CARDIOLOGY SERVICES AGREEMENT

SMLOUVA O KARDIOLOGICKYCH

SLUZBACH
Concerning Investigational Product | Tykajici se hodnoceného pfipravku
B (sudy ProDUCT) and | (dade jen ,HODNOCENY
study Number || GG PRIPRAVEK") a ¢&isla studie || G0N
This Cardiology Services Agreement | Tato smlouva o kardiologickych sluzbach (dale
(“AGREEMENT”) is entered into by and jen ,SMLOUVAY) se uzavira
BETWEEN MEZI
PAREXEL International (IRL) Limited having a | PAREXEL International (IRL) Limited se

place of business at 70 Sir John Rogerson's,
Quay, Dublin 2, Ireland (hereinafter “CRO”);

sidlem na adrese 70 Sir John Rogerson's,
Quay, Dublin 2, Ireland (déle jen ,CRO");

And

a

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

ucCB BIOPHARMA  SPRL, spoleCnosti
registrovanou 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”); 2ZADAVATEL®);
And a

Thomayerova nemocnice, having a place of
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 Bene§, CSc., director (hereinafter
"INSTITUTION");

Thomayerova nemocnice, se sidlem na
adrese Videnska 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 rejstiiku
u Méstského soudu v Praze, oddil Pr, vl. 1043;
ICO: 00064190, DIC: CZ00064190,
Zastoupena: doc. MUDr. Zdefikem BeneSem,
CSc., feditelem (dale jen ,ZDRAVOTNICKE
ZARIZENI“);

I serving as the

cardiologist for the STUDY (defined hereinafter)
(“CARDIOLOGIST”).

adresa

I <5 bude ve funkci kardiologa pro
STUDII  (definovand nize) (dale jen
,KARDIOLOG").

Individually a "PARTY" and together the
"PARTIES".

jednotlivé oznacovany jako ,STRANA® a
spole¢né ,STRANY®.

This AGREEMENT will be effective

Tato SMLOUVA bude udinna

as of the same effective date as the clinical trial

ke stejnému datu ucinnosti jako smlouva o

agreement relating to the conduct of the | klinickém hodnoceni, ktera souvisi s
STUDY between CRO, SPONSOR, | provadénim STUDIE mezi CRO,
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‘T - ing its principal place of

business

(the “CLINICAL SITE”) an
. having a place of
business

_
]
I < INVESTIGATOR”), who
is serving as the principal investigator for the

STUDY (the “CLINICAL TRIAL
AGREEMENT”) (the “EFFECTIVE DATE”").”
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(
jen  KLINICKE ~ PRACOVISTE")

»

(dale jen ,ZKOUSEUJICI), ktery pini funkC|
hlavniho zkousejiciho ve STUDII (dale jen
,SMLOUVA O KLINICKEM HODNOCENI)
(dale jen ,DATUM UCINNOSTI").

WHEREAS, SPONSOR and its AFFILIATES
(defined below) are engaged in research and
development of pharmaceutical products and/or
medical devices and have developed or
acquired proprietary know-how and technical
information relating to such products or
devices; and

VZHLEDEM K TOMU, Ze ZADAVATEL a jeho
PRIDRUZENE OSOBY (definované nize) se
angazuji ve vyzkumu a vyvoji farmaceutickych
pripravkll a/nebo zdravotnickych prostfedkl a
maji nebo ziskali know-how, které vlastni, a
technické informace tykajici se téchto
pfipravkl 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 managing the STUDY entitled

" (“STUDY”) fo
SPONSOR, including procurement of services
in respect to this STUDY (“CRO SERVICES”);
nd

Q

VZHLEDEM K TOMU, ze CRO je spole¢nost
pro klinicky vyzkum, ktera byla
ZADAVATELEM najatd podle samostatné
smlouvy, aby jednala pro ZADAVATELE jako
ZADAVATELUV dodavatel a zmocnénec pro
STUDIE s nadzvem nézvem

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

WHEREAS, CRO has expertise inter alia, in
recruiting institutions and investigators t
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 t
SPONSOR; and

(@)

o

VZHLEDEM K TOMU, zZe je spoleCnost CRO
odborné zplsobila k tomu, aby mimo jiné
najimala zdravotnicka zafizeni a zkousejici k
ucasti ve studiich, k vytvareni protokolU studie
a monitorovani shromazdovani udaji a k
dohledu na harmonogram a format vystupu
studie, a ZADAVATEL jmenoval CRO, aby tak
zaopatfil SLUZBY CRO podle této SMLOUVY
a spole¢nost CRO poskytovala tyto SLUZBY
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ZADAVATELI; a

WHEREAS, the CLINICAL SITE, the
INVESTIGATOR, CRO and SPONSOR will
enter or have entered into the CLINICAL TRIAL
AGREEMENT, under which the CLINICAL
SITE and INVESTIGATOR will arrange and

VZHLEDEM K TOMU, 2e KLINICKE
PRACOVISTE, ZKOUSEJiCi, CRO a
ZADAVATEL uzavrou nebo uzavreli

SMLOUVU O KLINICKEM HODNOCENI, na
zakladé které KLINICKE PRACOVISTE a

administer PADSEVONIL (the “STUDY | ZKOUSEJICi zajisti a budou podéavat

PRODUCT’) in the STUDY; and PADSEVONIL (dale jen ,HODNOCENY
PRIPRAVEK") v ramci STUDIE; a

WHEREAS, the INSTITUTION and the | VZHLEDEM K TOMU, e ZDRAVOTNICKE

CLINICAL SITE are independent legal entities
which are not affiliated which each other and
which are not linked to each other by any other
corporate relationship; and

ZARIZENI a KLINICKE PRACOVISTE jsou
nezavislé pravnické osoby, které spolu nejsou
spfiznéné ani propojené Zzadnym jinym
korporatnim vztahem; a

WHEREAS, CARDIOLOGIST is employed by
INSTITUTION; and

VZHLEDEM K TOMU, Ze je KARDIOLOG
zaméstnanec ZDRAVOTNICKEHO ZARIZENI;
a

WHEREAS, CRO wishes to engage
INSTITUTION and CARDIOLOGIST to provide
further assistance in respect of the STUDY and
the INSTITUTION and CARDIOLOGIST are
willing to perform the SERVICES (as defined
herein) upon the terms and subject to the
conditions set forth hereafter.

VZHLEDEM K TOMU, Zze si CRO preje
najmout ZDRAVOTNICKE ZARIZENi a
KARDIOLOGA k poskytovani dalSi asistence v
souvislosti se STUDII a e ZDRAVOTNICKE
ZARIZENi a KARDIOLOG jsou ochotni
provadét SLUZBY (zde definované) na
zakladé smluvnich podminek a podminek zde
uvedenych.

NOW, THEREFORE, IT HAS BEEN AGREED
AS FOLLOWS:

Z TOHO DUVODU SE SMLUVNi STRANY
NYNi DOHODLY NASLEDOVNE:

ARTICLE 1 - ENGAGEMENT

CLANEK 1 - ZAVAZEK

CRO appoints INSTITUTION and
CARDIOLOGIST, who accept to perform the
cardiology services as further described in the
PROTOCOL as defined in Section 2.1 below
(the “INSTITUTION SERVICES”).

CRO ustanovi ZDRAVOTNICKE ZARIZENI a
KARDIOLOGA, ktefi pfijmou zavazek provadét
kardiologické sluzby, které jsou podrobnéji
popsany v PROTOKOLU dle Oddilu 2.1 nize
(dadle jen ,SLUZBY ZDRAVOTNICKEHO
ZARIZENI“).

ARTICLE 2 — DUTIES

CLANEK 2 — POVINNOSTI

2.1 INSTITUTION and CARDIOLOGIST
agree to perform the INSTITUTION SERVICES
and to comply with all laws, rules, regulations,
guidelines, regulatory requirements and
authorizations, best professional and ethical
standards, the latest version of the ICH-GCP,

2.1  ZDRAVOTNICKE ZARIZENI a
KARDIOLOG souhlasi s provadénim SLUZEB
ZDRAVOTNICKEHO  ZARIZENi a s
dodrzovanim veskerych zakonl, pravidel,
predpisu, pokynu, regulaénich pozadavki a
opravnéni, nejlepsSich odbornych a etickych

the Helsinki Declaration, any SPONSOR | standardli, nejnovéjsi verze ICH-GCP,
standard operating procedures or any | Helsinské deklarace, veSkerych standardnich
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instructions given by SPONSOR, CRO,
CLINICAL SITE and INVESTIGATOR with
respect to the INSTITUTION SERVICES
(hereinafter “APPLICABLE REGULATIONS”)
and in strict accordance with the protocol
entitled,

I hich forms part of this

AGREEMENT and may be amended from time
to time, such amendments also forming part of
this AGREEMENT (the “PROTOCOL").

pracovnich postupl ZADAVATELE nebo
veskerych pokyni ZADAVATELE, CRO,
KLINICKEHO PRACOVISTE a

ZKOUSEJICIHO souvisejicich se SLUZBAMI
ZDRAVOTNICKEHO ZARIZENi (dale jen
,PLATNE PREDPISY“) a v pfisném souladu s

protokolem nazvem
I
o ]
E svoe I

ktery tvofi sou€ast této SMLOUVY a mulze byt
¢as od Casu upraven dodatky, pficemz tyto
dodatky jsou také soucasti této SMLOUVY
(dale jen ,PROTOKOL®).

2.2 INSTITUTION shall ensure that it has
sufficient  personnel to  perform  the
INSTITUTION SERVICES in accordance with
the PROTOCOL and that all personnel and
employees performing the INSTITUTION
SERVICES shall have the necessary expertise
and relevant qualifications.

2.2 ZDRAVOTNICKE ZARIZENI zajisti,
aby mélo k dispozici dostatek personalu k
provadéni SLUZEB  ZDRAVOTNICKEHO
ZARIZENI v souladu s PROTOKOLEM a aby
veSkery personal a zaméstnanci provadéjici
SLUZBY ZDRAVOTNICKEHO ZARIZENI méli
nezbytnou odbornost a relevantni kvalifikaci.

2.3 INSTITUTION and CARDIOLOGIST
warrant  that the INSTITUTION and
CARDIOLOGIST and any of its employees or
other staff members involved in the
performance of the INSTITUTION SERVICES
have such current licenses and permits as may
be required to perform the INSTITUTION
SERVICES and are not disbarred in any way
from entering into this AGREEMENT and from
providing the INSTITUTION SERVICES.

2.3  ZDRAVOTNICKE ZARIZENI a
KARDIOLOG prohladuji, Z2 ZDRAVOTNICKE
ZARIZENI a KARDIOLOG a vsichni jeho
zaméstnanci nebo ostatni ¢lenové personalu,
ktefi se budou podilet na provadéni SLUZEB
ZDRAVOTNICKEHO ZARIZENI, maji takové
aktudlni licence a povoleni, které mohou byt
pozadovany k provadéni SLUZEB
ZDRAVOTNICKEHO ZARIZENI, a Ze jim nic
nebrani v uzavieni této SMLOUVY a v
poskytovani SLUZEB ZDRAVOTNICKEHO
ZARIZENI.

2.4 INSTITUTION and CARDIOLOGIST
represent and warrant to CRO and SPONSOR
that neither INSTITUTION nor CARDIOLOGIST
are and shall be, during the term of this
AGREEMENT, a Party to any agreement which
would prevent them from fulfilling their
obligations under this AGREEMENT and that
neither of them shall accept assignments for

INSTITUTION SERVICES from third parties

2.4  ZDRAVOTNICKE ZARIZENI a
KARDIOLOG prohlasuji a zarucuji se CRO a

ZADAVATELI, Ze ani ZDRAVOTNICKE
ZARIZENI ani KARDIOLOG nejsou a Vv
prabéhu trvani této SMLOUVY nebudou

smluvni stranou jakékoli smlouvy, ktera by jim
branila v plnéni jejich zavazka podle této
SMLOUVY a zZe nebudou pfijimat dkoly v
ramci SLUZEB ZDRAVOTNICKEHO
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that would create a conflict of interest or enter
into an agreement with a third party to provide
services which would in any way restrict their
ability to provide the INSTITUTION SERVICES
under this AGREEMENT, or do any other act
which may otherwise give rise to a conflict of
interest.

ZARIZENI od tretich stran, ktery by tvofily stiet
zajmu, ani nebude uzavirat smlouvy se tfetimi
stranami za ucelem poskytovani sluzeb, které

by jakymkoli zplsobem omezovaly jejich
schopnost poskytovat SLUZBY
ZDRAVOTNICKEHO ZARIZENi podle této

SMLOUVY, a budou jednat tak, aby zabranili
vzniku stfetu zajma.

2.5 INSTITUTION shall be solely
responsible for notifying this AGREEMENT and
any payments made by CRO to INSTITUTION
for INSTITUTION SERVICES rendered under
this AGREEMENT to such authorities as
required by any APPLICABLE REGULATIONS.
INSTITUTION represents, warrants, and
undertakes that he/she has complied with all
APPLICABLE REGULATIONS upon entering
into this AGREEMENT and will do so
throughout the conduct of the INSTITUTION
SERVICES hereunder.

25 ZDRAVOTNICKE ZARIZENi bude
vyhradné zodpovédné za ohlaseni této
SMLOUVY a veSkerych plateb provedenych
CRO ZDRAVOTNICKEMU ZARIZENi za
SLUZBY ZDRAVOTNICKEHO  ZARIZENI
provadéné podle této SMLOUVY tém ufadum,
které to vyZaduji podle jakychkoli PLATNYCH
PREDPISU. ZDRAVOTNICKE  ZARIZENI
prohladuje, zaruCuje a zavazuje se, Ze pfi
uzavirani této SMLOUVY dodrzelo veSkeré
PLATNE PREDPISY a bude je dodrzovat i pfi
provadéni SLUZEB ZDRAVOTNICKEHO
ZARIZENI zde uvedenych.

2.6 INSTITUTION shall and shall cause its
employees and other staff members involved in
the performance of the INSTITUTION
SERVICES to promptly notify CRO and
SPONSOR in accordance with the PROTOCOL
of any claim of illness or injury incurred to a
STUDY subject, which he/she reasonably
determines to be an adverse reaction to the
STUDY DRUG or control drug (if any).

2.6 ZDRAVOTNICKE ZARIZENI  bude
neprodlené informovat (a zafidi, aby i jeho
zaméstnanci a ostatni ¢lenové personalu
podilejici se na provadéni SLUZEB
ZDRAVOTNICKEHO ZARIZENI jednali stejné&)
CRO a ZADAVATELE v souladu s
PROTOKOLEM o veskerych onemocnénich Ci
ajmach vzniklych STUDIINIMU subjektu, které
tento subjekt rozumné povazuje za nezadouci
reakci na HODNOCENY PRIPRAVEK nebo
kontrolni 1€k (pokud je pouzivan).

2.7 INSTITUTION and CARDIOLOGIST
shall fully cooperate with CRO, SPONSOR
and/or their affiliates in providing the data that
CRO and/or SPONSOR has to report to the
health authorities or other bodies in accordance
with  the APPLICABLE REGULATIONS.
INSTITUTION and CARDIOLOGIST shall do so
using the format that CRO or SPONSOR will
define for such purpose.

2.7  ZDRAVOTNICKE ZARIZENI a
KARDIOLOG budou plné spolupracovat s
CRO, ZADAVATELEM a/nebo jejich
pridruzenymi osobami pfi poskytovani udaju,
které CRO a/nebo ZADAVATEL musi hlasit
zdravotnim afadim nebo jinym organim podle
PLATNYCH PREDPISU. ZDRAVOTNICKE
ZARIZENI a KARDIOLOG pfi tom pouziji
formét, ktery CRO a ZADAVATEL pro tento
ucel urdi.

ARTICLE 3 - COMPENSATION AND

CLANEK 3 — ODMENA A PLATBY

PAYMENT
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3.1 In consideration for performance of the
INSTITUTION SERVICES, CRO will pay to the
INSTITUTION the compensation in accordance
with the payment schedule as detailed in
Schedule 1 attached hereto. Unless otherwise
agreed in writing by CRO and SPONSOR, no
additional compensation shall be made by CRO
to the INSTITUTION under or in connection
with this AGREEMENT.

3.1 V souvislosti s provadénim SLUZEB
ZDRAVOTNICKEHO ZARIZENI uhradi CRO
ZDRAVOTNICKEMU ZARIZENi odménu v
souladu s harmonogramem plateb, ktery je
podrobné uveden v Harmonogramu 1, ktery je
pfipojen k této smlouvé. Pokud se CRO a
ZADAVATEL pisemné nedohodnou jinak,
nebude = ZDRAVOTNICKEMU  ZARIZENI
nalezet Zadna daldi odména ze strany CRO
podle této SMLOUVY nebo v souvislosti s ni.

3.2.  INSTITUTION and CARDIOLOGIST
acknowledge and agree that CRO is performing
the CRO SERVICES for SPONSOR in
accordance with its separate agreement with
SPONSOR. CRO shall make payments to
INSTITUTION for the conduct of the STUDY
under this AGREEMENT. INSTITUTION shall
issue invoices for compensation making
reference to the INSTITUTION SERVICES
performed. ORIGINAL INVOICES FOR
PAYMENTS_with detailed list of the invoiced
services and issued based on the request

3.2. ZDRAVOTNICKE ZARIZENI a
KARDIOLOG berou na védomi a souhlasi s
tim, 2e CRO provadi SLUZBY CRO pro
ZADAVATELE v souladu se samostatnou
smlouvou se ZADAVATELEM. CRO bude
provadét platby ZDRAVOTNICKEMU
ZARIZENI za provadéni STUDIE podle této
SMLOUVY. ZDRAVOTNICKE  ZARIZENI
vystavi faktury za odmény, na kterych uvede
provedené SLUZBY ZDRAVOTNICKEHO
ZARIZENI. Ve FAKTURACH PRO PLATBY
s podrobnym seznamem uétovanych sluzeb,

received from CRO should be made out to and
clearly state the following:

vytvofenych na zakladé vyzvy od CRO, musi
byt jasné uvedeno, Ze jsou vystaveny na:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

To expedite faster payment turnaround, please
electronically e-mail invoices in the format
shown in Attachment 1 to CRO at the following
e-mail address:

Za ucCelem uspiSeni rychlejSiho obratu plateb
posilejte  faktury elektronickou postou v
podobé uvedené v Priloze 1 spole¢nosti CRO
na nésledujici adresu elektronické posty:

If for some reason electronic e-malil
transmission is not possible then please send
invoices in the format shown in Attachment 1 to
the following postal address:

Jestlize z néjakého davodu elektronicky
pfenos neni mozny, pak zaSlete faktury v
podobé uvedené v Priloze 1 na nasledujici
postovni adresu:

PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road

Kilmainham

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham
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Dublin 8
Ireland

Dublin 8
Ireland

Charges raised for services performed and
expenses incurred in the same EU jurisdiction
where the CRO has its place of business,
(based on the postal address shown above);
are expected to be treated as local supplies for
VAT purposes and Invoices should reflect this
treatment.

Platby za provedené sluzby a za vylohy
vzniklé ve stejné EU jurisdikci, kde je sidlo
CRO (podle postovni adresy uvedené vyse);
pfedpoklada se, Zze s nimi bude zachazeno
jako s mistnimi dodavkami pro ucely DPH a
faktury by toto zachazeni mély reflektovat.

Please note that all invoices, preferably
provided in English to facilitate faster payment,
must contain the following information:

Prosim, méjte na zfeteli, ze vSechny faktury,
idealné poskytované v angli¢tiné k usnadnéni
rychlejSich plateb, musi obsahovat nasledujici
informace:

@ ucB PRoTOCOL Number I | @  cislo PROTOKOLU UCE . = |

and

(b)  ucB Study Number: | NI, ard | ®) ucBéisostude | N, 2 |

(© Invoice Number; and (© Cislo faktury; a

(d) Invoice Date; and (d) datum faktury; a

(e) Date & Description of Services | (e) datum a popis poskytnutych sluzeb; a

Provided; and

() CRO Project Number _; and | (f) Cislo  projektu  spole¢nosti CRO
I -

(9) Total amount payable; and (9) celkova splatna Castka; a

(h) Exchange rate used (where applicable); | (h) pouzity sménny kurz (tam, kde je to

and relevantni); a

(i) INVESTIGATOR Name; and (i) jméno ZKOUSEJICIHO; a

@ Site Number -; and )] Cislo pracovisté -; a

(K) PAYEE Name and Address (per this | (k) jméno a adresa PRIJEMCE PLATBY

AGREEMENT); and

(pro tuto SMLOUVU); a

)] CRO Address listed above

adresa CRO uvedena vyse

()

Invoices and associated documentation should
be de-identified of patient personal information
(e.g. name, date of birth, initials, etc.) prior to
being submitted to CRO.

Faktury a s nimi spojena dokumentace by
mely byt zbaveny osobnich informaci pacient
(napf. jméno, datum narozeni, inicidly atd.)
pfedtim, nez jsou pfedloZzeny CRO.

Where the PAYEE is VAT/GST registered then
the following information should also be
provided:

Je-li PRIJEMCE PLATBY registrovan jako
platce DPH/GST, musi byt poskytnuty rovnéz
nésledujici informace:

(a) VAT / GST registration number of the

supplier (PAYEE), prefixed with their country

(@) registraCni Cislo DPH/GST dodavatele
(PRIJEMCE PLATBY), s predponou v podobé&
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code (if applicable); and

kodu zemé (je-li to relevantni); a

(b) Name, address and VAT / GST
registration number of the customer (CRO); and

(b) jméno, adresa a DPH/GST registracni
Cislo zdkaznika (CRO); a

(c) On the face of the invoice the words | (c) na pfedni strané faktury text

“‘Reverse Charge” .Pfeneseni danové povinnosti“ (,Reverse
Charge*)

3.3 CRO shall make payment in the | 3.3 CRO provede platbu v méné uvedené

currency specified in Schedule 1 within forty-
five (45) days of the date of receipt of said
invoice, unless disputed by the CRO.

v Harmonogramu 1 do pétactyficeti (45) dni od
data pfijeti dané faktury, pokud tato nebude
rozporovana CRO.

3.4 The INSTITUTION and
CARDIOLOGIST designate the following party
as payee ("PAYEE") under this AGREEMENT:

3.4  ZDRAVOTNICKE ZARIZENI a
KARDIOLOG ur¢i jako pfijemce platby (dale
jen ,PRIJEMCE PLATBY®) podle této
SMLOUVY nize uvedenou stranu:

~

PAYEE/
Detailni informace PRIJEMCE PLATBY

PAYEE/
Detailni informace PRIJEMCE PLATBY
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3.5 INSTITUTION acknowledges that it has
advised PAYEE that PAYEE is accepting tax
liability for the work performed under this
AGREEMENT. Payment instructions have been
transmitted to CRO. Any changes to details in
payment details shall be notified in writing to
CRO without delay to the following email
address:
I
The compensation specified in Schedule 1
does not include goods and services tax, Value
Added Tax (VAT), harmonized sales tax and
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 and CRO will include it

3.5  ZDRAVOTNICKE ZARIZENI potvrzuje,
7e informovalo PRIJEMCE PLATBY, ze
PRIJEMCE PLATBY pfijima dafovou
odpovédnost za prace vykonané na zakladé

této SMLOUVY. Platebni instrukce byly
pfedany spole¢nosti CRO. CRO bude
neprodlené pisemné informovana o]

jakychkoliv zménach v platebnich adajich na
nasledujici emailovou adresu:

Odména uvedenad v Harmonogramu 1
neobsahuje dan ze zbozi a sluzeb, dan z
pfidané hodnoty (DPH), harmonizovanou danh
z prodeje a podobné komoditni dané (dale jen
,Dané“). Pokud jsou tyto dané ze zakona
vyzadovany, musi byt pficteny k platbdm a

with the compensation on the invoice at the | uvedeny na faktufe ve vySi mistné

local applicable rate. uplatfiované, pficemz CRO je zahrne do
odmény na faktufe ve vySi mistné
uplatfiované.

3.6 The compensation under this | 3.6 Odména podle této SMLOUVY bude

AGREEMENT shall be invoiced at the latest
within six (6) months from the termination of
this AGREEMENT. Activities wunder the
AGREEMENT which have not been invoiced to
CRO within such six (6) month period shall no
longer be considered due and hence not paid
by CRO and SPONSOR, without any recourse
from INSTITUTION.

fakturovana nejpozdéji do Sesti (6) mésict po
ukoné&eni této SMLOUVY. Cinnosti podle této
SMLOUVY, které nebyly fakturovany CRO do
téchto Sesti (6) mésicl, nadale nebudou
povazovany za dluznou ¢astku, a tudiz
nebudou CRO a ZADAVATELEM proplaceny
a ZDRAVOTNICKE ZARIZENi nebude mit
pravo postihu.

3.7 The PARTIES agree that the
compensation paid hereunder represents the
fair market value of services rendered and that
no part of any consideration paid pursuant to

3.7 SMLUVNI  STRANY
odména vyplacena podle této smlouvy
pfedstavuje  spravedlivou trzni  hodnotu
poskytnutych sluzeb a ze zadna Ccast

souhlasi, ze
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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.

protipinéni na zakladé této SMLOUVY neni
zakadzana platba za doporueni nebo
zprostfedkovani pro doporuceni podnikové
¢innosti, objednani zboZi nebo sluzeb, ani se
nejedna o platby, které maji vyvolat
nezakonné doporuceni podnikani.

3.8 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.

3.8 V dasledku zakonnych pozadavkd,
mimo jiné vcéetné kodexl pfislusnych
odbornych asociaci (napf. Zasady praxe a
Zasady zpfistupniovani Evropské federace
farmaceutického  primyslu a  asociaci
[European Federation of Pharmaceutical
Industries and Associations, EFPIA] a jejich
narodnich c&lenskych asociaci), muze byt od
spole¢nosti CRO a/nebo ZADAVATELE
pozadovano, aby zpfistupnili jisté platby, dary
nebo jiné prevody hodnot, které poskytli
poskytovatelim zdravotni péce, zdravotnickym
zafizenim a organizacim. Proto, a bez ohledu
na jakékoli ustanoveni v opacném smyslu,
mohou byt informace o Uhradach a dalSi
informace zpfistupnény bez upozornéni CRO
a/nebo ZADAVATELEM z ddvodu zédkonnych
povinnosti, bez ohledu na to, zda takova
platba byla poukazana pfimo
ZDRAVOTNICKEMU ZARIZENI nebo
ZKOUSEJiCiMU.

ARTICLE 4 — PROPERTY RIGHTS

CLANEK 4 — VLASTNICKA PRAVA

INSTITUTION acknowledges that, unless
otherwise agreed upon in writing by the
PARTIES, all rights in and to the STUDY
DRUG and in and to any and all
CONFIDENTIAL INFORMATION, clinical data,

results, discoveries and/or improvements
generated during the performance of the
INSTITUTION SERVICES under this

AGREEMENT, including data on the STUDY
DRUG, are vested in SPONSOR and that, even
if the INSTITUTION is to be considered as co-
investor and/or co-inventor, all its interests
therein are assigned to SPONSOR or its
nominee.

Pokud se SMLUVNI STRANY pisemné
nedohodnou jinak, ZDRAVOTNICKE
ZARIZENI bere na v&domi, e veskera prava
souvisejici s HODNOCENYM PRIPRAVKEM a
s veskerymi DUVERNYMI INFORMACEMI,
klinickymi  Gdaji, vysledky, objevy a/nebo
zlepSenimi, ke kterym dojde béhem provadéni
SLUZEB ZDRAVOTNICKEHO  ZARIZENi
podle této SMLOUVY, a to vcetné udaju
tykajicich se HODNOCENEHO PRIPRAVKU,
jsou ze strany ZADAVATELE pravné
zaruc€eneé, a ze veskeré zajmy
ZDRAVOTNICKEHO ZARIZENI zde uvedené
budou pfipsany ZADAVATELI nebo jim uréené
0sobé, a to i tehdy, pokud je ZDRAVOTNICKE
ZARIZENi povazovano za spoluinvestora
a/nebo spoluvynélezce.
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ARTICLE 5 — CONFIDENTIALITY

CLANEK 5 — DUVERNOST UDAJU

5.1 All information supplied by SPONSOR
or CRO to INSTITUTION or the
CARDIOLOGIST, or derived by INSTITUTION
or by CARDIOLOGIST during the term of this
AGREEMENT shall be deemed confidential
information (“CONFIDENTIAL
INFORMATION”) and shall not be used for any
purpose other than the provision of the
INSTITUTION SERVICES under this
AGREEMENT and shall not be disclosed to any
third party without the prior written consent of
SPONSOR, except for any data or information
which was in the public domain before its
disclosure or which INSTITUTION and/or
CARDIOLOGIST can show was in its
possession before the execution of this
AGREEMENT and was not acquired from
SPONSOR or a third party under obligation of
confidentiality to SPONSOR.

5.1 Veskeré informace poskytnuté
ZADAVATELEM nebo CRO
ZDRAVOTNICKEMU ZARIZENI nebo
KARDIOLOGOVI nebo vytvorené
ZDRAVOTNICKYM ZARIZENIM &i

KARDIOLOGEM béhem trvani této SMLOUVY
se povazuji za davérné informace (dale jen
,DUVERNE INFORMACE“) a nebudou
vyuzivany k jinému ucelu nez k zajisténi
SLUZEB ZDRAVOTNICKEHO  ZARIZENiI
podle této SMLOUVY a nebudou pfedany jiné
tfeti strané bez predchoziho pisemného
souhlasu ZADAVATELE, s vyjimkou veskerych
udaju a informaci, které se objevily na
verejnosti jesté pred jejich pfedanim nebo u
nichz ZDRAVOTNICKE ZARIZENi a/nebo
KARDIOLOG muzou prokazat, ze je méli v
drzeni prfed zahjenim provadéni této
SMLOUVY a Ze nebyly ziskany od
ZADAVATELE nebo néjaké ftfeti strany pod
zavazkem duvérnosti vaci ZADAVATELI.

5.2 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.

5.2 Schopnost CRO a/nebo ZADAVATELE
pfezkoumavat zdravotni zaznamy pacientd
bude podminéna pfiméfenou ochranou
divérnych informaci pacientu.
ZDRAVOTNICKE ZARIZENI poskytne
monitorovi CRO a/nebo ZADAVATELE pfistup
ke vSem zdravotnim zaznamUim pacienta nebo
k jeho systémim. ZDRAVOTNICKE ZARIZENI
zajisti, ze monitor CRO a/nebo ZADAVATELE
ma pfistup pouze Kk tém zdravotnim
zaznamum 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 zajisti, Ze inspekci a/nebo
sledovaci navstévé budou dostupné ufedni
papirové kopie.

the
from

5.3 CRO is appointed to procure
CONFIDENTIAL INFORMATION

INSTITUTION and may only use the
CONFIDENTIAL INFORMATION for that

purpose. INSTITUTION agrees that CRO shall

5.3 Spole¢nost CRO je povéfena, aby
ziskavala DUVERNE INFORMACE od
ZDRAVOTNICKEHO ZARIZENi, a muze

pouzivat DUVERNYCH INFORMACI pouze
pro tento udel. ZDRAVOTNICKE ZARIZENI
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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 further its business interests,
both during and following termination of, this
AGREEMENT but always in accordance with
the purpose pursued by this AGREEMENT.

souhlasi, Ze CRO bude shromazdovat
informace v pribéhu STUDIE, které mohou byt
pouzity k hodnoceni vykonu

ZDRAVOTNICKEHO ZARIZENI, a kromé& toho
muze tyto informace pouzivat zpusobem, ktery
ZADAVATEL a CRO budou povazovat za
vhodny k rozvijeni jejich obchodnich zajma, a
to i v prbéhu a po ukonéeni této SMLOUVY,
avSak vzdy v souladu s ucelem sledovanym
touto SMLOUVOU.

ARTICLE 6 — PUBLICATION

CLANEK 6 — PUBLIKOVANI

INSTITUTION and/or CARDIOLOGIST shall
not publish any research findings or other
scientific work with respect to the STUDY
DRUG or the assignment under this
AGREEMENT without SPONSOR’s prior
written  consent, which shall not be
unreasonably withheld, on the content of the
manuscript or other materials prepared for
publication.

ZDRAVOTNICKE ZARIZENI a/nebo
KARDIOLOG nebudou publikovat Zzadna
zjisténi plynouci z vyzkumu ani jinou védeckou
ginnost  souvisejici s  HODNOCENYM
PRIPRAVKEM nebo s ukoly podle této
SMLOUVY bez predchoziho pisemného
souhlasu ZADAVATELE, pficemz tento
souhlas nebude nepfiméfené odpiran, v
obsahu rukopisu nebo jinych materidlech,
které pfipravuje k publikovani.

ARTICLE 7 — TERM AND TERMINATION CLANEK 7 - TRVANI SMLOUVY A
UKONCENi SMLOUVY

7.1 Unless  otherwise terminated in|7.1 Pokud nedojde k jinému ukoncéeni v

accordance with the terms herein, this | souladu s podminkami zde uvedenymi, bude

AGREEMENT shall be effective from the
EFFECTIVE DATE and shall remain in force
until successful completion of the
INSTITUTION SERVICES, unless earlier
terminated in accordance with this Article 7.
This AGREEMENT is furthermore subject to the
condition precedent that the CLINICAL TRIAL
AGREEMENT has been executed by the
respective parties.

tato SMLOUVA uginna od DATA UCINNOSTI
a zl0stane platn4 az do uspéSného zavrSeni
SLUZEB ZDRAVOTNICKEHO ZARIZENI,
pokud nebude dfive ukon&ena podle Clanku 7
této smlouvy. Tato SMLOUVA také podléh&
odkladaci podmince, Zze pfislusné strany
uzavrely SMLOUVU 0] KLINICKEM
HODNOCENI.

7.2 SPONSOR and CRO shall have the
right to terminate this AGREEMENT at any time
and for any reason, by a minimum of thirty (30)
days written notice to the INSTITUTION. This
right shall be without prejudice to any other
right and remedy the PARTIES may have in
law. The obligations undertaken under Articles
4, 5 and 6 shall however survive any
termination hereof.

7.2 ZADAVATEL a CRO budou mit pravo
vypovédét tuto SMLOUVU kdykoli a z
jakéhokoli divodu, a to pisemnou vypoveédi
ZDRAVOTNICKEMU ZARIZENI nejméné tFicet
(30) dni pfedem. Toto pravo neposkodi zadné
jiné pravo & opatfeni, které SMLUVNI
STRANY mohou ze zakona mit. Zavazky
podle Clankd 4, 5 a 6 vSak zlistanou v
platnosti i po jakémkoli ukonéeni smlouvy.

7.3 SPONSOR and CRO shall be entitled to

7.3 ZADAVATEL a CRO budou mit pravo
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terminate this AGREEMENT with immediate
effect and without any indemnity to
INSTITUTION if INSTITUTION demonstrably
fails to comply with any APPLICABLE
REGULATIONS.

vypovédét tuto SMLOUVU s okamzitou
platnosti a bez penézni nahrady
ZDRAVOTNICKEMU  ZARIZENIi,  pokud
ZDRAVOTNICKE ZARIZENi nedodrzi

prokazatelné jakékoli PLATNE PREDPISY.

7.4 INSTITUTION shall be entitled to
terminate this AGREEMENT with thirty (30)
days’ written notice if there is a material breach
by SPONSOR or CRO of this AGREEMENT
and such breach is not cured within thirty (30)
days after SPONSOR’s or CRO’s receipt of
notice of breach.

7.4  ZDRAVOTNICKE ZARIZENI bude mit
pravo vypovédét tuto SMLOUVU do ftficeti (30)
dni po pisemném oznameni, jestlize dosSlo k
podstatnému  poruSeni této SMLOUVY
ZADAVATELEM nebo spole¢nosti CRO a toto
poruseni nebylo napraveno v pribéhu fficeti
(30) dni poté, co ZADAVATEL a/nebo CRO
obdrzeli oznameni o poruseni.

ARTICLE 8 — INSURANCE

CLANEK 8 — POJISTENI

INSTITUTION shall, at its own expense, carry
and maintain adequate professional liability
insurance for itself and its staff members
performing INSTITUTION SERVICES
hereunder. The INSTITUTION shall, upon
request provide SPONSOR and/or CRO with
the certificate of such insurance.

For the avoidance of any doubts, it is
understood that the liability insurance of the
INSTITUTION is not the customary clinical trial
insurance; such insurance is maintained by
SPONSOR in accordance with applicable laws
and regulations.

Prior to the start of the STUDY, the 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

ZDRAVOTNICKE ZARIZENI na své vlastni
naklady uzavie a bude udrzovat odpovidajici
pojisténi profesni odpovédnosti pro sebe a
gleny svého personalu provadsjici SLUZBY
ZDRAVOTNICKEHO ZARIZENI podle tohoto
dokumentu. ZDRAVOTNICKE ZARIZENi na
pozadani ZADAVATELI a/nebo CRO predlozi
pojistku.

Pro vylou€eni vSech pochybnosti se rozumi,
Ze pojistna smlouva ZDRAVOTNICKEHO
ZARIZENI neni pojistnou smlouvou obvyklou
pro klinické hodnoceni; takové pojisténi je
udrzovano ZADAVATELEM v souladu
s platnymi zakony a predpisy.

Pfed zahjenim STUDIE, ZADAVATEL zajisti
a bude udrzovat v plné platnosti a ucinnosti v
prubéhu celého provadéni STUDIE pojisténi
odpovédnosti za Skodu tak, jak je vyZadovano
zakonem v souladu s 8§ 52 odst. 3 pism. f)
zakona o légivech Ceské republiky, které musi
zajistit dostateCnou ochranu pro pfipad
odpovédnosti za vyrobek a klinicka hodnoceni,
kterd je ve farmaceutickém primyslu v této

to procure. Confirmation of the liability | jpjasti bezna a obvykla. Potvrzeni o
insurance forms an attachment to this uzavieném  pojisténi je  pfilohou  této
AGREEMENT. SMLOUVY.

ARTICLE 9 - ASSIGNMENT — | CLANEK 9 - POSTOUPENI -
SUBCONTRACT SUBDODAVATELSKE SMLOUVY

INSTITUTION shall not assign or subcontract

ZDRAVOTNICKE ZARIZENI nesmi postoupit
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any of its rights or 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 INVESTIGATOR.

nebo zadat subdodavatelskou smlouvu na
zadna ze swych prav ¢ povinnosti
vyplyvajicich z této SMLOUVY bez vyslovného
pisemného souhlasu CRO a ZADAVATELE.
CRO a ZADAVATEL maji pravo postoupit
nebo pFevést tuto SMLOUVU v celku nebo
CasteCné po dodani pisemného oznadmeni

ZDRAVOTNICKEMU ZARIZENI a
ZKOUSEJiCiMU.
ARTICLE 10 — SCHEDULE — | CLANEK 10 — HARMONOGRAM —
CONTRADICTIONS ROZPORY
The Schedule attached to the present | Harmonogram pfipojeny ke stavajici

AGREEMENT is part of this AGREEMENT. In
the event of a contradiction between this
AGREEMENT and its Schedule, the provisions
of this AGREEMENT shall prevail.

SMLOUVE tvofi soucast této SMLOUVY. V
pfipadé rozporu mezi touto SMLOUVOU a
harmonogramem budou platna ustanoveni této
SMLOUVY.

ARTICLE 11 — ANTI-BRIBERY

CLANEK 11 - PROTIUPLATKARSKA

USTANOVENI

INSTITUTION and CARDIOLOGIST undertake
that they will not make any payment, directly or
indirectly, to any government official or
employee or government agency or body
except for such payment(s) and in such
amount(s) as permitted by the APPLICABLE
REGULATIONS, such as official administrative
filing and registration fees. INSTITUTION and
CARDIOLOGIST further represent and warrant
that in connection with and during the
performance of this AGREEMENT no fee,
money or any other object of value has been or
will be paid, offered, given or promised by
INSTITUTION and/or CARDIOLOGIST directly
or indirectly, to any (i) person (whether natural
or legal), (ii) political party or official thereof,
any candidate for political office, any officer or
employee of any government or of any
instrumentality controlled by any government,
or any representative acting for or on behalf of
any government or any instrumentality
controlled by any government, or (iii) any
employee or official of any public organization
(each of foregoing described in the foregoing
(i), (i) and (iii) being a “PUBLIC PERSON?"), for
purposes of:

ZDRAVOTNICKE ZARIZENi a KARDIOLOG
se zavazuji, Zze nebudou provadét zadnou
platbu, at pfimo & nepfimo, jakémukoli
vladnimu udfednikovi ¢&i zaméstnanci nebo
vladni agentufe nebo organu, s vyjimkou
takové platby/takovych plateb a v takové
Castce/takovych  Castkach, které povoluji
PLATNE PREDPISY, napfiklad administrativni
a registraéni poplatky. ZDRAVOTNICKE
ZARIZENI a KARDIOLOG dale prohlasuji a
zaruduji, Zze v souvislosti s touto SMLOUVOU
a po dobu jejiho trvani nebyly a nebudou
vyplaceny, nabidnuty, pfedany ¢&i pfislibeny
zadné poplatky, financéni &astky nebo jiné
hodnotné predméty ze strany
ZDRAVOTNICKEHO  ZARIZENi  a/nebo
KARDIOLOGA, at pfimo ¢&i nepfimo, (i)
libovolnému subjektu (fyzické ¢&i pravnické
osobé&), (i) politické strané nebo jejimu
Urednikovi, kandidatovi na politicky ufad,
Ufednikovi nebo zaméstnanci vlady nebo
Ufadu kontrolovanému vladou, pfipadné
zastupci jednajicimu za vladu nebo libovolny
ufad kontrolovany vladou nebo v jejich
prospéch, nebo (iii) jakémukoli zaméstnanci
nebo ufednikovi jakékoli vefejné organizace
(kazda z vySe uvedenych, které jsou popsany
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vySe v bod& (i), (i) a (i), je dale jen
,VEREJNA OSOBA*) za témito ugely:

- improperly influencing any PUBLIC
PERSON in its official, corporate or business
capacity;

- nezakonné ovliviovani jakékoli
VEREJNE OSOBY v jeji Ufedni, korporatni
nebo obchodni funkci;

- inducing any PUBLIC PERSON to do or
omit to do any act in violation of its lawful duty;

i navadéni jakékoli VEREJNE OSOBY k
¢inlm (nebo k jejich opomenuti), které by
narusovaly jeji zakonné povinnosti;

- improperly inducing any PUBLIC
PERSON to wuse its influence with a
government or government-controlled

instrumentality to affect or influence any act or
decision of such government or instrumentality;

- nezékonné navadéni jakeékoli
VEREJNE OSOBY k vyuziti jejiho vlivu u viady
nebo Ufadu kontrolovaném vladou za ucelem
ovlivnéni jakéhokoli konani nebo rozhodnuti
této vlady nebo ufadu;

- securing any improper advantage for

INSTITUTION or any other person or
organisation or bodies indicated by
INSTITUTION.

- zajisténi jakékoli nezakonné vyhody

pro ZDRAVOTNICKE ZARIZENIi nebo
jakoukoli jinou osobu & organizaci nebo
organy  jmenované ZDRAVOTNICKYM
ZARIZENIM.

ARTICLE 12 — NOTICES

CLANEK 12 — OZNAMOVACIi POVINNOST

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:

VesSkera 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 doSlo k
podani na posté; nebo (iii) pFisti pracovni den
poté, co doslo k podani u uznané Kkuryrni
sluzby, ktera doruCuje ze dne na den. Dodaci
sluzba bude v kazdém pfipadé predplacena a
adresovana STRANE s adresou uvedenou
nize:
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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:

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

14059 Praha 4

Ceska republika

K rukam: naméstek feditele pro LP

To CARDIOLOGIST:

Thomayerova nemocnice
Clinic of Neurology
Videriska 800

140 59 Praha 4

Czech Republic

Adresovani KARDIOLOGOVI:

Thomayerova nemocnice
Neurologicka klinika
Videnska 800

14059 Praha 4

Ceska republika

ARTICLE 13 APPLICABLE LAW AND

CLANEK 13 PLATNE ZAKONY A

JURISDICTION

JURISDIKCE

This AGREEMENT shall be interpreted and
construed in accordance with the laws of the
Czech Republic, without regard to the conflicts
of law provisions thereof. The PARTIES submit
to the exclusive jurisdiction of the competent
courts of Praha.

Tato SMLOUVA se vyklada a fidi v souladu se
zakony Ceské republiky bez ohledu na jejich
kolizni ustanoveni. Strany se podfizuji
vyhradni jurisdikci (pravomoci a pfisluSnosti)
soudul v Praze.
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ARTICLE 14 - RELATIONSHIP BETWEEN

CLANEK 14 — VZTAHY MEZI SMLUVNIMI

THE PARTIES

STRANAMI

14.1 INSTITUTION and CARDIOLOGIST
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 Dbenefits,
pensions, employer liability  insurance,
withholding, or employment-related taxes of
INSTITUTION or CARDIOLOGIST. Neither
INSTITUTION nor CARDIOLOGIST shall 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 CARDIOLOGIST.
INSTITUTION and CARDIOLOGIST
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
CARDIOLOGIST acknowledge that CRO is the
recipient of services under this AGREEMENT.

14.1 ZDRAVOTNICKE  ZARIZENI a
KARDIOLOG budou pUsobit jako nezavisly
dodavatel CRO a ZADAVATELE a nesmi byt v
Zzadném pfipadé povazovani za partnera,
zastupce, zaméstnance, slouzici subjekt nebo
jednatele CRO nebo ZADAVATELE. CRO
nebo ZADAVATEL neodpovidaji za zadné
zaméstnanecké vyhody, duchody,
zaméstnanecké pojisténi odpovédnosti, srazky
nebo dané ze zaméstnaneckych pfijmU
ZDRAVOTNICKEHO ZARIZENI nebo
KARDIOLOGA. ZDRAVOTNICKE ZARIZENI
ani KARDIOLOG 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 zavazovaly ZDRAVOTNICKE
ZARIZENI nebo KARDIOLOGA.
ZDRAVOTNICKE ZARIZENI bere na védomi,
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 SMLOUVY, ZDRAVOTNICKE
ZARIZENi a KARDIOLOG berou na védomi,
Zze CRO je prijemce sluzeb v ramci této
SMLOUVY.

14.2 INSTITUTION and CARDIOLOGIST
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.

14.2 ZDRAVOTNICKE = ZARIZENI a
KARDIOLOG chéapou a souhlasi s tim, Ze tato
SMLOUVA je podepsana spole¢nosti CRO
jejim vlastnim jménem v roli smluvni strany,
ktera pfijima sluzby v rdmci 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.

14.3 SPONSOR and CRO hereby commit
that in the context of this STUDY they will not

14.3 ZADAVATEL a CRO se timto zavazuiji,
e v souvislosti stouto STUDII neuzaviou

conclude any other STUDY-related agreement | Zadnou jinou smlouvu S Zadnym
with any employee of the INSTITUTION over | zamé&stnancem ZDRAVOTNICKEHO
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and above the present AGREEMENT 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

ZARIZENI navic ktéto SMLOUVE bez
predchoziho pisemného souhlasu
ZDRAVOTNICKEHO ZARIZENI. V ptipadé

zjisténi, Ze ZADAVATEL uzavrel takovou dalsi
smlouvu, bude toto dlvodem k okamzitému
ukonc&eni spoluprace dle této SMLOUVY a k
uzavreni feSitelského centra bez nahrady, aniz
by tim vSak byla dotéena poskytovana
zdravotni péde 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.
15. REGISTER OF CONTRACTS 15. 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. Compensation and
payment schedule) and personal data.

STRANY timto berou na védomi a souhlasi, ze
ZDRAVOTNICKE ZARIZENi je povinno
zvefejnit SMLOUVU a jejich pfipadné dodatky
v souladu se z&konem ¢&. 340/2015 Sb., o
registru smluv,v platném znéni, v tzv. registru
smluv. Za ucelem splnéni  zdkonnych
povinnosti ZDRAVOTNICKEHO ZARIZENI a
vyhradné pro tento ucCel, ZADAVATEL
souhlasi se zvefejnénim redigované verze
SMLOUVY za predpokladu, ze rozsah
redigovani bude pfed pfislusnym zvefejnénim
odsouhlasen se ZADAVATELEM, aby se
zabrénilo zvefejnéni DUVERNYCH
INFORMACI ZADAVATELE (napf.
Harmonogram odmén a plateb) a osobnich
udaju.

16. EXECUTION

16. 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
obligation of such PARTY.

Each PARTY acknowledges that it has
reviewed both language versions of this
AGREEMENT and that they are identical in all

Tato SMLOUVA nebude povazovana za
pfijatou, schvalenou ani jinak G¢innou, dokud
nebude nize podepsana  pfisluSnymi
STRANAMI. Kazda ze STRAN timto
prohlasSuje a zaru€uje, Ze osoba podepsana
nize jménem dané STRANY je opravnéna k
uzavfeni této SMLOUVY a ze tato SMLOUVA
neni v rozporu s jakoukoliv jinou stavajici
smlouvou této STRANY.

Kazda ze SMLUVNICH STRAN uznava, Ze
prezkoumala obé jazykové verze této
SMLOUVY a ze jsou shodné ve vSech
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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.

The following attachments form an integral part
to this AGREEMENT:

Attachment 1 — template of invoice

Attachment 2 — PROTOCOL

Attachment 3 - authorization of CRO hy
SPONSOR

Attachment 4 - Approval of Ethics committee
Attachment 5 - Informed consent form
Attachment 6 — Approval of Regulatory Authority
(SUKL)

Attachment 7 — Excerpt of Commercial register of
CRO

Attachment 8 — Insurance certificate

vyznamnych ohledech. V pfipadé rozporu
mezi obéma jazykovymi verzemi ma cCeska
jazykova verze prednost za predpokladu, ze
anglicka verze bude dostatecné konzultovana
s cilem urgit skute¢ny zamér SMLUVNICH
STRAN, pokud jde o nesrovnalosti.

Nedilnou soucasti této
nasledujici pfilohy:

Pfiloha 1 — Sablona faktury
Pfiloha 2 - PROTOKOL
Pfiloha 3 — povéfeni od ZADAVATELE pro

CRO

smlouvy jsou

Pfiloha 4 - souhlasné stanovisko etické
komise
Pfiloha 5 - informace pro pacienta a

informovany souhlas

PFiloha 6 — schvaleni SUKL
Pfiloha 7 — Vypis z OR pro CRO
Pfiloha 8 — Pajistny certifikat
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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 uzaviely 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 spole¢nosti
UCB BIOPHARMA SPRL

By / Zastoupen:

By / Zastoupen:

Name / Pfijmeni:

Name / Pfijmeni:

Title / Funkce

Title / Funkce

Date / Datum:

Date / Datum:

INSTITUTION / ZDRAVOTNICKE ZARIZENI
Thomayerova nemochice

CARDIOLOGIST / KARDIOLOG

By / Zastoupen:

By / Zastoupen:

Name / Pfijmeni: doc. MUDr. Zdenék Bene$, CSc.

Name/Pimeni: [N |

Title / Funkce feditel

Title / Funkce

Date / Datum:

Date / Datum:
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SCHEDULE 1 HARMONOGRAM 1
COMPENSATION AND PAYMENT HARMONOGRAM ODMEN A PLATEB
SCHEDULE
I
I
I
I
.
.
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Attachment 1 Priloha 1
Template Sablona
[INSERT NAME OF PAYEE] [VLOZTE JMENO PRIJEMCE PLATBY]

[INSERT ADDRESS] [VLOZTE ADRESU]

[INSERT ADDRESS] [VLOZTE ADRESU]

[INSERT ADDRESS] [VLOZTE ADRESU]

[INSERT VAT REGISTRATION NUMBER (if | [VLOZTE REGISTRACNI CISLO DPH (pokud

any)] existuje)]

Reverse Charge

Preneseni danové povinnosti

Issued to:
Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8
Ireland
VAT REGISTRATION No.: IE 3249971 HH

PAREXEL International (IRL)

Vydano pro: PAREXEL International (IRL)
Limited

One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland
Registracni Cislo DPH: IE 3249971 HH

Invoice No:

Cislo faktury:

Date:

Datum:

SPONSOR’s PROTOCOL Number: | R

Cislo PROTOKOLU ZADAVATELE: | |

CRO Project Number:

CRO Cislo projektu:

Site Number:

Cislo pracovisté:

Services in relation to the carrying out of a
clinical trial in the period from [insert date] to
[insert date].

Sluzby ve vztahu k provadeéni klinického
hodnoceni v obdobi od [vloZte datum] do
[vloZte datum].

[Insert exchange rate if invoice is issued in a
different currency to contract currency]

[Vlozte sménny kurz, jestlize byla faktura
vydana v zemi s ménou, ktera se liSi od mény
smlouvy.]

Total due

Konecna cena

CzZK

Ké
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