AGREEMENT FOR CONDUCT OF NON-
INTERVENTIONAL STUDY

SMLOUVA O PROVADEN{
NEINTERVENCNI STUDIE

(the “Agreement”)

(dale jen ,,smlouva“)

BETWEEN

MEZI

PAREXEL International (IRL) Limited
having a place of business at 70 Sir John
Rogerson’s Quay, Dublin 2, Ireland, Company
number 541507, Irish VAT Number: IE
3249971HH (hereinafter “CRQO”);

PAREXEL International (IRL) Limited se
sidlem na adrese 70 Sir John Rogerson’s Quay,
Dublin 2, Irsko, ICO: 541507, DIC: IE
3249971HH (dale jen ,,CRO");

AND

A

UCB BIOPHARMA SRL, a corporation
incorporated under the laws of Belgium having its
registered offices at Allée de la Recherche 60, B-
1070 Brussels, Belgium, VAT Registration
Number: BE0543573053 (hereinafter “UCB”);

UCB BIOPHARMA SRL, spoleénosti
zalozenou podle belgickych zakond, ktera ma
sidlo na adrese Allée de la Recherche 60, B-1070
Brusel, Belgie, DIC: BE0543573053 (dale jen
,UCB");

AND

A

Fakultni nemocnice v Motole, state contributory
organization, V Uvalu 84, 150 06 Prague 5,
Czech Republic, Company Registration No.:
00064203, VAT ID No.: CZ00064203

(“Institution”);

Fakultni nemocnice v Motole, statni
ptispévkova organizace, V Uvalu 84, 150 06
Praha 5, Ceska republika, ICO: 00064203, DIC:
CZ00064203, zastoupena:

(dale jen

»poskytovatel zdravotnich sluzeb®);

AND

A

, serving as the
principal investigator for the Study (defined
hereinafter), having a place of business at:
Dermatologicka klinika, Fakultni nemocnice v
Motole, V Uvalu 84, 150 06 Prague 5, Czech
Republic (“Physician”),

kterd bude ve funkci hlavniho zkousejiciho pro
studii (definovand nize), s pracovisttm na
adrese:  Dermatologickd  klinika, Fakultni
nemocnice v Motole, V Uvalu 84, 150 06 Praha
5, Ceska republika (dale jen ,Jékai),

] As independent practitioner

[] jako nezavisly prakticky lékafr

X] As employee in the Institution

[ jako zaméstnanec poskytovatele zdravotnich
sluzeb

individually a "Party" and together the "Parties".

jednotlivé oznacovany jako ,,Strana‘“ a spole¢né
Lstrany®.

1. UCB is the Study Sponsor and has engaged
PAREXEL International (IRL) Limited, a
Clinical Research Organization, under a
separate written agreement to conduct the
multicenter non-interventional surveillance
Study A multicenter, noninterventional,
prospective  study to assess the

1. Spolecnost UCB je zadavatelem studie.
Spole¢nost UCB  najala  PAREXEL
International (IRL) Limited, Kklinickou
vyzkumnou  organizaci, na  zakladé
samostatné¢ pisemné smlouvy o provadéni
multicentrické  neintervenéni  sledovaci
studie  Multicentrickd, neinterven¢ni,
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effectiveness of certolizumab pegol in
patients with moderate to severe plaque
psoriasis in daily practice (CIMREAL)
(“Study”) for UCB, including procurement
of services in respect to this Study (“CRO
Services”).

prospektivni studie hodnotici Wcinnost
certolizumab pegolu u pacienti se stiedné
téZkou az tézkou loZiskovou psoriazou v
denni praxi (CIMREAL) (dale jen
»studie®) pro spole¢nost UCB, véetné
zajisténi sluzeb souvisejicich se studii (dale
jen ,sluzby CRO").

2. Institution and Physician agree to participate
in the Study as described in the protocol
PS0026  (hereinafter referred to as
“Protocol”) and provide the services to CRO
hereunder. Institution and Physician agree
that they will comply with the Protocol, as
well as all applicable laws, regulations,
guidelines, codes of practice and any
requirements of the host faculty and any
relevant professional standards.

Poskytovatel zdravotnich sluzeb a 1ékai se
dohodli na ucasti ve studii popsané v
protokolu PS0026 (dale jen ,,protokol*) a ze
pro spolecnost CRO budou zajistovat sluzby
podle tohoto dokumentu. Poskytovatel
zdravotnich sluzeb a 1ékaf se dohodli, ze
budou dodrzovat protokol i veskeré platné
zakony, predpisy, pokyny, profesni normy a
jakékoli pozadavky hostitelského zafizeni a
jakékoli prislusné profesni standardy.

3. Physician acknowledges that enrolment in
this Study may be capped by CRO and/or
UCB at any time and that Physician will
immediately cease enrolling patients in the
Study upon written notice from CRO and/or
UCB.

Lékar bere na védomi, ze nabor do této studie
mize byt ze strany CRO a/nebo UCB
kdykoli uzavien, a ze lékar ihned ukonci
zatazovani pacienti do studie na zakladé
pisemného ozndmeni od CRO a/nebo UCB.

4. The Parties will fulfil their respective
obligations to the applicable ethics
committee/institutional review board
(“EC/IRB”) in the territory where the Study
is to be undertaken. Institution and Physician
will obtain authorizations from appropriate
authorities, including, without limitation, or
EC/IRB as applicable prior to Study start. If
Physician is not an employee of Institution,
Physician agrees to notify his/her employer,
the management of the institution where
he/she will conduct the Study, and
professional bodies about his/her
participation in the Study. Physician shall
provide CRO and/or UCB with a copy of
such authorizations prior to commencement
of the Study.

Strany budou plnit své vlastni zdvazky vici
pfislusné  etické  komisi/institucionalni
revizni komisi (dale jen ,.EK/IRB*) v
lokalité, kde ma byt provadéna studie.
Poskytovatel zdravotnich sluzeb a Iékat
ziskaji pfed zahajenim studie opravnéni od
prislusnych uradui, a to zejména piipadné od
EK/IRB.  Je-li  Iékai  zaméstnancem
poskytovatele zdravotnich sluzeb, souhlasi s
tim, ze svému zaméstnavateli, vedeni
poskytovatele zdravotnich sluzeb, kde bude
provadét studii, a profesnim organim
oznami svou ucast ve studii. Lékatr preda
CRO a/nebo spolecnosti UCB kopii téchto
opravnéni pied zahajenim studie.

5. Institution and Physician confirm and
warrant that they are not subject to any
restrictions on entering into this Agreement
or performing the Study and confirm that no
payments made hereunder shall affect the
medical judgement or the prescribing
behaviour of Physician.

Poskytovatel zdravotnich sluzeb a Iékar
potvrzuji a zaru€uji, ze se na n¢ nevztahuji
zadna omezeni souvisejici s uzavienim této
smlouvy nebo provadénim studie a potvrzuji,
ze zadné platby uc¢inéné na zakladé tohoto
dokumentu nebudou mit vliv na 1ékatsky
Usudek nebo piedepisovani 1é¢by 1ékarem.

6. Due to legal requirements, including but not
limited to applicable professional association
codes (e.g., Codes of Practices and the

V dusledku zédkonnych pozadavkd, mimo
jiné véetné kodexid prtislusnych odbornych
asociaci (napf. Z&sady praxe a Zasady
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Disclosure Code of EFPIA and its national
member associations), CRO and/or UCB 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 UCB
to comply with its legal obligations,
regardless of whether such payment is
remitted directly to Institution or Physician.

zpiistuptiovani Evropskeé federace
farmaceutického primyslu a asociaci
[European Federation of Pharmaceutical
Industries and Associations, EFPIA] a jejich
narodnich ¢lenskych asociaci), mize byt od
spole¢nosti CRO a/nebo UCB pozadovano,
aby zpfistupnily ur¢ité informace o platbach,
darech nebo jinych pfevodech hodnot, které
poskytly 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 od CRO a/nebo spole¢nosti UCB
z divodu dodrzeni zadkonnych povinnosti,
bez ohledu na to, zda takova platba byla
poukazana piimo poskytovateli zdravotnich
sluzebnebo I¢ékafi.

7. The Institution, the Physician, and any of the
Institution’s employees or other staff
members performing the Study (“Study
Personnel”) have such current licenses and
permits as may be required to perform
clinical studies and that none of them is now
nor in the past ever been debarred or excluded
from any national healthcare programs 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 the
Institution shall notify UCB and CRO
immediately in accordance with the Notice
Section herein upon any inquiry concerning
or the commencement of any such
proceeding  concerning any  person
performing the Study.

7. Poskytovatel zdravotnich sluzeb, 1ékat a
vSichni zaméstnanci, zastupci nebo personal
provadgjici studii pod vedenim
poskytovatele zdravotnich sluzeb (déle jen
»personal studie”) maji aktualni licence a
povoleni pozadované k provadéni klinickych
studii a zadnému z nich neni a nebyla nikdy
zakdzana ¢innost ani jim v minulosti nikdy
nebyla zakazana i¢ast ani nebyli vylouceni z
ucasti v nekterém  z  narodnich
zdravotnickych programii ani nejsou Vv
soucasnosti vy$etiovani americkym Utadem
pro kontrolu potravin a 1é¢iv (dale jen Food
and Drug Administration ,,FDA®*) kvili
zakazané Cinnosti nebo zbaveni licence na
zakladé amerického zakona o generikach z
roku 1992 (21 U.S.C. 301 a nasl.) nebo
jiného néarodniho ekvivalentu, a poskytovatel
zdravotnich  sluzeb okamzit¢ oznami
spole¢nosti UCB a CRO, v souladu s
¢lankem o ozndmenich nize, jakykoli dotaz
tykajici se této skutecnosti nebo zahajeni
fizeni ve vztahu k jakékoli osobé provadgjici
studii.

8. In accordance with the Protocol and all
applicable laws and regulations, Institution
and Physician, shall i) maintain records of
safety data and other Study documentation;
and ii) collect and report in writing any safety
data as specified in the Protocol.

Institution will archive relevant Study
documentation and records under adequate
conditions to prevent their damage or
destruction for a period of fifteen (15) years

8. V souladu s protokolem a vsemi platnymi
zakony a predpisy poskytovatel zdravotnich
sluzeb a 1ékat budou i) uchovavat zaznamy
udaju tykajicich se bezpecnosti a jinou
dokumentaci souvisejici se studii; a ii)
shromazd’'ovat a pisemné hlasit veskeré
udaje tykajici se bezpeCnosti, jak to
specifikuje protokol.

Poskytovatel zdravotnich sluzeb bude archivovat
prislusné zaznamy o klinickém hodnoceni v
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of the completion of the Study (“Archiving
period”). UCB/CRO, upon notification from
the Institution, shall inform Institution no
later than 6 months prior to the expiry of the
Archiving period how these Study records
and documents will be handled after the
Archiving period expiry. In the event that
UCB requests an extension of the Archiving
period at Institution, the Institution shall be
entitled to request appropriate remuneration
from UCB/CRO according to the valid price
list at the time of archiving extension. In the
event that UCB/CRO does not inform the
Institution no later than 6 months prior to the
expiry of the Archiving period, UCB is
deemed to agree to shredding of the Study
documentation and records.

adekvatnich podminkach zamezujicich jejich
poskozeni nebo zniceni, a to po dobu patnacti
(15) let od ukonéeni klinického hodnoceni (dale
jen doba archivace). UCB/CRO na zaklad¢
oznameni od poskytovatele zdravotnich sluzeb
bude informovat poskytovatele zdravotnich
sluzeb nejpozdéji 6 mésica pred uplynutim doby
archivace o tom, jakym zplisobem bude se
zaznamy a dokumenty, které se vztahuji ke
klinickému hodnoceni nalozeno. V pfipadé, Ze
bude UCB Z&dat o prodlouzeni doby archivace u
poskytovatele zdravotnich sluzeb, je
poskytovatel zdravotnich sluzeb opravnén po
spole¢nosti  UCB/CRO pozadovat umérné
zpoplatnéni dle platného ceniku v dobé
prodlouzeni archivace. V ptipad¢, ze UCB/CRO
ve stanovené dobé poskytovatele zdravotnich
sluzeb informovat nebude, ma se za to, ze
spole¢nost UCB souhlasi se skartaci.

9. CRO shall compensate the Institution and
Physician for the work performed pursuant to
this Agreement, which the Parties agree
represents fair market value for such work.
Payments shall be made in accordance with
the ATTACHMENT 1-A and
ATTACHMENT 1-B (attached hereto) by
CRO. Institution and Physician shall make
all necessary declarations and shall pay all
applicable taxes or other charges in
connection  with  receipt of  such
remuneration. Payments shall only be made
for visits that are conducted and data that are
communicated in full compliance with the
Protocol and applicable laws, regulations and
guidelines. To the extent that payments have
been made by CRO prior to identification of
a violation of the Protocol or applicable laws
and regulations, such payments must be
refunded in full to CRO.

9. Spole¢nost CRO odméni poskytovatele
zdravotnich sluzeb a Ilékate za Ccinnosti
vykonané v souvislosti s touto smlouvou, o
nichz se strany shodnou, ze predstavuji
spravedlivou trzni hodnotu za takovou
¢innost. Platby bude spolecnost CRO
provadét podle Piilohy 1-A a Ptilohy 1-B
(priloZené k  tomuto dokumentu).
Poskytovatel zdravotnich sluzeb a 1ékaf
predlozi veskera nezbytnd prohlaseni a
uhradi veskeré ptislusné dan€ a jiné poplatky
souvisejici s pfijmem téchto plateb. Platby
budou poukazany pouze za navstévy, které
probéhnou, a za udaje, které budou predany
v Uplném souladu s protokolem a platnymi
zakony, predpisy a pokyny. Platby, které
spole¢nost CRO provede pred
identifikovanim poruseni protokolu nebo
platnych zékonii a predpist, museji byt v
plné vysi vraceny spole¢nosti CRO.

10. Compensation due under this Agreement will
be provided in accordance with the
ATTACHMENT 1-A and ATTACHMENT
1-B. Institution and Physician as Payees are
obliged to inform CRO, in writing, of any
changes or required updates of payment
instructions and/or bank details.

The total estimated remuneration for the
performance of services under this

Aireement is 100 000 CZK

10. Odmeéna podle této smlouvy bude vyplacena
podle Piilohy 1-A a Prilohy 1-B.
Poskytovatel zdravotnich sluzeb a 1ékat jako
pfijemci platby jsou povinni informovat
CRO pisemné o jakychkoli zménach ¢i
potiebnych aktualizacich pokyni k platbam
a/nebo udajl o bankovnim spojen.

Predpoklddand celkova vySe odmény za
provedeni sluzeb podle této smlouvy ¢ini
100 000 K¢.

—
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—

—

11.

The decision to prescribe medication for a
particular ~ patient shall be  made
independently by Physician and not
influenced by Institution and Physician’s
participation in the Study.

11.

Rozhodnuti o predepsani 1ékd  pro
konkrétniho pacienta bude u¢inéno nezavisle
lékafem a nebude na n¢j mit vliv Ucast
poskytovatele zdravotnich sluzeb alékate ve
studii.

12.

In the preparation and submission of
documentation forms to UCB, Institution and
Physician shall at all times comply with the
applicable data privacy laws in force in the
country where the Study is performed and
shall ensure that no patients can be identified,
including in any reports, submissions or
publications. The Parties further agree to
comply with the data protection requirements
set forth in Attachment 3 (Data Protection).

12.

Pii ptipravé a predkladani formuléaia
spole¢nosti UCB poskytovatel zdravotnich
sluzeb a lékatf budou za vSech okolnosti
dodrzovat pfislusné zakony na ochranu
osobnich udaju, které jsou platné v zemi, kde
se studie provadi, a zajisti, ze nedojde k
identifikovani zadnych pacientil, a to véetné
ve zpravach, predlozenych dokumentech a
publikacich.

Strany se déale dohodly, ze budou dodrzovat
pozadavky na ochranu idaji stanovené v
ptiloze 3 (Ochrana udaji).

13.

Institution and Physician shall obtain written
informed consents from the patients as
required by applicable laws and regulations
and in accordance with the Protocol. The
informed consent shall ensure that UCB,
CRO, their affiliates or designees, or relevant
authorities will have the right to access,
review, and use information contained in
Study documentation including patient
medical records.

13.

Poskytovatel zdravotnich sluzeb a Iékat
ziskaji od pacienti pisemné informované
souhlasy, které vyzaduji platné zakony a
predpisy, a které museji byt v souladu s
protokolem. Na zakladé¢ informovaného
souhlasu budou mit spole¢nost UCB, CRO,
jejich pridruzené spoleénosti nebo povéiené
osoby, pripadné pfislusné urady pravo k
pfistupu, nahlizeni a pouzivani udaji
obsazenych ve studijni dokumentaci, vcetné
1ékatskych zaznamu pacientd.

14.

Institution and Physician agree to permit
access to UCB, CRO, its designee or relevant
authorities for inspection, monitoring or
auditing of the site where the Study is
conducted, where the inspections and audits
may be performed only during normal
business hours and an audit has to be agreed
and arranged at least 3 days in advance and
shall not disrupt the common operation of the
Institution. Institution and Physician further
agree to make relevant documentation
available to UCB, CRO, its designee and/or
relevant authorities and to cooperate fully
with any such audit or visit.

14.

Poskytovatel zdravotnich sluzeb a lékar se
dohodli, Ze spolecnosti UCB, CRO, jejich
poveéienym osobam nebo prislusnym uiadim
umozni pfistup pro provedeni kontroly,
monitorovani nebo auditu pracovisté, kde se
studie provadi, a to vyhradné béhem bézné
pracovni doby. Audit musi byt domluven
minimaln¢ 3 dny pfedem a nesmi narusit
bézny chod poskytovatele zdravotnich
sluzeb. Poskytovatel zdravotnich sluzeb déle
souhlasi, ze spole¢nosti UCB, CRO, jejich
povéfenym osobam a/nebo pfislusnym
ufadim zpftistupni prislusnou dokumentaci,
a ze poskytnou plnou souinnost pfi
veskerych takovych auditech ¢i navstévach.
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15.

This Agreement shall commence as of the
date of last signature and shall become
effective as of the date of publication in the
Registry of Contracts. The Agreement shall
terminate upon the completion of the
Institution and Physician’s performance of
the Study. Notwithstanding the above, CRO
and/or UCB may terminate this Agreement
upon seven (7) days written notice for any
reason, in which case, CRO will pay fees
earned for services performed through the
termination date. Institution and Physician
shall cease patient enrollment upon receipt of
notice of termination by CRO and/or UCB.

15.

Tato smlouva vstoupi v platnost k datu
posledniho podpisu a vstupuje v uGcinnost
dnem zvetejnéni v registru smluv. Smlouva
bude ukoncena po dokonceni provadéni
studie ze strany poskytovatele zdravotnich
sluzeb a 1ékare. Bez ohledu na vyse uvedené
mohou spole¢nost CRO a/nebo UCB tuto
smlouvu z jakéhokoliv dvodu vypoveédeét se
sedmidenni (7) vypovédni Ilhitou, a
v takovém piipadé CRO uhradi poplatky za
sluzby provedené az do data vypovédi.
Poskytovatel zdravotnich sluzeb a Iékat
ukon¢i nabor pacienttl po ptijeti oznameni o
vypoveédi ze strany CRO a/nebo UCB.

16.

Institution / Physician may terminate their
participation in the Study at any time on
written notice to UCB and CRO.

16.

Poskytovatel zdravotnich sluzeb / Ilékat
mohou kdykoli ukonéit svou ucast ve studii
na zakladé pisemného ozndmeni spolecnosti
UCB a CRO.

17.

Institution and Physician shall notify UCB
and CRO immediately of any inquiries,
correspondence or communication from or to
the governmental or regulatory authority in
connection with the Study and will provide
UCB with copies of all communications and
documents related thereto, simultaneously
upon sending or receipt.

17.

Poskytovatel zdravotnich sluzeb a 1ékaf
oznami spolec¢nosti UCB a CRO neprodlené
veskeré dotazy, korespondenci nebo
komunikaci od nebo s vladnimi nebo
regula¢nimi organy tykajici se studie a
poskytnou spolec¢nosti UCB kopie veskeré
komunikace a dokumentd souvisejicich s
touto studii, a to zaroven s jejich odeslanim
¢i pijetim.

18.

Institution and Physician agree, for a period
of ten (10) years from termination or expiry
of this Agreement, to hold in confidence any
confidential or proprietary information of
UCB and CRO, which is provided to
Institution and Physician pursuant to this
Agreement, or any information Institution
and Physician may generate or derive in the
course  of performing the  Study
(“Confidential Information”), to use such
Confidential Information only for the
purpose of performing the Study, and not to
transfer or disclose Confidential Information
to any third party other than the Study
Personnel with a “need to know” who also
agree to be bound by the terms hereof. CRO
is appointed to procure the Confidential
Information from [Institution and Physician]
and may only use the Confidential
Information for that purpose. Institution and
Physician agree that CRO shall collect
information during the Study that may be
used to assess Institution’s and Physician’s
performance and further may be used in any
manner that UCB and CRO deem appropriate

18.

Poskytovatel zdravotnich sluzeb a 1ékai se
dohodli, Ze po obdobi deseti (10) let po
vypovédi nebo ukonéeni této smlouvy budou
dodrzovat  mlcenlivost o  veSkerych
davérnych nebo chranénych informacich
spole¢nosti UCB a CRO, které budou
predany poskytovateli zdravotnich sluzeb a
Iékati na zaklad¢ této smlouvy, nebo o
veskerych informacich, které mohou
poskytovatel zdravotnich sluzeb nebo 1ékar
vytvofit nebo ziskat v pribéhu provadéni
studie (dale jen ,,dtavérné informace"), a
budou pouzivat tyto divérné informace
pouze za ucelem provadéni studie, a ne k
pfevodu ¢i predani diveérmnych informaci
jakékoli tfeti stran€, s vyjimkou personalu
studie, ktery tyto informace potfebuje znat a
ktery bude také vazan témito podminkami.
Spolec¢nost CRO je povéiena, aby ziskavala
divérné informace od poskytovatele
zdravotnich sluzeb a lékafe a smi pouzivat
davérné informace pouze pro tento ucel.
Poskytovatel zdravotnich sluzeb a 1ékai se
dohodli, Z¢ CRO bude shromazdovat
informace v priib¢hu studie, které mohou byt
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to further its business interests, both during
and following termination of this Agreement.

pouzity k hodnoceni vykonu poskytovatele
zdravotnich sluzeb a lékaie, a kromé toho
miiZze tyto informace pouzivat zpisobem,
ktery UCB a CRO budou povazovat za
vhodny k rozvijeni jejich obchodnich zajm,
ato i v pribéhu a po ukonéeni této smlouvy.

19. Institution and Physician 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 eighteen (18) months of the
completion of the Study the Institution shall
be free to publish in accordance with the
provisions of this Section.

Institution and Physician shall not publish or
otherwise disclose any findings resulting
from the Study or any scientific work, with
respect to the Study Drug or its development
without UCB’S prior review. For the purpose
of obtaining such review, the Institution
and/or Physician shall submit to UCB 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 UCB
determines that the proposed publication
contains patentable subject matter, UCB 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
UCB  determines that  Confidential
Information is contained in such manuscript
or abstract, the Institution and/or Physician
agree to delete that information. For the
avoidance of doubt, if no response is received
by the Institution and/or Physician from UCB
within such review period, publication may
proceed. UCB’s review of any prior
publication does not constitute its review of a
subsequent manuscript, presentation or the
like which must be submitted to UCB for
review in its own right. The participation of
UCB shall be acknowledged in any
publication or presentation unless written
notice to the contrary is given.

19.

Poskytovatel zdravotnich sluzeb a lékaf
budou zachovavat integritu této
multicentrické studie tim, Zze se nebudou
snazit zvetejnovat udaje odvozené od své
prace az do doby, kdy dojde ke
zdokumentovani celé studie, nebo v
ptipadg, Ze k zddnému takovému zvefejnéni
nedojde béhem osmnacti (18) mésicti od
dokonceni studie, bude poskytovatel
zdravotnich sluzeb opravnéno provést
zvefejnéni v souladu s ustanovenimi tohoto
¢lanku.

Poskytovatel zdravotnich sluzeb a 1ékaf
nesmi zvefejnit nebo jinak zpfistupnit
jakékoliv vysledky vyplyvajici ze studie
tykajici se hodnoceného piipravku nebo jeho
vyvoje bez predchoziho prezkumu ze strany
UCB. Za uc¢elem provedeni tohoto ptezkumu
musi poskytovatel zdravotnich sluzeb a/nebo
lékat ptedlozit spolecnosti UCB kopii
navrzeného abstraktu, rukopisu, prezentace a
podobné nejméné devadesat (90) dni, nebo
Sedesat (60) dni v piipadé abstraktu, pred
odhadovanym  datem  piedlozeni  k
publikovani nebo jinému zptistupnéni. Pokud
spole¢nost UCB zjisti, ze navrhovana
publikace obsahuje patentovatelny predmét,
miize pozadovat odloZzeni publikovani C¢i
jiného zpfistupnéni o dobu osmnacti (18)
mésict od zadosti o zverejnéni nebo dvanacti
(12) mésict od konce studie, podle toho, co
nastane dfive, za ucelem podani patentové
prihlasky nebo jiného vhodného opatieni na
ochranu svych vlastnickych zajmt. Pokud
spole¢nost UCB zjisti, Zze jsou v tomto
rukopisu nebo abstraktu obsazeny davérné
informace, poskytovatel zdravotnich sluzeb
a/nebo 1ékat budou souhlasit s odstranénim
téchto informaci. Pro vylouceni pochybnosti,
pokud poskytovatel zdravotnich sluzeb
a/nebo lékaf neobdrzi od spoleénosti UCB
zadnou odpovéd béhem obdobi prezkumu,
muze dojit k publikaci. Pfezkum abstraktu ze
strany UCB  nepfedstavuje  prezkum
nasledného rukopisu, prezentace a podobng.
Tento musi byt spole¢nosti UCB ptedlozen
samostatné. Ucast spolecnosti UCB musi byt
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uvedena v jakékoli publikaci nebo prezentaci,
pokud nedoslo k zadosti vyzadujici opak.

20. UCB may use, refer to, and disseminate
reprints of scientific, medical, and other
published Sections relating to the Study
which disclose the name of Physician and/or
Institution, consistent with relevant copyright
laws.

20.

Spole¢nost UCB mutize pouzivat, odkazovat a
§itit dotisky védeckych, zdravotnickych a
dalsich publikovanych ¢lankt tykajicich se
studie, které uvadeji jméno lékare a/nebo
poskytovatele zdravotnich sluzeb, a to v
souladu s ptislusnymi autorskymi zakony.

21. Institution and Physician shall not use the
name of UCB or CRO for any purpose in
without the prior written permission of CRO
and/or UCB. Each party agrees that it will
not disclose the terms of this Agreement to
any outside party without the written
permission of the other Parties, except as
required by applicable law.

21.

Poskytovatel zdravotnich sluzeb a I¢kar
nepouziji nazev spolecnosti UCB nebo CRO
za zadnym ucelem bez piedchoziho
pisemného souhlasu CRO a/nebo UCB.
Kazda strana souhlasi s tim, Ze nebude
zvefejiiovat podminky této smlouvy jakékoli
externi tieti stran¢ bez souhlasu dalSich stran
s vyjimkou situaci, kdy je to vyzadovéno
platnymi zakony.

22. Institution and Physician agree that UCB
shall own all rights in and to any inventions,
discoveries, improvements related to or
derived from, either directly or indirectly, the
Study which are conceived of or made by
Physician or Study Personnel as a result of
the performance of the Study. Institution and
Physician agree that UCB is the sole and
exclusive owner of the data generated in the
performance of the Study which shall be
transmitted to UCB. Institution and Physician
will cooperate with UCB, including assisting
UCB in the execution of all necessary
documents, at UCB’s expense, in obtaining
proper patent protection in such inventions in
any country which UCB desires to obtain
patent protection.

22.

Poskytovatel zdravotnich sluzeb a 1ékar
souhlasi, ze spole¢nost UCB bude vlastnikem
veskerych prav tykajicich se vynalezi,
objevl, vylepSeni souvisejicich se studii nebo
z ni odvozenych, at’ uz pfimo ¢i nepiimo,
které vzniknou nebo budou vytvoieny
Iékafem nebo personalem studie v dusledku
provadéni studie. Poskytovatel zdravotnich
sluzeb a lékar se dohodli, ze spole¢nost UCB
je jedingm a vyhradnim vlastnikem dat
vytvotenych pfi provadeni studie, které budou
pfevedeny na spolecnost UCB. Poskytovatel
zdravotnich  sluzeb a  Iékaf  budou
spolupracovat se spolecnosti UCB, véetné
asistence spolecnosti UCB pfi vytvareni
veskerych nezbytnych dokumentii, na ucet
spoleénosti UCB, pii ziskavani fadné
patentové ochrany u takovych vyndlezi v
libovolné zemi, ve které si spole¢nost UCB
pfeje ziskat patentovou ochranu.

23. Physician consents to the collection and
processing of his/her personal data by CRO
and/or UCB for the performance of the
Agreement.  Physician consents to the
transfer of his/her personal data to CRO
and/or UCB, wherever located, for this
purpose. Physician acknowledges that certain
of UCB’s and CRO’s affiliates or vendors
may be located in countries where data
protection laws are less stringent than in
his/her country. Physician understands he/she
may contact the UCB Clinical Project
Manager (Clinical Project Manager, CPME
uCB), Elisabeth Kleine, uCB

23.

Lékat souhlasi se shromazdovanim a
zpracovanim jeho osobnich tidajt spolecnosti
CRO a/nebo UCB pro provadéni této
smlouvy. Lékat souhlasi s pfenosem jeho
osobnich daji do spolecnosti CRO a/nebo
UCB, at’ uz se nachazi kdekoli, za timto
uCelem. Lékar bere na védomi, Ze urCité
pridruzené spolecnosti nebo dodavatelé
spole¢nosti UCB a CRO se mohou nachazet v
zemich, kde jsou zakony na ochranu osobnich
udaji méné piisné nez v jeho zemi. Lékar
bere na védomi, Ze se muze obratit na
manazera  tizeni  klinickych  projekti
spole¢nosti UCB (Clinical Project Manager,
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BIOSCIENCES GmbH, Alfred-Nobel-Str.
10, 40789 Monheim, Germany, Tel: +49
2173481764, if he/she wishes to query, delete
or modify his/her personal data on file with
UCB or CRO.

CPME UCB) Elisabeth Kleine, UCB
BIOSCIENCES GmbH, Alfred-Nobel-Str.
10, 40789 Monheim, Némecko, Tel: +49
2173481764, pokud si preje pripominkovat,
vymazat nebo upravit své osobni Udaje, které
jsou zalozeny u spole¢nosti UCB nebo CRO.

24. Any requests for changes or amendments or
other notices or communications concerning
this Agreement should be in writing and shall
be deemed to have been given when mailed
by postage prepaid or registered courier and
forwarded to the following:

24. Veskeré zadosti o zmény ¢i doplnéni nebo
jind oznameni nebo sdé€leni tykajici se této
smlouvy musi mit pisemnou formu a budou se
povazovat za piedand, pokud budou odeslana
placenou postovni zésilkou nebo kuryrem a
dorucena takto:

TO CRO:
PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road

Pro CRO:
PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road

Kilmainham Kilmainham
Dublin 8, Ireland Dublin 8, Irsko
To UCB: Pro UCB:

ol

Kopie lro

Kopie iro:

To Institution:
Fakultni nemocnice v Motole
Oddéleni klinického hodnoceni

Pro poskytovatel zdravotnich sluzeb:
Fakultni nemocnice v Motole
Oddéleni klinického hodnoceni

V Uvalu 84 V Uvalu 84

150 06 Praha 5 150 06 Praha 5

Czech Reiublic Ceska republika
To Physician: Pro 1ékafte:

Fakultni nemocnice v Motole

Fakultni nemocnice v Motole
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Dermatologicka klinika
V Uvalu 84
150 06 Praha 5

Czech Reiublic

Dermatologicka klinika
V Uvalu 84
150 06 Praha 5

Ceska republika

25.

The Parties agree that this Agreement, the
final Protocol, and any attachments and
appendices hereto constitute the sole, full,
and complete Agreement by and between the
Parties hereto and supersede all other written
and oral agreements and representations
between them with respect to the Study. No
modifications to or of this Agreement shall be
valid unless reduced to writing and signed by
the Parties. Notwithstanding this article, it is
known by all Parties to this Agreement that
there is a prior agreement between UCB and
CRO for the procurement of CRO
SERVICES, as described above, for which
the terms and obligations remain in full affect
with respect to the Study.

25.

Strany souhlasi s tim, ze tato smlouva,
kone¢ny protokol a jakékoli ptilohy a dodatky
k nim predstavuji vylu¢nou, plnou a tplnou
smlouvu mezi smluvnimi stranami a nahrazuji
vsechna ostatni pisemna nebo Ustni ujednani
a vyjadreni mezi nimi ve vztahu k této studii.
Z&dné Gpravy této smlouvy nebudou platné,
pokud nebudou v pisemné podobé a
podepsany stranami. Bez ohledu na tento
Clanek vSechny strany této smlouvy si
uvédomuji, ze existuje piedesla smlouva mezi
spolecnosti UCB a CRO o poskytovani
SLUZEB CRO, jak je to popsano vyse, pro
kterou podminky a z&vazky tykajici se této
studie zlstavaji v plné platnosti.

26.

Failure to insist upon compliance with any of
the terms and conditions of this Agreement
shall not constitute a general waiver or
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.

26.

Netrvani na dodrZeni nékterych ustanoveni
nebo podminek této smlouvy neznamend
vSeobecné zieknuti se nebo vzdani se
kteréhokoli ustanoveni nebo podminky.
Pokud je jakakoli ¢ast této smlouvy shledana
nevymahatelnou, zbytek smlouvy zdstava i
nadale v pIné platnosti a ucinnosti.

27.

This Agreement shall be ruled and interpreted
according to the laws of the Czech Republic.
All disputes arising out of or in connection
with this Agreement, if not amicably settled,
shall be submitted to the Courts of the Czech
Republic.

217.

Tato smlouva se bude fidit a bude vykladana
podle zakonti Ceské republiky. Veskeré
rozpory, které vyvstanou z této smlouvy
nebo v souvislosti s ni, budou predany k
feseni soudim v Ceské republice, pokud
nedojde k jejich smirnému urovnani.

28.

Institution and Physician shall act as
independent contractors of UCB and CRO
and shall not be construed for any purpose as
the partner, agent, employee, servant, or
representative of UCB or CRO. UCB and
CRO shall not be responsible for any
employee benefits, pensions, employer
liability  insurance,  withholding, or
employment-related taxes of Institution or
Physician. Institution and Physician shall not
enter into any contract or agreement with an
outside party that purports to obligate or bind
UCB or CRO. Institution and Physician
acknowledge that CRO or UCB may perform
their obligations hereunder either themselves
or through a third party. Without prejudice to

28.

Poskytovatel zdravotnich sluzeb a 1ékaf
budou pusobit jako nezavisli dodavatelé
spole¢nosti UCB a CRO a nesmi byt v
zadném piipadé povazovani za partnera,
zastupce, zaméstnance, ufednika nebo
jednatele spolecnosti UCB nebo CRO.
Spole¢nost UCB ani CRO neodpovidaji za
zadné zaméstnanecké vyhody, dichody,
zaméstnanecké  pojisténi  odpovédnosti,
srazky nebo dané¢ ze zaméstnaneckych
pfijmt poskytovatele zdravotnich sluzeb
nebo 1ékafe. Poskytovatel zdravotnich
sluzeb a lékat neuzaviou jinou smlouvu nebo
dohodu se stranou mimo tuto smlouvu, ktera
by spole¢nost UCB nebo CRO ngjak
zavazovala. Poskytovatel zdravotnich sluzeb
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the rights of UCB under this Agreement,
Institution and Physician acknowledge that
CRO is the recipient of services under this
Agreement.

a lékaf berou na védomi, Ze CRO nebo
spoleénost UCB mohou plnit své zavazky
podle této smlouvy bud sami nebo
prostiednictvim tfeti strany. Aniz by toto
negativné ovliviiovalo prava spolecnosti
UCB podle této smlouvy, poskytovatel
zdravotnich sluzeb a 1ékaf berou na védomi,
ze CRO je v ramci této smlouvy piijemcem
Sluzeb.

29.

Institution and Physician 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 UCB and for UCB’s
benefit as its authorized representative, based
on the Study agreement between UCB and
CRO.

29.

Poskytovatel zdravotnich sluzeb a Ilékaf
rozumi a souhlasi s tim, ze tato smlouva je
podepsana spolec¢nosti 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
spole¢nosti UCB a v jeji prospéch, v roli
jejiho povéreného zastupce, v souladu se
smlouvou o studii mezi spole¢nosti UCB a
CRO.

30.

This Agreement shall be binding upon the
parties,  their  legal  representatives,
successors, and assigns. The obligations of
the parties contained in the Protocol and
Section  (Confidential Information and
Nondisclosure), Section (Publication and
Release of Information), Section (Intellectual
Property), and Section (Governing Law) and
Section  (Survival) shall survive the
termination or expiration of this Agreement.

30.

Tato smlouva bude zavazna pro smluvni
strany, jejich pravni zastupce, zakonné
néstupce a postupniky. Zavazky stran
uvedené v protokolu a v ¢&asti Duvérné
informace a nezptistupniovani informaci, v
Casti Zvefejiiovani a uvolilovani informaci, v
¢asti DuSevni vlastnictvi, v ¢asti Rozhodné
pravo a v casti Pretrvani platnosti ustanoveni
budou v platnosti i po ukonceni nebo
vypovédi této smlouvy.

3L

Pursuant to the applicable laws and
regulations, Institution and Physician
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.

31

Poskytovatel zdravotnich sluzeb a lékaf
prohlasuji, zarucuji a zavazuji se ve shodé¢ s
platnymi zakony, (i) Ze ani pfimo a nepfimo
neposkytli a neposkytnou nabidku, piislib,
platbu (nebo neschvalili nabidku ¢i platbu)
jakychkoli penéz nebo hodnotnych darti,
pfipadné neprovedli jakykoli jiny c¢in za
ucelem vyvinuti nepatiicného vlivu na
jakéhokoli statniho ufrednika, zaméstnance
statniho ufadu nebo organu, zdravotnického
pracovnika nebo na jakoukoli jinou osobu a
(ii) nepfijali a nepfijmou zadost nebo
nepiijmou platbu nebo véc, ktera by mohla
mit nevhodny vliv na jejich cinnost
provadénou v rdmci této smlouvy.

32.

Neither Institution nor Physician shall assign
or subcontract any of its rights or obligations
under this Agreement without the written
consent of CRO and UCB. CRO and UCB
shall have the right to assign or transfer this
Agreement in whole or in part upon written
notice to Institution and Physician.

32.

Ani poskytovatel zdravotnich sluzeb, ani
1ékai nesmi postoupit nebo zadat z4dné ze
svych prav ¢i povinnosti vyplyvajicich z této
smlouvy jakékoli treti strané bez pisemného
souhlasu CRO a spole¢nosti UCB. CRO a
spole¢nost UCB maji pravo postoupit nebo
prevést tuto smlouvu vcelku nebo ¢aste¢né
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po dodani pisemného oznameni
poskytovateli zdravotnich sluzeb a l1ékafi.

33. 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
herewith acknowledges it has reviewed both
language versions of this Agreement and that
they are, in all material respects, identical. In
the event of any discrepancy between these
two language versions, the Czech version
shall prevail.

33.

Tato smlouva nebude povazovana za
pfijatou, schvalenou ani jinak Uc¢innou,
dokud nebude nize podepsana prtislusnymi
stranami. Kazda ze stran timto prohlasuje a
zarucuje, ze osoba podepsana niZze jménem
dané strany je opravnéna k uzavieni této
smlouvy a ze tato smlouva neni v rozporu s
jakoukoliv jinou stavajici smlouvou této
strany. Kazda smluvni strana prohlasuje, ze
pfezkoumala obé jazykové verze této
smlouvy, a ze jsou ve vsech vyznamnych
ohledech shodné. V ptipadé rozporu mezi
témito dvéma jazykovymi verzemi, Ceska
verze je rozhodujici.

34. Contracting parties hereby acknowledge and
agree that the Institution shall be required to
publish the Agreement at
https://smlouvy.gov.cz/ to fulfil its legal
obligations in accordance with Act No.
340/2015 Coll., on the Register of Contracts,
as amended, and further instructions and
regulations of the Ministry of Health of the
Czech Republic. UCB and CRO agree with
the public disclosure of a redacted version of
this agreement, not containing personal data
and trade secrets according to section 504 of
the Act No. 89/2012 Coll., Civil Code, as
amended (i.e. APPENDIX 1, Agreement,
Protocol and Study design, number of
enrolled patients, duration of the Study)
which shall be provided by UCB or CRO in a
redacted form to the Institution for this
purpose prior to the execution of the
Agreement. As part of the process of
publishing of this Agreement pursuant to Act
No. 340/2015 Coll. at the Register of
Contracts, the Institution undertakes to send
to CRO a confirmation of the publication of

the Aireement to the e-mail address:

UCB and CRO acknowledge that the
Institution, as a state contributory
organization, is required to provide
information on the request of a third party
under the Act no. 106/1999 Coll., on Free
Access to Information, as amended.

34.

Smluvni strany souhlasi s uvefejnénim
smlouvy poskytovatelem zdravotnich sluzeb
na strankach https://smlouvy.gov.cz/ za
ucelem splnéni povinnosti uloZzenych mu
platnou a ucinnou pravni Upravou, a to
zejména zakonem ¢. 340/2015 Sb., o registru
smluv, ve znéni pozd¢&jsich predpist, a dale
pokyny a rozhodnutimi  Ministerstva
zdravotnictvi Ceské republiky. Spole&nost
UCB a CRO souhlasi se zvefejnénim
redigované verze smlouvy prosté osobnich
udaju a obchodniho tajemstvi ve smyslu § 504
zakona ¢. 89/2012 Sb., ob&anského zakoniku,
ve znéni pozdéjSich predpist, (které tvofti
Priloha I, protokol a design studie, pocet
zatazenych pacientl, trvani studie), kterou
UCB nebo CRO poskytne poskytovateli
zdravotnich sluzeb v redigované formé pied
podpisem této smlouvy. Poskytovatel
zdravotnich sluzeb se zavazuje v ramci
postupu zvefejnéni této smlouvy podle
zakona ¢. 340/2015 Sb., o registru smluv,
informovat CRO o zvefejnéni této smlouvy

zaslanim potvrzeni o zveiejnéni smlouvy na
e-mailovou adresu: ﬁ

UCB a CRO berou na védomi, ze
poskytovatel zdravotnich sluzeb, jakozto
statni piispévkova organizace, je povinen na
dotaz tfeti osoby poskytnout informace podle
zakona ¢. 106/1999 Sb., o svobodném

pfistupu k informacim, ve znéni pozdéjsich
predpist.
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IN WITNESS WHEREOF, the Parties have
caused this Agreement to be executed by their
duly authorised representatives in five (5) copies
with one (1) counterpart for the Institution, one
(1) for the Physician, one (1) for UCB and two (2)
for the CRO.

NA DUKAZ CEHOZ strany uzaviely tuto
smlouvu  prostiednictvim  svych  fadné
opravnénych zastupcti v péti (5) stejnopisech:
jeden (1) stejnopis obdrzi poskytovatel
zdravotnich sluzeb, jeden (1) lékat, jeden (1)
UCB adva (2) CRO.

PAREXEL International (IRL) Limited:

Signature / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum:

PAREXEL International (IRL) Limited, acting as authorised representative of UCB

BIOPHARMA SPRL / Jednajici jako povéreny zastupce spoleénosti UCB BIOPHARMA SPRL:

Signature / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum:

INSTITUTION / POSKYTOVATEL ZDRAVOTNICH SLUZEB:

Signature / Podpis:

Vv W

Authorized Representative / Na zdkladé€ povéréni

Date / Datum:

PHYSICIAN / LEKAR:

Signature / Podpis:

Date / Datum:
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ATTACHMENT 2 PRILOHA 2
Invoice Template Pi‘edloha faktury
[INSERT NAME OF PAYEE]

[INSERT ADDRESS]

[INSERT ADDRESS]

[INSERT ADDRESS]

[INSERT VAT NUMBER (if any)]
Issued to: PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8
Ireland
VAT REGISTRATION No.: IE 3249971HH
Invoice No:
Date:
Protocol Number: PS0026
Project Number:
Site Number:
Physician Name:
[Insert
Services in relation to the carrying out of a clinical trial in the period from Currency]
[insert date] to [insert date].
Total due
14 14
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ATTACHMENT 3
DATA PROTECTION

1. The Parties agree to adhere to the
principles of medical confidentiality in relation to
patients participating in the Study (“Study
Participant(s)”) and to 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.
For the purpose of this Schedule 2, “Personal
Data” shall mean any information relating to an
identified or identifiable natural person; an
identifiable natural person is one who can be
identified, directly or indirectly, in particular by
reference to an identifier such as a name, an
identification number, location data, an online
identifier or to one or more factors specific to the
physical, physiological, genetic, mental,
economic, cultural or social identity of that
natural person and “Process(ing)” (and its
cognates) shall mean any operation or set of
operations which is performed on Personal Data,
whether or not by automatic means, such as
collection, recording, organization, structuring,
storage, adaptation or alteration, retrieval,
consultation, use, disclosure by transmission,
dissemination or otherwise making available,
alignment or combination, restriction, erasure or
destruction. Institution and Physician shall
disclose to CRO or UCB any Personal Data of
Study Participants only in pseudonymised form,
unless access to uncoded Personal Data is
necessary to allow authorized personnel (eg, staff
monitoring the study, auditors) to verify that the
information collected for the Study is accurate.

2. Institution and Physician will Process
Personal Data on behalf of UCB as Study sponsor
and data controller in the conduct of the Study.

PRILOHA 3
OCHRANA OSOBNICH UDAJU

1. Smluvni strany souhlasi s tim, ze budou
dodrzovat zasady zachovani Iékaiského tajemstvi
v souvislosti s pacienty ucastnicimi se Studie
(,,acastnik/ucastnici studie”) a budou dodrzovat
vSsechny platné pravni predpisy o ochrané
osobnich udaji, vcetn¢ smérnice o ochrang
osobnich udaji 95/46/ES, nafizeni, kterym se
smérnice zrusuje, tj. obecné nafizeni o ochran¢
osobnich udaji — EU 2016/679, a veSkerych

provadécich ptedpist v Evropském
hospodaiském prostoru. Pro tucely tohoto
harmonogramu 2 budou ,,osobni
Gdaje znamenat veskeré informace

o identifikované nebo identifikovatelné fyzické
osob¢; identifikovatelnou fyzickou osobou je
fyzickd osoba, kterou lze pfimo ¢i nepiimo
identifikovat, zejména odkazem na urcity
identifikator, jako je naptiklad jméno,
identifika¢ni  ¢islo, lokaéni udaje, sitovy
identifikator nebo na jeden ¢i vice zvlastnich
prvkti  fyzické, fyziologické,  genetické,
psychické,  ekonomické,  kulturni  nebo
spoleCenské identity této fyzické osoby,
a ,,zpracovani* (a souvisejici vyrazy) znamena
jakoukoliv operaci nebo soubor operaci, které se
provadéji s osobnimi tidaji pomoci ¢i bez pomoci
automatizovanych postupt, napiiklad
zaznamenani, usporadani,
strukturovani, ulozeni, pfizpisobeni nebo
pozménéni, vyhledani, nahlédnuti, pouziti,
zpiistupnéni prenosem, Sifeni nebo jakékoliv jiné
zpiistupnéni, sefazeni ¢i zkombinovani, omezeni,
vymaz nebo zniceni. Poskytovatel zdravotnich

shromazdéni,

sluzeb a lékat predaji CRO nebo spolecnosti
UCB jakékoliv osobni udaje ucastnikd studie
pouze v pseudonymizované formé, pokud neni
zapottebi umoznit pfistup k nekdédovanym
osobnim udajim opravnénému personalu (napft.
personalu monitorujicimu studii, auditoriim) za

ucelem  oveéfeni, Zze  jsou  informace
shromazd’ované pro Studii pfesné.
2. Poskytovatel zdravotnich sluzeb a lékar

budou pii provadéni studie zpracovavat osobni
udaje jménem spoleénosti UCB jakozto
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These Processing operations are expected to last
for the duration of this Agreement. For this
purpose, Institution and Physician will Process
the following categories of Personal Data: (i)
about Study Personnel: name, title, date of birth,
professional contact information (address, email,
phone number, etc.) and curriculum vitae, and (ii)
about Study Participants: key-
coded/pseudonymised health related data.

Institution and Physician agree at all times:

a) to comply with their obligations under
applicable data protection laws, including the
obligation, if any, to appoint a data protection
officer; Institution will provide the name and
contact details of its data protection officer to
UCB at the following email address:

b) to Process Personal Data only as
necessary to perform the Study as set out in this
Agreement following the instructions of UCB,
the data controller or CRO; where Institution or
Physician is of the opinion that a data Processing
instruction by UCB or CRO is in violation of
applicable data protection laws, Institution or
Physician will immediately inform UCB thereof

C) to respond promptly to all enquiries by
UCB regarding the Processing of the Personal
Data;

d) to Process Personal Data solely for
purposes of performing the Study and in the
manner specified by UCB and not to Process such
data further for any other purpose or in any other
manner, except where such further Processing is
required by any Applicable Regulations, in which
case Institution or Physician will inform UCB of
this Processing (at _) and
the Applicable Regulations concerned,;

zadavatele studie a spravce udaju. Predpoklada
se, 7e tyto operace zpracovani budou probihat pro
dobu trvani této smlouvy. Za timto ti¢elem budou
poskytovatel  zdravotnich  sluzeb  alékar
zpracovavat nasledujici kategorie osobnich
udaju: (i) o personalu studie: jméno, titul, datum
narozeni, pracovni kontaktni informace (adresa,
e-mail, telefonni ¢Cislo atd.) a Zivotopis,
a (i) o uCastnicich  studie: zdravotni udaje
kodované podle klice/pseudonymizované.

Poskytovatel zdravotnich sluzeb a 1ékat souhlasi
s tim, ze vzdy:

a) budou dodrzovat své povinnosti podle
platnych pravnich ptedpisti o ochrané osobnich
udaji, vcetné pripadné povinnosti jmenovat
povéifence pro ochranu osobnich 1daji;
poskytovatel zdravotnich sluzeb poskytne jméno
a kontaktni udaje svého povéfence pro ochranu
osobnich udaju spolecnosti UCB na tuto e-
mailovou adresu:

b) budou zpracovévat osobni Udaje pouze v
rozsahu potfebném k provadéni studie, jak je
uvedeno vtéto smlouvé, podle pokynl
spole¢nosti UCB, spravce udaju nebo CRO;
pokud se bude poskytovatel zdravotnich sluzeb
nebo lékai domnivat, ze pokyn spolec¢nosti UCB
nebo CRO ke zpracovani udaji poruSuje platné
pravni predpisy o ochran¢ osobnich udajt, bude
o tom poskytovatel zdravotnich sluzeb nebo 1€kaf
ihned informovat spole¢nost ucCB

C) budou neprodlené reagovat na vSechny
dotazy spolecnosti UCB ohledné zpracovani
osobnich udaji;

d) budou zpracovavat osobni Udaje
vyhradné¢ pro ucely provadéni studie, ato
zpusobem specifikovanym spolecnosti UCB,
anebudou takové Udaje zpracovavat dale pro
zadné jiné ucely ani zadnym jinym zptisobem,
vyjma ptipadd, kdy je takové dalsi zpracovavani
vyzadovano platnymi  pravnimi piedpisy,
pficemz v takovém piipadé bude poskytovatel
zdravotnich sluzeb nebo 1ékaf o takovém
zpracovani a o pfislusnych platnych pravnich
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e) to subject its staff that Process the
Personal Data pursuant to this Agreement to an
appropriate  confidentiality obligation that
continues to apply once the Processing activities
have ended;

f) not to disclose or transfer Personal Data
to any third party without the prior permission in
writing of UCB, except where such disclosure or
transfer is allowed under Section 3 or required by
any Applicable Regulations, in which case
Institution or Physician will, wherever possible,
notify UCB promptly (at dataprivacy@uch.com)
prior to complying with any such request for
disclosure and shall comply with all reasonable
directions of UCB with respect to such disclosure
or transfer.

Q) to provide reasonable assistance to UCB
in meeting its data transparency obligations
towards individuals, in particular where
Institution or Physician are better placed to
provide the relevant information; UCB is
responsible for providing the relevant notices to
Institution or Physician;

h) to ensure that UCB is notified promptly
@ N o -
communication received from any individual
relating to that individual’s rights to access,
modify or correct the Personal Data or to restrict,
erase, or oppose its Processing and to comply
with all reasonable instructions of UCB in
responding to such communications;

)} to ensure that technical and
organizational measures are adopted to protect
Personal Data against accidental or unlawful
destruction or accidental loss or damage,
alteration, unauthorized disclosure or access and
against all other unauthorized or unlawful forms
of Processing or required by any applicable data
protection law;

predpisech informovat spole¢nost UCB (na
adrese [

e) zavazou svij personal, ktery zpracovava
osobni Udaje podle této smlouvy, odpovidajici
povinnosti zachovavat mléenlivost, ktera bude
platit i po skonceni zpracovavani;

f) nepfedaji ani nezaSlou osobni tudaje
zadné treti stran€¢ bez piedchoziho pisemného
souhlasu spole¢nosti UCB, vyjma ptipadi, kdy je
takové predani nebo =zaslani povoleno podle
¢asti 3 nebo je vyzadovano platnymi pravnimi
predpisy, pficemz  vtakovém  piipadé
poskytovatel zdravotnich sluzeb nebo Iékat
pokud mozno neprodlené uvédomi spolecnost
UCB (na adrese dataprivacy@ucb.com) dfive,
nez zédosti o predani vyhovi, a dodrzi vSechny
pfimétené pokyny spolecnosti UCB tykajici se
takového predani nebo zaslani.

Q) poskytnou spolecnosti UCB piimétenou
souc¢innost  pfi  plnéni  jejiho  zavazku
transparentnosti udaji ve vztahu k jednotliveiim,
zejména pokud méa poskytovatel zdravotnich
sluzeb nebo Iékar lepSi moznost poskytnout
relevantni informace; spole¢nost UCB odpovida
za poskytnuti ptislusnych oznameni
poskytovateli zdravotnich sluzeb nebo 1ékati;

h) zajisti, aby byla spole¢nost UCB
neprodlené informovéana (na adrese
_) o0 veskere komunikaci
s jednotlivci, kterd se tykd prav daného
jednotlivee na pfistup, Upravu nebo opravu
osobnich 1udajii nebo omezeni, vymaz nebo
odmitnuti jejich zpracovani, a pfi odpovidani na
takovou komunikaci budou dodrzovat vsechny
primétené pokyny spolecnosti UCB;

i) zajisti ptijeti technickych
a organizacnich opatfeni na ochranu osobnich
udaji  pted nahodnym nebo protipravnim
zniCenim nebo nahodnou  ztratou nebo
poskozenim, pozménénim, neopravnénym
pfedanim nebo zpfistupnénim aproti vSem
dal$im formam neopravnéného nebo
protipravniho  zpracovani, nebo jak je
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)} to inform UCB’s data privacy officer in
writing (at —) 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 UCB with its
obligation, in accordance with applicable laws, to
notify a security breach to competent supervisory
authorities and individuals, to the extent that
Institution or Physician have relevant information
for UCB to meet its notification obligations or are
better placed to inform relevant authorities or
individuals;

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

)} to assist UCB in performing privacy
impact assessments and preparing consultations
with supervisory authorities, where Institution or
Physician holds essential information for UCB to
meet its obligations under applicable laws;

m) to train staff responsible for Processing
the Personal Data regarding the obligations set
forth in this Agreement and to discipline staff for
failing to comply with those obligations; and

n) that UCB may inspect and audit, with
reasonable notice, their Processing of Personal
Data to confirm that Institution and Physician
have complied with their obligations set forth in
this Agreement. Institution and Physician will
furnish CRO or UCB with all materials necessary
for CRO or UCB to prepare such inspection or
audit.

pozadovano platnymi  pravnimi  pfedpisy
0 ochrané osobnich udaji;

)} budou informovat povétence spole¢nosti
UCB pro ochranu osobnich tudajii pisemnou
formou (na adrese _) béhem
jednoho (1) pracovniho dne o jakémkoliv
ndhodném nebo protipravnim znieni nebo
ndhodné ztraté nebo poskozeni, pozménéni,
neopravnéném predani nebo  zpfistupnéni
osobnich idaji a v souladu s platnymi pravnimi
predpisy poskytnou spole¢nosti UCB souc¢innost
pfi zajisténi jejiho zavazku oznamit poruseni
bezpecnosti  pfislusnym dozorovym uifadim
aosobam do té miry, vjaké méa poskytovatel
zdravotnich sluzeb nebo Iékat relevantni
informace pro spole¢nost UCB, aby mohla plnit
své oznamovaci povinnosti, nebo v jaké maji
lepsi predpoklady ktomu, aby informovali
prislusné trady nebo osoby;

k) po dohod¢ se spoleénosti UCB zavedou
bez prodleni vhodna bezpecnostni a zmirfujici
opatfeni, aby se omezily potencidlni nezadouci
ucinky poruseni bezpe¢nosti;

)} poskytnou spole¢nosti UCB soucinnost
pfi provadéni hodnoceni dopadu na ochranu
osobnich udaji apii piipravé konzultaci
s dozorovymi ufady, pokud ma poskytovatel
zdravotnich sluzeb nebo lékar zasadni informace
pro spolecnost UCB k tomu, aby mohla plnit své
povinnosti podle platnych pravnich predpist;

m) vySkoli  personal  odpovédny za
zpracovani  osobnich  udaji v souvislosti
s povinnostmi stanovenymi v této smlouvé a pfti
neplnéni téchto povinnosti tento personal
postihnou; a

n) po oznameni s dostateCnym predstihem
muze spole¢nost UCB provést kontrolu a audit ke
zjisténi, zda poskytovatel zdravotnich sluzeb a
1€kar pti zpracovani osobnich udaji dodrzuji své
povinnosti stanovené v této
Poskytovatel zdravotnich sluzeb a 1ékat predaji
CRO nebo spolecnosti UCB veskeré materialy
potiebné k tomu, aby CRO nebo spole¢nost UCB
mohla takovou kontrolu nebo audit pfipravit.

smlouve.
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3. Institution and Physician shall not
subcontract any of its Processing operations
performed on behalf of UCB as data controller
without the prior written consent of UCB. Where
Institution or Physician subcontract their
obligations under the Agreement, with the
consent of UCB, they shall do so only by way of
awritten agreement with the sub-processor which
imposes the same obligations on the sub-
processor as are imposed on Institution and
Physician under this Schedule. Where the sub-
processor fails to fulfil its data protection
obligations under such written agreement,
Institution and Physician shall remain fully liable
to UCB for the performance of their obligations
under such agreement. Upon request, Institution
and Physician will provide UCB with all relevant
information on the obligations of sub-contractors
in relation to this paragraph.

4. Institution and Physician represent and
warrant that nothing in any applicable data
protection legislation (or any other Applicable
Regulations) prevents them from fulfilling their
obligations under this Agreement and undertake
and agree that, in the event of a change in any
such laws that is likely to have a material adverse
effect on Institution or Physician’s compliance
with this Agreement or in the event Institution or
Physician otherwise cannot comply with this
Section 4 for whatever reason(s), Institution or
Physician shall notify UCB within fifteen (15)
days.

5. In addition, Institution represents that the
Study Personnel has been informed about and
consented to the Processing of their Personal
Data by UCB 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

3. Poskytovatel zdravotnich sluzeb a 1ékar
nesmi najmout subdodavatele k operacim
zpracovani provadénym jménem spolecnosti
UCB jakozto spravcem udajii bez ptedchoziho
pisemného souhlasu spole¢nosti UCB. Pokud
poskytovatel zdravotnich sluzeb nebo Iékar
najmou subdodavatele k plnéni svych povinnosti
podle této smlouvy se souhlasem spolecnosti
UCB, musi tak ucinit vyhradné formou pisemné
smlouvy se subzpracovatelem, kterd
subzpracovateli uklada stejné povinnosti, jaké
jsou ulozeny poskytovateli zdravotnich sluzeb a
lékati podle tohoto harmonogramu. Pokud
subzpracovatel neplni své povinnosti tykajici se
ochrany osobnich udaji podle takové pisemné
smlouvy, zistavaji poskytovatel zdravotnich
sluzeb a lékar nadale pln€ odpovédni spolecnosti
UCB za plnéni svych povinnosti podle takové
smlouvy. Na vyzadani poskytne poskytovatel
zdravotnich sluzeb a 1ékar spolecnosti UCB
veskeré relevantni informace o povinnostech
subzpracovatell v souvislosti s timto odstavcem.

4. Poskytovatel zdravotnich sluzeb a 1ékat
prohlasuji a zarucuji, ze jim zadné ustanoveni
v platnych pravnich pfedpisech o ochrané
osobnich udaji (nebo v jinych platnych pravnich
predpisech) nebrani v plnéni jejich povinnosti
podle této smlouvy, a zavazuji se a souhlasi s tim,
7ze vptipadé zmény jakychkoliv takovych
pravnich piedpisi, kterda by pravdépodobné
mohla mit zasadni nezaddouci UuCinek na
dodrzovani této smlouvy ze strany poskytovatele
zdravotnich sluzeb nebo 1ékate, nebo pokud
poskytovatel zdravotnich sluzeb nebo Iékat
nemohou jinak dodrzet tuto ¢ast 4 z libovolného
divodu, bude o tom poskytovatel zdravotnich
sluzeb nebo 1ékat informovat spolec¢nost UCB
béhem patnécti (15) dnt.

5. Dale poskytovatel zdravotnich sluzeb
prohlasuje, Ze byl personal studie informovan
a souhlasil se zpracovanim svych osobnich udaji
spole¢nosti UCB v souladu s platnymi pravnimi
predpisy o ochrané osobnich udaji pro ucely
dodrzeni pravnich ptedpist o klinické praxi; pro
ucely odpovédi na zadosti prislusnych ufadd,
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ethics committee; and for general trial
management and monitoring purposes by UCB,
CRO and their representatives. Personal Data
may be transferred to, held, and Processed by
UCB, its affiliated companies and selected third
party service suppliers anywhere in the world for
these purposes and will be retained as long as
necessary under the Applicable Regulations and
for a minimum of ten (10) years from the end of
the Study. Whenever Personal Data of Study
Personnel is transferred to entities established
outside of the European Economic Area, UCB
takes measures to ensure that the Personal Data
will be appropriately protected in accordance
with data privacy laws. Personal Data may also
be shared with competent authorities as required
by Applicable Regulations. To view, query,
block, delete, port or modify their Personal Data
on file with UCB, to oppose UCB’s use of the
Personal Data, or to file a complaint, each Study
Personnel member may at any time contact
UCB’s Data  Protection  Officer  at
_. If a Study Personnel
member believes that his/her complaint has not
been addressed appropriately by UCB, the
member has also the right to lodge a complaint to
his/her data protection authority.

agentur nebo etické komise; a pro obecné ucely
fizeni a monitorovani klinického hodnoceni
spolecnosti UCB, CRO a jejich zastupci. Osobni
udaje mohou byt pro tyto ucely predany
spolecnosti UCB, jejim pfidruzenym
spole¢nostem a vybranym nezavislym
poskytovateltiim sluzeb kdekoliv na svéte, ktefi je
mohou uchovévat a zpracovavat, atyto Udaje
budou uchovavany, dokud to bude potfebné
podle platnych pravnich pfedpist apo dobu
minimalné¢ deseti (10) let po skonceni studie.
Pokud jsou osobni Udaje personalu studie
pfedany subjektim nachazejicim se mimo
Evropsky hospodaisky prostor, pfijme spolecnost
UCB opatteni k zajisténi fadné ochrany osobnich
udaji v souladu s pravnimi ptedpisy o ochrané
osobnich idaji. Osobni udaje mohou byt také
sdileny s pfislusnymi tufady dle pozadavkl
platnych  pravnich ptedpisi. Za ucelem
nahlédnuti, dotazovani, zablokovani, vymazani,
preneseni nebo upravy svych osobnich udaji
uchovavanych u spolecnosti UCB, za ucelem
odmitnuti pouzivani osobnich udaji spole¢nosti
UCB nebo uplatnéni stiznosti mize kazdy ¢len
personalu studie kdykoliv kontaktovat povéience
spoleénosti UCB pro ochranu osobnich dajii na
adrese _ Pokud se néktery
Clen personalu studie domniva, ze jeho stiznost
nebyla spolecnosti UCB nalezit¢ feSena, ma
rovnéz pravo podat stiznost u afadu pro ochranu
osobnich udaji.
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