé pfedavani
osobnich  udaji PERSONALU STUDIE
subjektdm mimo Evropskou unii, ZADAVATEL
se zavazuje prijmout opatieni k zajisténi radné
ochrany osobnich Gdaji  ZKOUSEJICIHO
v souladu s ustanovenim platnych zakonu a
pfedpisi  na ochranu osobnich udaja.
V souladu s platnymi zakony o ochrané
osobnich Udaji méa kazdy ¢len PERSONALU
STUDIE pravo na pfistup, opravu a vymaz
svych osobnich dat shromazdénych
ZADAVATELEM. Bude-li tento d¢len chtit

ma contact at e-mail address: | uplatnit takova prava, maze tak udinit na e-
— maiové adrese
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