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CLINICAL TRIAL AGREEMENT
no. 017/0VZ/20/031-P

This CLINICAL TRIAL AGREEMENT (the
“Agreement”) is effective on the date of last
signature and effective on the date of by publishing
in accordance with the Act no. 340/2015 Coll. On
the Register of Contracts, as amended (the
“Effective Date”), by and between

Fakultni nemocnice Ostrava located at 17.
listopadu 1790, 708 52 Ostrava, Czech Republic,
Organization 1D No.: 00843989, VAT Reg. No.:
CZ00843989, person authorized to act and sign in
respect of this Agreement doc. MUDrr. Petr Vavra,
Ph.D., Deputy Director for Scientific Research,
Development and Education, Establishment list of
Ministry of Health of November 25, 1990 File no.
OP-054-25.11.90. Bank details: Czech National
Bank, Na Prikope 28, 115 03 Prague 1, Account
No.: 66332761/0710, IBAN: CZ59 0710 0000 0000
6633 2761, SWIFT: CNBACZPP, variable symbol
for this study: 649071286 (the “Institution™),

H. Lundbeck A/S located at Ottiliavej 9, 2500
Valby, Denmark (the “Sponsor”),

and

XXXXXXXXXXXXXXXX, an employee of the Institution,
located at xxxxxxx of the Fakultni nemocnice
Ostrava, 17. listopadu 1790, 708 52 Ostrava, Czech
Republic, who shall serve as the principal
investigator (“Investigator”) for the Study as
defined below. The Institution and the Investigator
may be collectively referred to as the “Site.”

Sponsor has retained Pharmaceutical Research
Associates, Inc. located at 4130 Parklake Avenue,
Suite 400, Raleigh, NC 27612, USA (“PRA”™) and
its affiliated company Pharmaceutical Research
Associates (UK) Ltd, loated at 500 South Oak
Way, Green Park, Reading, Berk-shire, RG2 6AD,
UK (hereinafter “PRA UK”) to act through
Pharmaceutical Research Associates CZ, s.r.o.,

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENT &.
017/0VZ/20/031-P

Tato SMLOUVA o PROVEDENI
KLINICKEHO HODNOCENI  (dale jen
»Smlouva“) nabyvd ucinnosti ke dni podpisu

posledni stranou a stava se t¢innou dnem uvetejnéni
dle zakona ¢. 340/2015 Sb., o registru smluv,
Vv platném znéni (dale jen ,,Datum Géinnosti“), mezi

Fakultni nemocnice  Ostrava se sidlem
17.listopadu 1790, 708 52 Ostrava, Ceska republika,
1C:00843989, DIC: CZ00843989, ve vécech této
smlouvy je opravnén jednat a podepisovat doc.
MUDr. Petr Vavra, Ph.D., naméstek teditele pro
védu, vyzkum a vyuku, Zfizovaci listina MZ CR ze
dne 25. listopadu 1990 ¢&.j. OP-054-25.11.90.
Bankovni spojeni: Ceska narodni banka, Na Piikopé
28, 115 03 Praha 1, Cislo uétu: 66332761/0710,
IBAN: CZ59 0710 0000 0000 6633 2761, SWIFT:
CNBACZPP, variabilni symbol pro tuto studii:
649071286(déale jen ,,Zdravotnické zatizeni®),

spole¢nosti H. Lundbeck A/S se sidlem Ottiliavej
9, 2500 Valby, Dansko (dale jen ,,Zadavatel*),

a

XXXXXXXXXXXXXXXX, zam&stnancem Zdravotnického
zafizeni, se sidlem xxxxxxx Fakultni nemocnice
Ostrava, 17. listopadu 1790, 708 52 Ostrava, Ceska
republika, ktery bude vystupovat jako hlavni
zkousejici (dale jen ,,Zkousejici*) odpovidajici za
Studii, jak je definovano nize. Zdravotnické zatizeni
a Zkousejici mohou byt dale spole¢né oznaCovani
jen jako ,,Resitelské centrum®.

Zadavatel angaZoval Pharmaceutical Research
Associates, Inc. se sidlem 4130 Parklake Avenue,
Suite 400, Raleigh, NC 27612, USA (dale jen
“PRA”) a jeji pobocku Pharmaceutical Research
Associates (UK) Ltd, se sidlem 500 South Oak
Way, Green Park, Reading, Berk-shire, RG2 6AD,
Spojené krélovstvi (dale jen “PRA UK”) jednat
prostiednictvim Pharmaceutical Research
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located at Jankovcova 1569/2c, Praha 7, 170 00,
Czech Republic, IC (company ID number):
27636852, the limited liability company duly
registered in the Commercial Register of the Czech
Republic maintained by the Municipal Court in
Prague, Section C, Entry 120574, represented by
XXXXXXXXXXXXXXXXXXX (“PRA”, jointly “PRA”) as
the clinical research organization to assist Sponsor
in the conduct of the Study, including managing
and monitoring the Study and handling the
payments according to Exhibit A and Exhibit B
hereto. Additionally, by separate agreement,
Sponsor has engaged PRA to handle the
negotiation of site budgets, facilitate and perform
legal negotiation on behalf of Sponsor and, through
a separate power of attorney, to sign and ensure
execution of relevant agreements for the conduct of
the Study in the name of and on behalf of Sponsor.

1. STATEMENT OF WORK.

(@) The Investigator will conduct the clinical
research study entitled “Interventional,
randomized, double-blind, parallel-
group, placebo-controlled study with an
extension period to evaluate the efficacy
and safety of eptinezumab for the
prevention of migraine in patients with
unsuccessful prior preventive
treatments” (the “Study”), bearing
protocol number 18898A, as may be
amended from time to time (the
“Protocol™), the provisions of which are
incorporated herein by reference. The
Investigator shall perform the Study in
conformance with: (i) generally accepted
standards of good clinical practice (ICH
GCP) and the Declaration of Helsinki, (ii)
an ethical manner and in a manner that
appropriately protects the safety, security,
and well-being of the Study subjects and
any data arising from the Study (iii) the
Protocol and (iv) all applicable laws, rules

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

Associates CZ, s.r.o.,, se sidlem Jankovcova
1569/2c, Praha 7, 170 00, Ceska republika, ICO:
27636852, DIC: CZ27636852, spolednosti S
ru¢enym omezenym fadné zapsanou v Obchodnim
rejstitku  Ceské republiky vedeném Méstskym
soudem v Praze, oddil C, vlozka 120574,
Zastoupenou  XXXXXXXXXXXXXXXXXXX ~(dale jen
~PRA”, spole¢né¢ jako ,PRA") jako organizaci
klinickeho vyzkumu pro podporu Zadavatele ve
vykonavani Studie, vCetné fizeni a monitorovani
Studie a zpracovani plateb v souladu s Piilohou A a
Ptilohou B této Smlouvy. Zadavatel navic
angazoval PRA samostatnou smlouvou, aby fidila
vyjednavani rozpoCti pro feSitelska centra,
podporovala a vykondvala pravni vyjednavani
jménem Zadavatele a, prostfednictvim samostatné
plné moci, podepsala a zajistila uzavieni
relevantnich smluv pro vykonéavani Studie jménem a
na ucet Zadavatele.

1. POPIS PROJEKTU.

(a) Zkousejici provede Klinickou vyzkumnou

studii pod nazvem “Intervenéni,
randomizovana,  dvojité  zaslepena,
placebem  kontrolovana  studie s

paralelnimi skupinami a s prodlouzenym
obdobim za  ufelem  vyhodnoceni
ucinnosti a bezpecnosti eptinezumabu
pro prevenci migrény u pacienti, u nichz
byla  predchozi preventivni 1écba
neuspésna” (dale jen ,Studie”), s cislem
protokolu 18898A, ve znéni piipadnych
zmén (dale jen ,,Protokol”), jehoz
ustanoveni jsou nedilnou soucasti této
Smlouvy. Zkous$ejici bude provadét Studii v
souladu s: (i) vSeobecné akceptovanymi
standardy spravné Kklinické praxe (ICH
GCP) a Helsinskou deklaraci, (ii) etickym
jednanim a zptsobem, ktery piiméiené
chrani bezpecnost, jistotu a pohodu subjektt
Studie a udaju ziskanych ze Studie, (iii)
Protokolem, a (iv) viemi pfisluSnymi
zakony, predpisy a smérnicemi platnymi na

and regulations valid in the Czech uzemi Ceské republiky véetné mimo jiné
Republic including, but not limited to ptedpisti upravujicich provadéni klinickych
those governing the conduct of the Study studii, jako mnapfiklad nafizeni EU
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such as the EU Directives 2001/20/EC and
2005/28/EC, Act about medical
substances n. 378/2007 coll. as amended,
Act about health services n. 372/2011 coll.
as amended, Decree about Good clinical
practice and conditions of conducting

Clinical Trials n. 226/2008 coll. as
amended, (v) the requirements of the
EC, and (vi) this Agreement. The

Institution shall not reassign the conduct
of the Study to another investigator
without Sponsor’s express prior written
consent. If the Investigator is unable to
perform the duties required by this
Agreement, the Institution shall promptly
notify the Sponsor in writing. If a
mutually acceptable replacement is not
available, this Agreement may be
terminated by the Sponsor as provided
herein.

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

2001/20/EC a 2005/28/EC, zékona C.
378/2007 Sb. o lécivech, v platném znéni,
zékona ¢. 372/2011 Sb., o zdravotnich
sluzbach, v platném znéni, vyhlasky C¢.
226/2008 Sb. o sprévné Klinické praxi a
podminkéch klinického hodnoceni 1é¢iv, v
platném znéni (v) poZadavky Etické komise
a (vi) ustanovenimi této Smlouvy.
Zdravotnické zafizeni neni opravnéné
povérit vykonem Studie jiného Zkousejiciho
bez vyslovného piedchoziho pisemného
souhlasu Zadavatele. Nemuze-li Zkousejici
vykonavat  povinnosti  vyplyvajici  ze
Smlouvy, Zdravotnické zafizeni je o tom
povinno Zadavatele neprodlené¢ pisemné
vyrozumét.  Nelze-li  nalézt  néhradu
pfijatelnou pro obé strany, mize Zadavatel
od této Smlouvy odstoupit zpiisobem v této
Smlouvé stanovenym.

(b) The Institution shall provide appropriate (b) Zdravotnické zatfizeni poskytne vhodné
resources and facilities, so the Investigator zdroje a zafizeni, aby ZkouSejici mohl
can conduct the Study in a timely and Studii provést véas a odborné a v souladu s
professional manner and according to the podminkami této Smlouvy. Regitelské
terms of this Agreement. The Site shall centrum zajisti, ze pii provadéni Studie
ensure that only individuals who are budou ndpomocni  pouze  vySkoleni
appropriately trained and qualified will a kompetentni spolupracovnici. Regitelské
assist in conducting the Study. The Site is centrum odpovida za zajisténi toho, Ze
responsible for ensuring that all personnel veskery personal ucastnici se Studie (dale
participating in the Study (“Study Team”) jen ,,Tym Studie*) spliuje podminky této
comply with the terms of this Agreement. Smlouvy. Jakékoliv jmenovani
Any appointment of sub-investigators is spoluzkousejicich je podminéno
subject to Sponsor prior approval. piedchozim souhlasem Zadavatele.
Institution and Investigator agree to Zdravotnické zafizeni a ZkouSejici souhlasi,
promptly notify Sponsor in the event any 7e neprodlené oznami Zadavateli, pokud je
Study Team member is reported to or ¢len Tymu Studie ohlasen licen¢ni komisi,
comes under investigation by any nezavislé etické komisi nebo ptezkoumaci
licensing board, independent ethics komisi nebo jimi vySetfovan, a v ndvaznosti
committee or institutional review board, na takové Setfeni bude stakovym clenem
and further agrees to promptly discontinue Tymu Studie ukoncena veSkerd cinnost
the use of any such personnel in souvisejici s provadénim Studie, pokud
connection with the Study unless Sponsor Zadavatel nepoda  pisemny  souhlas
consents in writing to the continued use of S pokra¢ovanim spoluprace s danym
such personnel. Unless otherwise agreed Clenem. Pokud neni stranami sjednano
to in writing by the parties, the Site shall pisemné néco jiného, ResSitelské centrum
conduct the Study only at the facilities bude provadét Studii jen v zafizenich
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indicated in this Agreement.

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

uvedenych v této Smlouvé.

(c) The Institution and the Investigator shall (¢) Zdravotnické zafizeni a ZkouSejici budou
notify Sponsor if the Investigator ceases to informovat Zadavatele pokud Zkousejici
be associated with the Institution or is piestane byt zaméstnancem Zdravotnického
otherwise unavailable to continue as zafizeni nebo nebude z jinych davoda
Investigator, which shall entitle the schopen ptisobit jako Zkousejici, takovato
Sponsor to terminate this Agreement skute¢nost opraviiuje Zadavatele k ukonceni
immediately pursuant to Clause 10 (b). této Smlouvy v souladu s ustanovenim

10(b).

(d) The Study shall commence only after the (d) Studie bude zahajena aZ poté co bude
necessary approval by (i) the competent udélen potiebny souhlas nebo kladné
regulatory authority having authority to stanovisko od (i) pfislusného regulatorniho
regulate the conduct of the Study ufadu, ktery ma v kompetenci provadéni
("Regulatory Authority™) and (ii) the EC Klinickych studii (dale jen ,,Requlatorni
have been obtained. Sponsor shall be ufad“) a (i) prislusné Etické komise.
responsible for obtaining such approvals. Zadavatel bude zodpovédny za ziskani
Sponsor shall inform the Institution and vSech vySe zminénych souhlast. Zadavatel
the Investigator in writing that all bude pisemné informovat Zdravotnické
competent Regulatory Authority and EC zatizeni a Zkousejiciho jakmile obdrZi
have given their authorization including souhlas od Regulatorniho ufadu a od
the authorization of the local EC. The Etickych komisi, véetné lokalni etické
Institution and the Investigator represent komise. Zdravotnické zafizeni a ZkousSejici
to have obtained all necessary internal potvrzuji, Zze byla udélena vSechna interni
approvals required for the conduct of the schvaleni nutna pro provedeni Studie ve
Study at the Institution. Zdravotnickém zafizeni

2. PAYMENT. 2. UHRADA.

(@) Sponsor will, through PRA, pay the (a) Zadavatel zaplati Zdravotnickému zafizeni
Institution according to the Payment prostiednictvim PRA Uhradu v souladu s
Terms attached hereto as Exhibit A platebnimi  podminkami, které  jsou
(“Payment Terms”) and the Budget K tomuto dokumentu piipojeny
attached hereto as Exhibit B (“Budget”), jako Piilona A (dale jen ,Platebni
upon receipt of invoices and other podminky“), a srozpo¢tem, ktery je
appropriate documentation as specified k tomuto dokumentu pfipojen jako P¥iloha
therein for the services provided under the B (dale jen ,,Rozpocet”), a to na zakladé
Agreement by Institution, Investigator and doruceni faktur a dalSich pfislusnych
the Study Team. No other payments shall dokladi v souladu s Rozpoétem, za sluzby
be paid by the Sponsor or PRA to the poskytnuty dle této Smlouvy
Institution or the Investigator in Zdravotnickym zafizenim, Zkousejicim a
connection with the Study unless agreed in Tymem Studie. Zadavatel ani PRA
the Budget. neuhradi Zdravotnickému zafizeni ani

Zkousejicimu v rdmci této Studie z&dné
jiné platby, kromé téch které jsou uvedeny
vV Rozpoctu.
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(b) The Institution as payee (“Payee”) shall (b) Zdravotnické zafizeni, jakozto piijemce

provide full payment instructions and
bank details, in writing to PRA in the
Payment Information Checklist (“PIC”),
before any payment can be made. The
Payee is obliged to inform PRA, in
writing, of any changes or required
updates of payment instructions and/or
bank details. The parties agree that any
change of or update to the Payee’s bank
details contained in the PIC may be
effected through a written notice and shall
not of itself require a formal Amendment
to this Agreement.

platoy (dale jen ,Pfijemce platby*)
poskytne  pisemné  spole¢nosti PRA
kompletni platebni pokyny a bankovni
spojeni, a to na formulafi platebnich Udaji
(dale jen ,,PIC*) piedtim, nez bude mozno
uskutecnit jakoukoliv platbu. Prijemce
platby je povinen pisemn¢ informovat PRA
0 jakychkoliv zménach nebo pozadovanych
aktualizacich v platebnich pokynech a/nebo
bankovnim  spojeni.  Smluvni  strany
sjedndvaji, Ze zmény nebo aktualizace
bankovniho spojeni  Piijemce platby
obsazen¢ v PIC mohou byt provadény
pisemnym oznamenim a samy o sob¢

nevyZaduji uzavieni Dodatku k této
Smlouve.

(c) The Site is an independent contractor, and (c) Resitelské  centrum je  nezavislym
neither PRA nor Sponsor is responsible dodavatelem a PRA ani Zadavatel nejsou
for any employee benefits, pensions, odpovédni za vyplaceni jakychkoli pozitkd
workers’ compensation, withholding, or zaméstnanci, dachodu, nahrad
employment-related taxes as to the Site or pracovnikim, srazek nebo dani hrazenych
its personnel. za zaméstnance bud’ Resitelskému centru,

nebo jeho personalu.

(d) The Investigator and any sub-investigators (d) Zkousejici a ptipadni spoluzkousejici na
will complete and sign a financial Zadost Zadavatele vyplni a podepisi
disclosure form when requested to do so formulai finan¢nich Udaji. Tyto formulafe
by Sponsor.  These forms shall be musi byt v piipadé potieby neprodlené
promptly updated as needed to maintain aktualizovany, aby po dobu Studie a
their accuracy and completeness during jednoho roku po jejim skonceni zistaly
the Study and for one year after its spravné a uplné. Zdravotnické zafizeni a
completion.  The Institution  and Zkousejici berou na védomi a souhlasi
Investigator acknowledge and agree that s tim, Ze veSkeré platby provedené v rdmci
any payments made under this Agreement této Smlouvy budou Zadavatelem nebo
will be disclosed to the local regulatory PRA sd¢leny mistnim regulacnim uradtim,
authorities by Sponsor or PRA as required jak je poZadovéano podle EFPIA (Evropska
under the EFPIA (European Federation of federace farmaceutického primyslu a
Pharmaceutical Industries and asociaci) kodexem zvefejnovani nebo
Associations)  Disclosure  Code  or ekvivalentnim mistnim pfedpisem.
equivalent local legislation.

(e) The Institution hereby agrees that no third (e) Zdravotnické zafizeni timto souhlasi s tim,
party will be charged for any aspect of 7e zadnému subjektu ani tfeti stran¢ nebude
treatment or subject care for which the v 7zddném ohledu tuctovana 1éCba ani
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()

(9)

(h)

Payee has invoiced or been paid under this
Agreement. The Institution hereby agrees
that neither participants in the Study nor
any third party will be charged for
Eptinezumab (the “Study Drug”) or any
comparator drugs provided for this Study,
nor shall Payee include such cost in any
cost report to third-party payers.

Unless otherwise agreed herein, payments
will be made for evaluable subjects and
for eligible subjects only. An eligible
subject is one who meets all of the
inclusion requirements and does not meet
any of the exclusion criteria of the
Protocol, who was enrolled by
Investigator, and from whom informed
consent has been obtained. Informed
Consent Form will be prepared by
Sponsor/PRA. An evaluable subject is one
for whom case report forms (“CRFs™)
have been properly completed in
accordance with the Protocol, and who has
completed the  appropriate  Study
procedures as set forth in the Protocol, and
undergone the evaluations required by the
Protocol.

The remuneration agreed upon in
hereunder covers time to be allocated by
the Investigator and Study Team for
meetings to be held in connection with,
before, during or after the Study,
including, but not limited to Investigator
Meetings, visits by the Study monitor to
the Site, completion of patient CRFs and
data clarification requested by Sponsor.

Medical procedures, which have not been
described in or required by the Protocol
will not result in any additional payments
from Sponsor. Travelling and/or other
expenses shall only be reimbursed to the
extent Sponsor has agreed in advance with

()

(9)

(h)

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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zdravotni péce, kterou Piijemce platby

fakturoval nebo kterda byla uhrazena
vramci této  Smlouvy. Zdravotnické
zafizeni timto souhlasi stim, Ze

ucastnikim Studie ani zadné tieti strané
nebude uctovan Eptinezumab (dale jen
,Hodnoceny Iék“) nebo jiny srovnavaci lek
poskytnuty pro tuto Studii a Ze takovéto
naklady nebudou zahrnuty do Zadného
vykazu nakladt pro platce-tieti strany.

Pokud v této Smlouvé neni dohodnuto
jinak, platby budou provadény jen za
vyhodnotitelné subjekty a jen za zpusobilé
subjekty. Zpusobily subjekt je ten, ktery
spIni vdechny podminky pro zafazeni a
nesplituje zadné z vyluCovacich kritérii
uvedenych Protokolu, ktery byl zafazen

ZkouSejicim a  ktery  udélil  svij
informovany souhlas. Formular
informovaného souhlasu vypracuje

Zadavatel/PRA. Vyhodnotitelny subjekt je
ten subjekt, u ng&z byly uspokojivé
vyplnény vSechny formulafe pro zaznamy

Subjektt  Studie (ddle jen ,,CRF")
v souladu s Protokolem, ktery absolvoval
pfislusné  studijni  ukony  stanovené

Protokolem a ktery absolvoval vySetieni
poZadovana Protokolem.

Ohodnoceni sjednano v této Smlouvé
pokryva ¢as urCeny Zkousejicim a Tymem
Studie na schiize konajici se v souvislosti s,
pted, v priibe¢hu nebo po Studii, véetné, ale
bez  omezeni, ptedstudijni  schize
Zkousejicich, navstév monitora Studie v
Resitelském  centru, vypliiovani CRF
pacienti a objasnéni dat vyzadanych
Zadavatelem.

Lékatské zakroky, které nebyly popsané
nebo vyZadované Protokolem, nevyusti v
Zadné dodate¢né platby od Zadavatele.
Cestovné nebo jiné néklady, které
Zdravotnické zafizeni uhradilo jménem
Zadavatele, budou proplacené pouze v
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(i)

)

3. R

Institution to defray such expense on
Sponsor’s behalf.

The parties acknowledge and agree that
the compensation provided for Site’s
performance under the Agreement
represents the fair market value for the
services conducted by Site and has been
agreed independently from any business
the Institution or the Investigator has made
or may make in relation to the ordering of
products or services of the Sponsor.

Payments which are referred in this
section and in Exhibit A and B, are the
sole and exclusive means of sound
financial settlement between the Parties.
Sponsor and PRA declare that neither of
them shall execute a separate Clinical
Trial Agreement with the Investigator
related to this Study. Institution will be
only receiver of the payments and
remuneration from this Study will be split
between Institution, Investigator and
Study team under internal rules and
procedures of the Institution.

ECORDKEEPING; REPORTING;

ACCESS.

(a)

Authorized representatives of Sponsor
and/or PRA and relevant regulatory
authorities have the right, upon reasonable
advance notice, and during regular
business hours, to: (i) audit and examine
the Site’s facilities required  for
performance of the Study; and (ii) review
all data, records and work products
relating to the Study, and if necessary,
make copies of such data, records and
work products, provided such copies do
not include any unauthorized individually-
identifiable information of a Study
subject. The Site shall maintain complete
and accurate records related to the Study
(“I-TMFE”) and shall retain all such records

(i)

0)

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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rozsahu predem
Zadavatelem.

sjednaném se

Smluvni strany uzndvaji a souhlasi s tim,
7e odména za plnéni Resitelského centra na
zakladé  této  Smlouvy  predstavuje
spravedlivou  trzni  hodnotu  sluZzeb
poskytnutych Resitelskym centrem a byla
sjedndna nezavisle na jinych obchodnich
vztazich, stavajicich nebo potencialnich,
Zdravotnického zatizeni nebo Zkousejiciho
tykajicich se objednavek vyrobki nebo
sluzeb Zadavatele.

Platby uvedené v tomto ¢lanku a piiloze A
a priloze B piedstavuji jediny a vyluény
zpisob fadného finan¢niho vyporadani
mezi smluvnimi stranami. Zadavatel a PRA
timto prohlasuji, Ze neuzavieli se
ZKkousejicim separatni smlouvu na odménu
za provedeni Studie. Zdravotnické zafizeni
bude jedinym pfijemcem platby a odména
plynouci ze Studie bude mezi Zdravotnické
zatizeni a ZkouSejiciho a jeho studijni tym
rozdélena po odeCteni nakladd podle
vnitinich piedpist Zdravotnického
zatizeni.

3. ZAZNAMY:;VYKAZY; PRIiSTUP.

() Zmocnéni zastupci Zadavatele, pripadné

PRA a pfislusné kontrolni ufady jsou
opravnéni na  zakladé¢  pfiméfeného

predchoziho oznadmeni v pfiméfené lhaté a
béhem obvyklé pracovni doby: (i) provadét

audit a provéfit vybaveni Resitelského
centra potiebné k provedeni Studie a (ii)
zkontrolovat veSkeré (daje, zdznamy a

vysledky prace souvisejicich s provadénim

Studie, a jestlize to je potfebné, potizovat si

kopie takovych udajli, zaznamt a vysledkt

prace, za piedpokladu, Ze takové kopie
neobsahuji nepovolené individualné
identifikovatelné informace o Subjektu
Studie. Resitelské centrum je povinno veést
Uplné a spravné zaznamy tykajici se Studie
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(b)

resulting from the Study in accordance
with ICH GCP for the for a period of
twenty-five (25) years following the
completion, abandonment or termination
of the Study or the time required by
applicable laws and regulations, if longer.
The Site must inform Sponsor about any
change in ownership of the I-TMF or
change in contact details of the I-TMF
owner. Prior to destroying or otherwise
disposing of any such records, Site will
provide Sponsor reasonable opportunity to
take possession of the records, at
Sponsor’s reasonable expense

The Investigator will deliver CRFs to
Sponsor within fourteen (14) days of
Investigator’s review or in accordance
with Sponsor’s written instructions, as the
case may be. The Investigator shall be
available at reasonable times during
normal business hours to meet with Study
monitors and answer questions regarding
the conduct of the Study. If PRA and/or
Sponsor must use or access the Site’s
computer systems, it will do so in
accordance with the Site’s instructions
and will only use acquired information
for the purpose of the Study and in
accordance  with  applicable  laws.
Institution and Investigator will comply
with Investigator obligations under ICH
GCP E6(R2) Articles 4.1.4. and 4.9.7. to
ensure  Study  monitors,  Sponsor
representatives, IRBs/IECs or regulator
authorities are granted access via the
Investigator or other authorized Study
Team Member to Study subjects’ original
medical records for verification purposes,
including periodic access to allow
comparison of certified copies of medical
records against the original records to
verify their authenticity. Site shall ensure
that only Study subjects’ medical records
are disclosed to Study monitor and shall
ensure that no access to non-Study
subjects’ records is possible. Where this

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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(dale jen “I-TMF”) a zaznamy vzniklé ze
Studie je povinno archivovat v souladu s
ICH GCP po dobu dvaceti péti (25) let po
ukonéeni, upusteni od nebo zruSeni Studie,
nebo po dobu, jakou stanovi piislusné
zakony a pravni predpisy, pokud je delsi.
Resitelské  centrum  musi  informovat
Zadavatele ohledné jakékoliv zmény
vlastnictvi I-TMF nebo zmény kontaktnich
udajt majitele I-TMF. Pfed zni¢enim nebo
jinou likvidaci takovych zaznamt poskytne
Regitelské centrum Zadavateli adekvatni
prilezitost pfevzit zaznamy, a to na
ptiméfené naklady Zadavatele.

(b) Zkousejici zaSle zaznamy CRF Zadavateli

do ¢trnacti (14) dni od revize ZkouSejicim
nebo v souladu s pisemnymi pokyny
Zadavatele podle okolnosti. Zkousejici
bude v piiméfenych hodinach v bézné
pracovni dobé k dispozici ke schuzkam s
monitory Studie a bude odpovidat na jejich
otazky tykajici se provadéni Studie. Pokud
musi PRA a/nebo Zadavatel pouZzit
pocitadové systémy ReSitelského centra
nebo do nich vstoupit, u¢ini tak v souladu s
pokyny Resitelského centra a ziskané
informace pouzije pouze pro ucely Studie a
v souladu s pfisluSnymi pravnimi predpisy.
Zdravotnické zafizeni a ZkouSejici budou
postupovat v souladu S povinnostmi
vyplyvajicimi z ICH GCP E6(R2) Clanka
4.1.4. a 4.9.7.a zajisti monitorovi Studie,
predstavitelim Zadavatele, etickym
komisim nebo  kontrolnim  ufadim
zprostiedkovany priistup, prostfednictvim
Zkousejiciho nebo jiného povéieného ¢lena
Studijniho tymu Kk pivodnim 1ékaiskym
zaznamium Subjektd Studie za ucelem
ovéteni, véetné pravidelného pfistupu ke
vzajemnému porovndvani ovétené kopie
zdravotnické dokumentace proti ptivodnim
zadznamum, které maji ovéfit jejich pravost.
Resitelské centrum  zajisti, aby byly
zptistupnény pouze ty lékarské zaznamy,
které se tykaji Subjektt Studie, a zajisti, Ze
monitor Studie nebude mit zadny pfistup
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is not possible, Institution and k dokumentaci, ktera se netykd Subjektt

Investigator shall ensure paper copies, on
which PI confirms they are identical with
the original documents, are made
available for inspection. The Site shall
ensure sufficient access is granted to the
monitor to enable source data verification
of the Study subjects. All this is in
accordance with the legal order of the
Czech Republic.

(c) The Site will promptly notify Sponsor if any

regulatory authority notifies the Institution
or Investigator of a pending inspection
relating to the Study and the Site will
promptly forward to Sponsor copies of any
written communication received as a result
of such inspection which are related to the
Study. The Site shall also provide to
Sponsor copies of any Study-related
documents provided to an inspector.

(d) The Study is designed to comply with

Risk Based Monitoring (RBM) or
Adaptive Monitoring (AM) principles, in
addition to or alternatively in lieu of on-
site monitoring activities, the significant

portion of the Study may be
monitored/managed remotely. In this
circumstance, the Investigator and

Institution undertake to facilitate the
remote evaluation carried out by
Sponsor/PRA personnel or representatives
(e.g., clinical monitors, Data Management
personnel, or statisticians) in a timely
manner to ensure quality data collection
and the safety of study subjects. RBM an
AM monitoring activities might include
and are not limited to: communication
with the Study Site Team member, review
of Site’s processes, procedures, records
and corroboration. For clarity, remote

(©)

(d)

Studie, je-li toto mozné. Pokud toto neni
mozné, Zdravotnické zafizeni a ZkouSejici
zajisti tisténé kopie zaznamu, na kterych

ZkouSejici  potvrdi, Ze se  shoduji
s originalni dokumentaci, a poskytnou je
k dispozici pro  kontrolu. Resitelské

centrum zajisti dostatecny pfistup pro
studijniho monitora za UCelem kontroly
zdrojové dokumentace Subjekta Studie. To
vée v souladu s pravnim fadem Ceské

republiky.

Regitelské  centrum bude bezodkladné
informovat  Zadavatele, jestlize bude
néjaky  kontrolni  ufad  informovat

Zdravotnické zatizeni nebo Zkousejiciho o
chystané kontrole nebo auditu tykajiciho se
Studie, a Resitelské centrum bezodkladng
postoupi  Zadavateli kopie veSkerych
pisemnych  materiald, které  obdrzi
v souvislosti stouto kontrolou a které
souviseji se Studif. Resitelské centrum dale
preda  Zadavateli  kopie  veSkerych
dokumentt, které poskytlo kontrolorim a
které se vztahuji ke Studii.

Studie m& vplanu dodrzovani zésad
monitorovani rizik (Risk Based
Monitoring, RBM) nebo adaptivniho
monitoringu  (AM) vedle nebo jako
alternativu namisto monitorovacich

¢innosti provadénych na misté, muze byt
vyznamna ¢ast Studie monitorovana/fizena
na dalku. Za ucelem zajisténi sbéru
kvalitnich dat a bezpeCnosti subjekti
Studie se Zkousejici a Zdravotnické
zafizeni za téchto okolnosti zavazuji
umoznit vCasné provedeni hodnoceni
personalem nebo zastupci Zadavatele /
spolecnosti  PRA  (napf.  klinickymi
monitory, personalem Useku spravy dat
nebo statistiky). Sou¢asti monitorovacich
¢innosti v ramci RBM a AM miize mimo
jiné byt: komunikace s c¢lenem Tymu
Studie a kontrola procesd, postupt,
zdznamil a dokladii Regitelského centra.
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evaluation refers to evaluation activities
that are performed in a location other than
where the study is being conducted.

4. CONFIDENTIALITY.

The Protocol, Study Drug(s), CRFs, and
any and all information, data, reports or documents,
disclosed to or generated by the Site or any Study
Team members regarding the work performed
under this Agreement (other than subject medical
records) or which otherwise relate to this Study
(“Confidential Information”) belong to Sponsor
and shall not be disclosed by the Site to any third
party or be used for any purpose other than the
performance of the Study without the prior written
consent of Sponsor, other than those Study Team
members with a need to know such Confidential
Information for the conduct of the Study and
Institution shall ensure that any persons who need
to know Confidential Information for purpose of
the Study are bound by substantially similar
confidentiality obligations as are set out herein
prior to disclosure of such Confidential
Information. This confidentiality obligation shall
continue for a period of ten (10) years after the
termination of the performance of the Agreement.
The above obligations of confidentiality shall not
apply to the extent Confidential Information:

(a)

is or becomes, through no fault of the Site,
part of the public knowledge;

(b) the Site can demonstrate was already in
the Site’s lawful possession on the date of
disclosure to the Site and not subject to
prior confidentiality obligations;

(c) is acquired by the Site from any third

party without restrictions on disclosure; or

(d) is developed by the Site independently,
without the use or benefit of Confidential

Information, and as evidenced by

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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Pro vylouceni pochybnosti  jsou
hodnocenim na dalku minény hodnotici
¢innosti provadéné jinde nez v misté
provadéni Studie.

4. DUVERNOST INFORMACI.

Protokol, Hodnocené léky, CRF a veSkeré
informace, Udaje, zpravy nebo dokumenty, které
obdrzi nebo wvytvori ReSitelské centrum nebo
¢lenové Tymu Studie v souvislosti s praci
vykonévanou v souladu s touto Smlouvou (kromé
l1ékaiskych zaznamt subjektti) nebo jinak souvisejici
se Studii (dale jen ,Davérné informace™), jsou
vlastnictvim Zadavatele a Resitelské centrum neni
opravnéno je sdé€lovat jakékoli tieti osob& ani
pouzivat k jakémukoli jinému 0G¢elu nez pii plnéni
Studie bez predchoziho pisemného souhlasu
Zadavatele, s vyjimkou téch ¢leni Tymu Studie,
ktefi znalost téchto Duvérnych informaci potfebuji k
provedeni Studie, a Zdravotnické zafizeni zajisti,
aby byly vSechny osoby, které potiebuji znat
Duvérné informace za Ucelem Studie, vazany v
podstaté podobnymi zavazky duvérnosti informaci,
jaké jsou popsany v této Smlouvée, piedtim nez jim
jsou tyto Duvérné informace sdéleny. Tento
zavazek davérnosti informaci bude platny po dobu
deseti (10) let po ukonceni Smlouvy. Vyse uvedeny
zavazek duvérnosti informaci se nevztahuje na
Divérné informace v rozsahu, v jakém:

(a) jsou nebo budou zvefejnény bez zavinéni
ze strany ReSitelského centra;

mize ReSitelské centrum prokazat, ze k
datu jejich sdéleni Regitelskému centru jiz
byly legalné Resitelskému centru znamy,
aniz by podléhaly ptedchozimu zavazku
duvérnosti informaci;

(b)

(c) je Resitelské centrum ziskalo od jakékoliv
tieti 0soby bez omezeni tykajicich se jejich
zvefejnén,

(d) je Resitelské centrum vytvofilo nezavisle
na obdrzeni Divérnych informaci podle
této Smlouvy, coZ Ize prokazat ptisluSnymi
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competent written records.

Permitted Disclosures. The Site’s obligations of
non-disclosure and non-use of Confidential
Information shall not apply to the extent the Site is
required by law to disclose Confidential
Information, provided the Site promptly notifies
Sponsor of such a requirement prior to disclosure to
allow Sponsor the reasonable opportunity to oppose
the requirement or seek an appropriate protective
order.

5. PRIVACY AND DATA PROTECTION.

(@) The Parties may, upon this Agreement,
exchange the personal data for which the
Sponsor is designated as data controller
("Personal Data of Sponsor"). The
Institution, Investigator and persons
working under their supervision, shall
process the Personal Data of Sponsor
under this Agreement in a manner that
ensures the adequate data integrity,
confidentiality and security, including
protection against unauthorized or
unlawful processing and accidental loss,
destruction or damage, for the application
of appropriate technical or organizational
measures required by applicable laws,
such as the Regulation (EU) 2016/679 of
27 April 2016 (the General Data
Protection Regulation) (“GDPR™).
According to applicable data protection
legislation, including GDPR, a written
data processing agreement must be
entered into between the Parties. The Data
Processing Agreement is set out in Exhibit
D to this Agreement. The Parties agree
that a material breach of the Parties’
obligations set out in the Data Processing
Agreement shall be considered a material
breach of this Agreement.

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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pisemnymi zdznamy.

Povolené zvefejnéni. Povinnosti Regitelského centra
ohledn¢ utajeni a nepouZziti Davérnych informaci
neplati v rozsahu, v jakém ma Resitelské centrum
zakonnou povinnost Diavérné informace zvefejnit,
oviem s tim, ze pied zvefejnénim ReSitelské
centrum bezodkladné informuje Zadavatele, aby mél
Zadavatel prileZitost se tomuto poZadavku branit
nebo pozadat o vydani pfislusného ochranného
opatfeni.

5. OCHRANA SOUKROMI A OSOBNICH
UDAJU.

(a) Smluvni strany mohou na zakladé této Smlouvy
vyménovat osobni udaje, pro které je uréenym
spravcem udaju  Zadavatel (,,0sobni Udaje
Zadavatele*). Zdravotnické zafizeni, Zkousejici
a osoby pracujici pod jejich dohledem, budou
zpracovavat Osobni Udaje Zadavatele podle této
Smlouvy zptusobem, ktery zajisti priméfenou
integritu, duvérnost a bezpeCnost dat, véetné
ochrany pfed neopravnénym nebo protipravnim
zpracovanim a pfed nahodnou ztratou, zni¢enim
nebo poskozenim, a to za pouZiti vhodnych
technickych nebo organizaénich opatfeni
pozadovanych platnymi zakony, jako je nafizeni
(EV) 2016/679 ze dne 27. dubna 2016 (obecné
nafizeni 0 ochrané tdaji) (dale jen ,,GDPR®).
Podle platnych pravnich predpisi o ochran¢
udaju, véetné GDPR, musi byt mezi stranami
uzaviena pisemna dohoda o zpracovani udaji.
Smlouva o zpracovani dat je uvedena v priloze
D této Smlouvy. Strany se dohodly, Ze za
podstatné poruseni této Smlouvy se povaZuje
podstatné porudeni povinnosti smluvnich stran
stanovenych v dohod¢ o zpracovani Udaju.
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6. PUBLICATION.

Where the Study is conducted in the EEA,
Sponsor is required by law to publicly disclose the
performance of the Study and publish the summary
results of the Study in accordance with applicable
laws and regulations and will do so without further
notice to Institution and Investigator. Institution
and Investigator hereby consent to allow Sponsor
to disclose or allow any competent authority to
disclose their name as well as the address of the
Institution and name of the Investigator where the
Protocol will be performed and Study results,
following completion, in generally available trial
databases to the extent required by any applicable
laws and regulations.

The Study is part of a multi-site study, and
publication of the results of the Study conducted at
the Site may not be made by the Site before the
first multi-site publication by Sponsor. Once the
Sponsor’s multi-site publication has taken place,
the Site may publish its results from the Study,
subject to prior written approval from the Sponsor.
If there is no multi-site publication within eighteen
(18) months after the Study has been completed or
terminated at all Study sites, and all data has been
received by the Sponsor, the Site may publish its
results from the Study, subject to prior written
approval from the Sponsor. At least sixty (60) days
prior to submitting or presenting a manuscript or
other materials relating to the Study to a publisher,
reviewer, or other outside person, the Site shall
provide to Sponsor a copy of all such manuscripts
and materials for review. At Sponsor’s request the
Site shall remove any Confidential Information
(other than Study results) prior to submitting or
presenting the materials. The Site shall, upon
Sponsor’s request, further delay publication or
presentation for a period of up to one hundred
twenty (120) days to allow Sponsor to protect its
interests in any Sponsor Inventions (as defined
below) described in any such materials.

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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6. ZVEREJNOVANI.

Pokud bude Studie provadéna v ¢lenské
zemi Evropského hospodarského prostoru (EHP),
Zadavatel je ze zdkona povinen zvefejnit prubéh
Studie a zvefejnit souhrnnou zpravu o vysledcich
Studie v souladu s platnymi zakony a nafizenimi a
ucini tak bez dal$itho upozornéni Zdravotnického
zafizeni a Zkousejiciho. Zdravotnické zafizeni a
Zkousejici timto souhlasi, aby Zadavatel zveiejnil
nebo povolil jakémukoli pfislusnému ufadu
zvetejnéni jejich jména, stejné jako adresy
Zdravotnického zafizeni a jména Zkousejiciho, kde
bude Studie provedena, a jeji nasledné
zkompletované vysledky v bézné¢ dostupnych
databazich studii v rozsahu poZadovaném podle
platnych zakont a predpist.

Studie je  soucasti  multicentrického
klinického hodnoceni a zvefejnéni vysledkt Studie
provadéné v Resitelském centru  Resitelskym
centrem nejsou dovoleny pied prvni multicentrickou
publikaci provedenou Zadavatelem. Jakmile dojde
k multicentrické publikaci, Reitelské centrum maze
publikovat sveé vysledky ze Studie, s vyhradou
ptredchoziho pisemného souhlasu Zadavatele.
Nebude-li multicentrickd publikace vydana do
osmnacti (18) meésici po dokonceni nebo
pred¢asném ukonceni Studie ve vSech feSitelskych
centrech a obdrzeni vSech dat Zadavatelem, muize
Resitelské centrum po piedchozim pisemném
souhlasu Zadavatele své vysledky Studie zvetejnit.
Nejméné Sedesat (60) dni pred predloZzenim nebo
prezentaci rukopisu ¢i jinych materialt tykajicich se
Studie vydavateli, lektorovi nebo jiné nezucastnéné
osob& je ReSitelské centrum povinno piedloZit
Zadavateli jednu kopii vSech rukopisti a materialt
K posouzeni a pfipominkovani. Na Zzadost
Zadavatele je Resitelské centrum povinno pred
predloZzenim nebo prezentaci materidlu znéj
odstranit vSechny Duvérné informace (kromé
vysledkd  Studie). Na Z&dost Zadavatele je
Resitelské  centrum povinno publikaci  nebo
prezentaci pozdrZzet o daldich aZ sto dvacet (120)
dnt, aby mohl Zadavatel zajistit ochranu svych prav
k Vynalezim Zadavatele (jak jsou definovany nize)
popsanym v téchto materialech.

Revised July 2018

Page 12 of 45



%% PRAHEALTHSCIENCES

Confidential

Czech Republic/ Institution & Investigator Clinical Trial Agreement

The Parties hereby acknowledge that this
Agreement and all its past and future amendments
are subject to mandatory publication in accordance
with Act No. 340/2015 Coll., On the Register of
Contracts, as amended (hereinafter the "Act on the
Register of Contracts"). The Investigator agrees to
publish his name in connection with this
Agreement on the public administration portal, in
accordance with the law on Register of contracts.
Sponsor is obligated to create and provide redacted
version of the Agreement to Institution prior the
signature of the Agreement.

The Parties agree that upon request of the
Institution’s Ethics Committee, the Sponsor shall
provide a list of publications related to the results
of this Study upon completion of the data analysis.

7. OWNERSHIP.

(@) All documents, protocols, data, know-
how, methods, operations, formulas,
Confidential Information and Materials (as
defined below) provided to the
Investigator pursuant to this Agreement
(collectively “Background IP”) are and
shall remain Sponsor’s property. Sponsor
hereby grants to Investigator and
Institution, a non-exclusive license, for the
duration of the Study performed at the
Site, authorizing Investigator and Study
Team to reproduce or otherwise use
Background IP for the sole purpose of
performing Site’s obligations hereunder.

(b) The completed CRFs, the final report (if
applicable) and all information and data
resulting from the Study, including Study
results (“Study Data”), shall also be
exclusively owned by Sponsor. The Site
hereby assigns (and shall require all Study
Team members to assign) without further
remuneration to Sponsor all rights, title
and interest, if any, in and to such Study

Data. Sponsor shall not own subject

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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Smluvni strany timto berou na védomi, Ze
tato Smlouva a vsechny jeji minulé i budouci
dodatky podléhaji povinnému uveiejnéni v souladu
se zakonem ¢. 340/2015 Sh., o registru smluv, ve
znéni pozdéjSich predpisi (déale jen ,,zdkon o
registru smluv*). Zkousejici souhlasi s uveiejnénim
svého jména v souvislosti s touto Smlouvou na
portdlu vefejné spravy v souladu se zakonem o
registru smluv. Zadavatel se zavazuje k dodani
editované verze pied podpisem této Smlouvy.

Smluvni strany se dohodly, Ze na zakladé
Zadosti Etické komise Zdravotnického zafizeni
Zadavatel poskytne po ukonéeni analyzy dat seznam
publikaci vztahujicich se k vysledkim této Studie.

7. VLASTNICTVI.

(@) VeSkeré dokumenty, protokoly, udaje,
know-how, metody, postupy, vzorce,
Duvérné informace a Materidly (jak je
definovéno nize), které ZkouSejici obdrzi na
zékladé této Smlouvy (souhrnné dale jen
“Doplitkové _informace”), jsou a nadale
zastanou Vlastnictvim Zadavatele. Zadavatel
timto udéluje Zkousejicimu a
Zdravotnickému zatizeni nevylu¢ni licenci,
po dobu trvani Studie vykonavané v
Resitelském  centru, kterd  opraviiuje
Zkousejiciho a Tym Studie reprodukovat
nebo jinak vyuzivat Dopliikkové informace
za jedinym tcCelem vykonu povinnosti
Resitelského centra stanovenych v této
Smlouve.

(b) Vyhradnim vlastnictvim Zadavatele jsou i
vyplnéné CRF, zavére¢na zprava (pokud to
pfipada v Gvahu) a dal$i pripadné vysledky
Studie (dale jen ,,Udaje Studie®). Resitelské
centrum postoupi Zadavateli (a zajisti, aby
tak ucinili vSichni ¢lenové Tymu Studie)
bez dalSiho ohodnoceni veskera piipadna
prava, naroky a podily tykajici se Udajt
Studie. Vlastnictvim Zadavatele nejsou
1ékatské zpravy subjektu.
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medical records.

8. INVENTIONS.

The existing inventions and technologies of
Sponsor or the Investigator are their separate
property and are not affected by this Agreement.
The entire right, title and interest in and to any
inventions, discoveries, know-how, copyrights or
other intellectual property rights that are conceived,
developed, or reduced to practice, (including all
improvements or modifications), which (i) rely,
use, or incorporate the Study Drug; (ii) incorporate
or are anticipated by the Protocol; or (iii) rely, use,
or incorporate any Confidential Information, shall,
without further reimbursement, be the exclusive
property of Sponsor (collectively referred to as
“Sponsor Inventions”). The Site shall promptly
disclose in writing to Sponsor each such Sponsor
Invention and hereby assigns (and shall ensure that
all Study Team members hereby assign) to Sponsor
all rights, title and interest, if any, in and to each
such Sponsor Invention. Investigator agrees to
provide, at Sponsor’s expense, reasonable
assistance to Sponsor to enable Sponsor to perfect
and enforce its rights in such Sponsor Inventions.
The Investigator shall have exclusive ownership of
any inventions or discoveries conceived or reduced
to practice solely by the Investigator that are not
Sponsor Inventions.

9. MATERIAL TRANSFER; RETURN OF
MATERIALS; EQUIPMENT.

(@) During the Study, Sponsor or Sponsor’s
designee shall provide to the Site, after the
necessary approval of the Regulatory
Authorities and the EC and at Sponsor’s
expense, the Study Drug, placebo and
other compounds, or agents for the
performance of the Study (collectively, the
“Materials”). The Materials may be used
only by the Site for performance of the
Study in accordance with the Protocol and
this Agreement. The Site shall handle,
store, and ship Materials in accordance

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

8. VYNALEZY.

Stavajici vynalezy a technologie Zadavatele
nebo Zkousejiciho zakladaji jejich samostatné
vlastnictvi a Smlouva na né¢ nema zadny vliv.
Kompletni prava, naroky a podily ohledné
veskerych vynalezu, objevi, know-how, autorskych
prav nebo jinych prav dudevniho vlastnictvi, které
vzniknou, budou vyvinuty nebo pouZity v praxi,
véetné veskerych zlepSeni nebo uprav, které (i)
pouZivaji, vyuZivaji nebo zahrnuji Hodnoceny lék;
(ii) jsou zahrnuty nebo piedvidany v Protokolu;
nebo (iii) pouzivaji, vyuzivaji nebo zahrnuji
Duavérné informace, bez dalSiho ohodnoceni
zakladaji vylu¢né vlastnictvi Zadavatele (spole¢né
dale jen ,Vynalezy Zadavatele”). Resitelské
centrum je povinno  bezodkladné pisemné
informovat Zadavatele o kazdém takovém Vynalezu
Zadavatele a pievede (a bude pozadovat na vdech
¢lenech Tymu Studie, aby pievedli) na Zadavatele
veSkera prava, naroky a podily tykajici se kazdeho
jednotlivého Vynélezu Zadavatele. Zkousejici se
zavazuje poskytnout Zadavateli na jeho néklady
pfiméfenou pomoc, aby mohl Zadavatel smluvné
zajistit a vykonavat sva prava na takové Vynélezy
Zadavatele. ZkouSejici ma vyluény vlastnicky titul
ke vSem vynaleztim nebo objevum, které vzniknou
nebo budou pouzity v praxi vyhradné zasluhou
Zkousejiciho, které nenaleZi Zadavateli.

9. PREVODY A VRACENi MATERIALU;
VYBAVENI.

(@) V pribéhu Studie poskythou Zadavatel
nebo zmocnénec Zadavatele Resitelskému
centru, na naklady Zadavatele, poté co
budou  ziskany  nezbytné  souhlasy
Regulatornich ufadi a Etickych komisi,
Hodnoceny lek, placebo nebo jiné smési ¢i
chemické latky kprovedeni  Studie
(spole¢né dale jen , Materialy*). Resitelské
centrum muze Materidly vyuzivat vyhradné
pfi provadéni Studie v souladu s
Protokolem a touto Smlouvou. Resitelské
centrum bude s Materidly nakladat,
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with the Protocol and any written skladovat je a zasilat v souladu s
instructions provided by Sponsor (or Protokolem a  pisemnymi  pokyny
Sponsor’s designee), and in compliance dodanymi  Zadavatelem (nebo jeho
with all applicable, local and national zmocnéncem) a v souladu se vSemi

(b)

(©)

laws, rules and regulations including, but
not limited to, those governing hazardous
substances. The Site shall ensure that the
Materials are not transferred to any third
parties, unless stated otherwise in writing
by Sponsor (or Sponsor’s designee). Site
shall notify Sponsor (or Sponsor’s
designee) immediately if any Materials are
lost, damaged or destroyed. Materials
shall be stored at Institution’s Pharmacy,
in accordance with Decree No. 226/2008
Coll., as amended, which undertakes to
observe the conditions of good pharmacy
practice, related instructions of SUKL and
guarantees the manipulation of the
medicinal product only by authorized
persons. The Institution’s Pharmacy will
be responsible for receiving the Study
Drug and dispensing the Study Drug to the
Investigator or its designated person. The
Study Drug not used in the Study will be
returned by the Institution and the
Investigator to the Sponsor. This
arrangement also  applies to all
medications supplied by the Sponsor in
the Study for which expired.

Unless otherwise agreed by the parties, in
the event that the Protocol for a Study
requires the collection of blood, tissue or
other biological materials from Study
subjects (“Biological Materials”) the
Investigator agrees that the use of such
Biological Materials shall be limited to
those tests, analyses or procedures
identified in the Protocol and informed
consent as approved by the IRB/EC.

Upon completion or termination of the
Study, all Materials furnished to the Site
by Sponsor or Sponsor’s designee shall be
promptly returned or destroyed as directed
by or on behalf of Sponsor. Shipping

(b)

(©)

platnymi mistnimi a vnitrostatnimi zakony,
pravidly a pfedpisy, vCetné¢ mimo jiné
pfedpisi  upravujicich  zachazeni s
nebezpeénymi latkami. Regitelské centrum
neprodlené oznami Zadavateli (nhebo
zmocnénci Zadavatele), pokud dojde ke

ztraceni,  poSkozeni  nebo  zniceni
jakychkoliv Materiala. Materidly budou
uskladnény v Lékarn¢  Zdravotnického

zafizeni, v souladu s vyhlaskou ¢. 226/2008
Sb., v platném znéni, ktera se zavazuje
dodrZzovat podminky spravné lékarenskeé
praxe, souvisejici pokyny SUKL a zaruéuje
manipulaci s IéCivem pouze opravnénymi
osobami. Lékarna Zdravotnického zatizeni
bude zodpovidat za pfijem zasilky
Hodnoceného 1é¢iva a vydej Hodnoceného
lé¢iva ZkouSejicimu nebo jim povéiené
osob¢é. Hodnocené 1écivo, které nebude
pouZito v ramci Klinického hodnoceni, vréati
Zdravotnické zafizeni a Hlavni zkouSejici
Zadavateli. Toto ujednani se vztahuje i na
veskera 1é¢iva dodana Zadavatelem v ramci
Studie, u nichz ub¢hla doba pouZzitelnosti

Jestlize  neni  smluvnimi  stranami
dohodnuto jinak, odbér krve, tkan€¢ nebo
jiného biologického materialu od subjekta
Studie (dale jen ,Biologicky material®)
bude probihat v souladu s Protokolem a
ZkouSejici se zavazuje, Zze odbéry
Biologického materidlu budou limitovany
na testy, analyzy nebo procedury v souladu
s Protokolem a se souhlasem schvélenym
etickou komisi.

Po ukonceni nebo zruSeni Studie musi byt
vSechny  Materidly, které  obdrzelo
Resitelské centrum od Zadavatele nebo
jeho zZmocnénce, vraceny nebo
zlikvidovany v souladu s instrukcemi
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(d)

10. T

costs relating thereto will be paid by
Sponsor, through PRA.

If Sponsor provides equipment to the Site,
a separate Loan Agreement will be
executed.

ERM; TERMINATION.

(a)

(b)

This Agreement shall commence on the
Effective Date, subject to the approval of
the Study by the State Institute for Drug
Control, the Multicentric Ethics
Committee and the Local Ethics
Committee. If this Agreement is subject to
publication in the register of contracts
pursuant to the Act on Register of
Contracts, this Agreement becomes
effective on the date of its publication in
the register of contracts. This Agreement
shall continue in force until the Study has
been completed at the Institution with an
approximate timeframe of xxxx. Any
deviation of the actual duration from the
expected duration exceeding this period
by more than 6 months requires an
Amendment to this Agreement in a written
form. Copies will be filed at the Institution
by the Investigator with the Study conduct
documentation.

In case this Agreement is subject to its
publication in the register of contracts, the
parties agree that in accordance with Sec.
5 (2) of the Act on Register of Contracts,
Institution will send to the administrator of
the register of contracts an electronic
image of this Agreement and the metadata
required by the Act on Register of
Contracts within the extent agreed by the
parties. Prior to publication of the
Agreement in the register of contracts,
Investigator and Sponsor will consent in
writing to Institution without undue delay
to the text and format of the data to be

(d)

10.

(@)

(b)

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

poskytnutymi  Zadavatelem nebo jeho
jménem. Piislusné piepravni néaklady
uhradi Zadavatel prostfednictvim PRA.

Poskytuje-li Zadavatel Resitelskému centru
vybaveni, bude o tom sepsana samostatna
Smlouva o vypijcce.

PLATNOST SMLOUVY: UKONCENI

SMLOUVY.

Tato Smlouva vstoupi v platnost k Datu
ucinnosti, pokud Studii schvali Statni Ustav
pro kontrolu 1éCiv, Multicentricka eticka
komise a mistni etick&d komise. Pokud tato
Smlouva podléha zvefejnéni v registru
smluv dle zakona o o registru smluv, bude
tato Smlouva platna ode dne zvefejnéni v
registru smluv. Tato Smlouva plati az do
dokonceni  Studie ve Zdravotnickém
zafizeni Vramci pfiblizného casového
rdmce v trvani xxxx. Ptipadnad odchylka
skute¢né doby trvani od predpokladané
doby trvani piesahujici tuto dobu o vice
nez 6 mésict vyzaduje zmenu této smlouvy
ve formé pisemného dodatku. Kopie
ziskanych schvalovacich dokumentd uloZzi

ZkouSejici u  Zdravotnického  zafizeni
spolecné s dokumentaci k provadéni
Studie.

Pokud tato Smlouva podléha zvefejnéni v
registru smluv, smluvni strany souhlasi, Ze
v souladu se sekci 5 (2) Zakona o registru
smluv ~ posle  Zdravotnické  zafizeni
administratorovi registru smluv
elektronickou podobu této Smlouvy a
metadata vyZadovana Zakonem o registru
smluv v rozsahu sjednaném smluvnimi
stranami. Pfed zvefejnénim Smlouvy v
registru  smluv podaji Zadavatel a
ZkouSejici Zdravotnickému zafizeni bez
zbytecného opozdéni pisemny souhlas s
textem a formatem dat, které budou
zvefejnény v registru smiuv.
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(©)

(d)

(€)

()

11.

(@)

published in the register of contracts.

This Agreement may be terminated by
Sponsor at any time and for any reason.

Upon the effective date of termination of
this Agreement, and provided the
termination was not caused by Site’s
breach of this Agreement, an accounting
shall be conducted by the Site, subject to
verification by PRA on behalf of Sponsor.
Following Sponsor’s receipt of adequate
documentation, PRA on behalf of Sponsor
will pay for:

i) all services properly rendered and
monies properly expended by the
Site, through the effective date of
termination which have not vyet
been paid by PRA; and
non-cancelable obligations properly
incurred for the Study by the Site
prior to receipt of notice of
termination.

If the Site has been paid any amounts
which have not been earned hereunder as
of the date of termination, the Institution
shall promptly return to PRA (acting on
behalf of Sponsor) all such unearned funds
within 30 days.

Immediately upon receipt of a notice of
termination, the Investigator shall stop
screening and enrolling subjects into the
Study and shall, as directed by Sponsor,
cease conducting Study procedures on
subjects already enrolled in the Study, to
the extent medically permissible, and to
cease, to the extent reasonably feasible,
from incurring any additional Study
expenses.

INSURANCE AND

INDEMNIFICATION.

The responsibilities and liabilities for any

(©)

(d)

(€)

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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Zadavatel je opravnén vypoveédét tuto
Smlouvu kdykoli a z jakéhokoli divodu.

K Datu uc¢innosti zaniku této Smlouvy a za
predpokladu, Ze k zaniku nedoslo z dtivodu
poruseni Smlouvy Resitelskym centrem,
provede Regitelské centrum vyGétovani,
které ovéfi PRA ve jménu Zadavatele.
Jakmile Zadavatel obdrzi pfislusnou
dokumentaci, zaplati PRA  jménem
Zadavatele:

za veSkeré poskytnuté sluzby a
Sastky, které Resitelské centrum
fadn¢ vynalozi do data zaniku
Smlouvy, které PRA doposud
neuhradila; a

nezrusSitelné zavazky, které
Resitelskému centru fadn& vznikly v
souvislosti s provadénim Studie pred
tim, nez mu byla doru¢ena vypovéd.

Jestlize Resitelské centrum obdrzelo n&jaké
zalohy, které nebyly do data zaniku fadné
vyuzity, Zdravotnické zatizeni veskeré tyto
nevyuzité zélohy bezodkladné vrati PRA
(konajici ve jménu Zadavatele) do 30 dnu.

(f) Okamzité po obdrzeni vypovédi Zkousejici

zastavi screening a nabor subjekti do
Studie a, jak je nafizeno Zadavatelem,
piestane s provadénim studijnich procedur
na subjektech jiz zafazenych do Studie v
lékatrsky pfipustném rozsahu a piestane v
pfiméfené proveditelném rozsahu vytvaret
jakékoli dalsi ndklady na Studii.

11. POJISTENI A ODSKODNENI.

(a) Odpovédnost a ruceni za jakykoliv narok
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(b)

(©)

claim for personal injury or any other
claim for compensation made by any
patient or by any other third party relating
to the Study or otherwise shall be settled
in accordance with the legislation and
precedents in the country where the Site is
located as applicable for claims made by a
participant in clinical trials on products for

which registration has not yet been
obtained. A separate indemnity
declaration is provided by Sponsor

hereunder and enclosed as Exhibit D.

Sponsor represents that, in accordance
with Sec. 52 (3) (f) of the Act 378/2007 on
Pharmaceuticals and Changes and
Amendments to Certain Related Laws, as
amended, it has arranged for an insurance
policy in favour of Sponsor and the
Investigator covering liability for damage
which may materialize from the carrying
out of the Study and the proper use of the
Study Drug. Sponsor confirms that this
policy also covers compensable death of a
Study subject and compensation of the
Study subject in case of damage to health
which may be incurred as a consequence
of the conduct of the Study. A copy of the
insurance certificate will be provided upon
request. The parties hereby agree,
provided that the mandatory requirements
are respected, that Sponsor may amend or
change the relevant insurance policy
during the Study. The Sponsor is obliged
to keep the above insurance valid for the
entire duration of the Study.

The Institution warrants that in conformance
with Article 45 (2) (n) of the Act No.
372/2011 on Health care Services, as
amended, the Institution maintains insurance
or self-insurance to cover its liability for
damages caused by the Study Team or the
Investigator’s malpractice. Site represents
that the insurance taken out fulfils national
legal requirements, if any, and applicable

(b)

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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ohledné osobniho zranéni anebo jakykoliv
jiny narok na odskodnéni ucinény
jakymkoliv pacientem nebo jakoukoliv
jinou tieti stranou souvisejici se Studii ¢i
jinymi néroky, bude vyfesen v souladu
spravni dpravou zemé, ve které se
Resitelské centrum nachazi, dle potieby
pro naroky ucinény ucastnikem Klinické
studie na produkty, na které jesté nebyla
obdrZena registrace. Samostatné
prohlaseni o odskodnéni je poskytnuto
Zadavatelem nize a také priloZzeno jako
Ptiloha D.

Zadavatel prohlasuje, Ze v souladu s 8§52
odst. 3 pism. f) zakona 378/2007 Shb., o
léGivech a o zménach nékterych
souvisejicich zédkontl, ve znéni pozd¢jsich
predpist, uzaviel pojistnou smlouvu ve
prospéch Zadavatele a Zkousejiciho,
pokryvajici rueni za Skodu, ktera muze
byt zplsobena vykonem Studie a
spravnym pouZitim Hodnoceného 1éku.
Zadavatel potvrzuje, Ze toto pojisténi
pokryva také odSkodnitelnou smrt subjektu
Studie a odskodnéni subjektu Studie v
ptipadé Skody na zdravi, kterd mohla
nastat jako dusledek vykonu Studie. Kopie
certifikdtu o pojisténi bude poskytnuta na
Zadost. Smluvni strany timto souhlasi, za
ptedpokladu Ze jsou povinné pozadavky
dodrZeny, ze Zadavatel mize upravit nebo
zménit relevantni pojiSténi v prabéhu
Studie. Zadavatel je povinen vySe uvedené
pojisténi udrzovat v platnosti po celou
dobu trvani Studie.

(c)V souladu s ¢l. 45 odst. 2 pism. n) zakona ¢.

372/2011 Sb. o zdravotnich sluzbach, ve
znéni pozd¢jsich predpist, je Zdravotnické
zatizeni povinno udrzovat dostate¢né
pojisténi nebo samopojisténi az do rozsahu
své odpovédnosti za Skody zplsobené
zanedbanim povinné péce ze strany Tymu
Studie nebo Zkoudejiciho. Resitelské
centrum potvrzuje, Ze sjednané pojisténi
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standards for the medical profession.
Institution shall, at Sponsor’s request, have
its insurance carrier for such insurance
furnish to Sponsor a certificate that such
insurance is in force, such certificate to
indicate any deductible and/or self-insured
retention. The Institution is obliged to
maintain this insurance while this
Agreement is in effect and not reduce it
without at least thirty (30) days prior written
notice to Sponsor.

12. LIABILITY.

The Site is and shall remain liable for any
harm, claims, actions or expenses (including legal
expenses) resulting from or connected with the
negligence, omission or fault on the part of the
Institution, Investigator or any Study Team
members.

13. CERTIFICATIONS.

a) The Institution and the Investigator hereby
individually certify that they have not
been debarred or disqualified from
participating in clinical research under any
laws or regulations. If during the term of
this Agreement, the Institution or the
Investigator (i) becomes debarred or
disqualified or (ii) receives notice or threat
of an action with respect to its debarment
or disqualification, the Institution and/or
the Investigator, as the case may be, shall
notify Sponsor immediately.

b) The Institution and the Investigator hereby
individually certify that they have not and
will not use in any capacity the services of
any individual or entity which has been
debarred or disqualified from participating
in clinical research under the laws or
regulations valid for the Czech Republic.

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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spliuje narodni zakonné pozadavky, pokud
néjaké existuji, a také prislusné standardy
1ékatského povolani. Zdravotnické zafizeni
je na Z&dost Zadavatele povinno zajistit,
aby jeho pojistitel predlozil Zadavateli
potvrzeni, Ze je uvedené pojisténi platné,
pfiCemz na potvrzeni musi byt uvedena
pfipadna spolutcast nebo cast kryta
samopojisténim. Zdravotnické zafizeni se
zavazuje udrZovat toto pojisténi po dobu
platnosti této Smlouvy a nesniZit pojistnou
¢astku bez pisemného oznameni zaslaného
Zadavateli nejméné tticet (30) dnli piedem.

12. ODPOVEDNOST.

Resitelské centrum je a bude zodpovédné za
veskeré Skody, naroky, Zaloby nebo vydaje (véetné
soudnich vydaji) vyplyvajici nebo souvisejici s
nedbalosti,  zanedbanim,  opomenutim  nebo
pochybenim na stran¢ Zdravotnického =zafizeni,
Zkousejiciho nebo kteréhokoliv ¢lena Tymu Studie.

13.POTVRZENI.

a) Zdravotnické zatizeni a ZkouSejici timto
individudlné potvrzuji, ze nebyli Zadnym
pravnim ani jinym ptedpisem zbaveni
prava ani  prohlaSeni  nezpUsobilym
provadét klinickd hodnoceni. Jestlize po
dobu platnosti této Smlouvy bude
Zdravotnickému zatizeni nebo
Zkousejicimu (i) zastavena ¢innost nebo
bude diskvalifikovan, nebo (ii) obdrZi
ozndmeni 0 Zalobé nebo hrozbé zbaveni
prdva nebo prohlaSeni za nezpusobilé,
Zdravotnické zafizeni a/nebo ZkouSejici o
tom bude bezodkladn¢ informovat
Zadavatele.

b) Zdravotnické zatizeni a ZkouSejici timto
potvrzuji, Ze nevyuZivali ani nebudou
vyuZivat v Zadném ohledu jakékoli sluzby
jednotlive nebo sdruzeni, které jsou
zbaveny prava nebo prohldeny za
nezpusobilé provadét klinicka hodnoceni
na zakladé zakonu ¢&i predpisa platnych na
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In the event that the Institution or the

Investigator becomes aware of the
debarment, threatened debarment,
disqualification or threatened

disqualification of any such individual or
entity, the Institution and/or the
Investigator, as the case may be, shall
notify Sponsor immediately.

The Institution  and Investigator
individually warrant and promise that, in
connection with this Agreement, (i)
it/he/she has not and will not (directly or
indirectly) make any improper payment or
offer (or authorizing another to pay or
offer) money or anything of value to a
government official or any other person
connected with the provision of services
under this Agreement, in order to
improperly influence any act or decision
of such official or person, to induce such
official or person to do or omit to do any
act in violation of his or her relevant duty,
to obtain any improper advantage, to
procure improper performance of a
function or activity associated with this
Agreement or in the case of a government
official, to induce such official to use his
or her influence improperly to affect or
influence any act or decision of a
government, (ii) it/he/she has not and will
not (directly or indirectly) request, accept
or receive money or anything of value to
procure improper performance of a
function or activity associated with this
Agreement, (iii) it/he/she has taken any
action that would result in a violation of
any local or international applicable anti-
bribery or anti-corruption laws, rules or
regulations and industry and professional
codes of practice (collectively the “Anti-
Corruption Laws”) and Site has conducted
and will conduct their businesses in
compliance with the Anti-Corruption
Laws, and (iv) Institution and Investigator
each represents and warrants that
Institution and Investigator will each

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
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uzemi Ceské republiky. Jestlize se
Zdravotnické zafizeni nebo Zkousejici
dozvi o skute¢ném nebo hrozicim zbaveni
prava nebo o skuteném ¢&i hrozicim
prohlaSeni  nezpulsobilosti ~ nékterych
jednotliveti nebo sdruzeni, bezodkladné o
tom bude informovat Zadavatele.

Zdravotnické zafizeni a Zkousejici kazdy
za sebe prohladuji a slibuji, Ze v souvislosti
stouto Smlouvou (i) neposkytli ani
neposkytnou, nenabidli ani nenabidnou
(pfimo ani nepiimo) zadnou nedovolenou
platbu (ani nedovoli jinym osobam, aby ji
poskytly nebo nabidly), penize ani jiné
hodnotné plnéni statnimu ufednikovi nebo
jiné osob¢ spojené s poskytovanim sluzeb
podle této Smlouvy scilem nedovolené
ovlivnit ukon nebo rozhodnuti takové
ufedni nebo jiné osoby, pfimét ufedni nebo
jinou osobu, aby vrozporu se svymi
povinnostmi provedla ur¢ity tikon nebo se
jej zdrzela, ziskat neopravnénou vyhodu,
vyvolat neopravnény vykon funkce nebo
¢innost souvisejici s touto Smlouvou anebo
podnitit statniho tfednika k nedovolenému
pouziti jeho vlivu ke zméné nebo ovlivnéni
Ukonu nebo rozhodnuti statniho orgdnu a
(if) nemaji a nebudou (ptimo &i neptimo)
pozadovat, ptijimat nebo dostavat penize
nebo cokoli hodnotného k vyvolani
neopravnéného vykonu funkce nebo
¢innosti spojené s touto Smlouvou, (iii)
nepodnikli kroky, které by wvydustili v
poruseni  jakychkoliv lokélnich  nebo
mezinarodnich  protikorupénich  zakont,
pravidel nebo nafizeni nebo zakonu,
pravidel nebo nafizeni proti uplatklim, a
primyslové a profesiondlni kodexy praxe
(souhrnné dale jen ,,Protikorupcni zékony*)
a Resitelské centrum vykonava a bude
vykonavat své podnikani v souladu s
Protikorupénimi zakony, a >iv)
Zdravotnické zafizeni a ZkouSejici zvlast
potvrzuji a ruc¢i, ze Zdravotnické zafizeni a
Zkousejici budou kazdy dodrZovat principy
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adhere to the principles of Sponsor's Code
of Conduct as stated on the following
website:
http://lundbeck.com/upload/global/files/pd
f/corporate-
responsibility/Lundbeck_Third Party obli
gations_ed.1.pdf. Alternatively,
Institution and  Investigator  each
represents and warrants that each has a
substantially equivalent code of conduct
(“Institution’s Code” and/or
"Investigator's Code™) to Sponsor’s Code
of Conduct and agrees to adhere to
Institution’s and/or Investigator's Code.

14. ASSIGNABILITY.

Site may not assign any of its rights or
delegate any performance under this Agreement,
voluntarily or involuntarily, whether by merger,
consolidation, dissolution, operation of law, or any
other manner except with the prior written consent
of Sponsor, and any purported assignment or
delegation without Sponsor’s written consent is
void. Sponsor may assign or transfer this
Agreement in whole or in part upon written notice
to Site.

15. NOTICES.

With the exception of Study funds paid by
PRA pursuant to Section 2 hereof, all notices
required or permitted to be given under this
Agreement shall be in writing and shall be (a)
delivered personally, (b) sent by certified mail, or
(c) sent by a nationally-recognised courier
guaranteeing next-day delivery, to the recipients
below. The parties agree that changes to the
addresses below for receipt of notices under this
Section may be effected by a letter signed by the
relevant party and does not require an amendment
to this Agreement signed by all parties:

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

Zadavatelova Kodexu Chovéani, jak je
popséan na nasledujici weboveé strance:
http://lundbeck.com/upload/global/files/pdf
[corporate-
responsibility/Lundbeck_Third_Party obli
gations_ed.1.pdf.

Ptipadn¢  Zdravotnické  zafizeni a
Zkousejici zvlast potvrzuji a ruci, ze kazdy
z nich vlastni podstatné rovnocenny kodex
chovéani (dale jen ,,Kodex Zdravotnického
zatizeni* a/nebo ,,Kodex Zkousejiciho™) ke
Kodexu Chovéani Zadavatele a souhlasi s
dodrzovanim  Kodexu Zdravotnického
zatizeni a/nebo Kodexu Zkousejiciho.

14. POSTUPITELNOST.

Resitelské  centrum  neni  opravnéno
postoupit sva prava ani delegovat Zadné vykony
dobrovolné ¢i nedobrovolng, at’ jiz na zakladé fuze,
slouceni, zruSeni, ptisobenim prava nebo jakymkoli
jinym zpusobem vyjma s pfedchozim pisemnym
souhlasem Zadavatele, a jakékoli domné&lé
postoupeni nebo delegovani bez pisemného
souhlasu Zadavatele je neplatné. Zadavatel muize
postoupit nebo delegovat tuto Smlouvu v celku
anebo Casteéné na zakladé¢ pisemného oznameni
Resitelskému centru.

15. OZNAMOVANI.

S vyjimkou prostiedkt na provadéni Studie,
ktere uhradi PRA v souladu s c¢lankem 2 této
Smlouvy, musi byt veSkerd ozndmeni, ktera maji
nebo mohou byt podavana podle této Smlouvy, v
pisemné formé& a musi byt (a) doru¢eny osobné, (b)
zaslany pos$tou jako doporucena zasilka nebo (C)
zaslany celostatné uznavanou kurymi sluzbou
zaruujici  doruCeni nasledujiciho dne, a to
pfijemcim uvedenym nize. Smluvni strany se
dohodly, ze zmény adres uvedenych nize pro piijem
ozndmeni dle tohoto ¢lanku mohou byt sdéleny
dopisem podepsanym pfislusnou smluvni stranou a
nevyZaduji dodatek k této Smlouvé podepsany
vSemi smluvnimi stranami:
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If to Sponsor:

Pharmaceutical Research Associates CZ, s.r.0.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD

United Kingdom

Attention: Director of Global Contracts

If to the Institution:
Fakultni nemocnice Ostrava
Centrum Klinickych studii
17. listopadu 1790/5

708 52 Ostrava - Poruba
Czech Rpeublic

Attention: XXXXXXXXXXXXX

If to the Investigator:
Fakultni nemocnice Ostrava
XXXXXXKXXXXXXX

17. listopadu 1790/5

708 52 Ostrava - Poruba
Ceska republika

Attention: XXXXXXXXXXXXX

16. USE OF NAMES.

The Institution and Investigator shall not
use the name, symbols and/or trademarks of PRA
or the Sponsor in any form of publicity in
connection with the Study unless explicitly
approved by PRA or the Sponsor in advance.
Institution and Investigator agree that, in
accordance with applicable law and as agreed
herein, Sponsor may also make public the amount
of funding provided hereunder for the conduct of
the Study and may identify Institution and
Investigator as part of this disclosure.

17. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS

(@) The Institution and Investigator shall
maintain IT and organisational security
measures sufficient to protect the personal
information, when in their possession and

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

Pokud jsou uréeny pro Zadavatele:
Pharmaceutical Research Associates CZ, s.r.o.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD

United Kingdom

K rukam: Globalni
oddgleni

feditel pro smluvni

Pokud jsou ur€eny pro Zdravotnické zatizeni:
Fakultni nemocnice Ostrava

Centrum Klinickych studii

17. listopadu 1790/5

708 52 Ostrava - Poruba

Ceska republika

K rukam:  XXXXXXXXXXXXX

Pokud jsou uréeny pro Zkousejiciho:
Fakultni nemocnice Ostrava
XXXXXXXXXXXXX

17. listopadu 1790/5

708 52 Ostrava - Poruba

Ceské republika

K rukam:  XXXXXXXXXXXXX

16. UZIVANI NAZVU.

Zdravotnické zafizeni a ZkousSejici nejsou
opravnéni pouzivat v jakékoli formé publicity v
souvislosti se Studii nazev, symboly, ptipadné
ochranné zndmky PRA nebo Zadavatele, pokud to
vyslovné pfedem PRA nebo Zadavatel neschvali.
Zdravotnické zafizeni a ZkousSejici souhlasi s tim, Ze
v souladu s platnymi ptedpisy a naleZitostmi
sjednanymi v této Smlouvé mize Zadavatel take
zvetejnit vysi prostiedkd poskytnutych na provadéni
Studie na zakladé této Smlouvy a v ramci tohoto
zvetejnéni mize identifikovat Zdravotnické zatizeni
a Zkousejiciho.

17. BEZPECNOST A SYSTEM
INEFORMACNICH TECHNOLOGII.

(a) Zdravotnické zatizeni a ZkouSejici budou
spravovat informacni technologie a zajisti
organizacné bezpecnostni opatfeni
dostate¢na pro ochranu osobnich udaju,
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whilst being transferred to Sponsor or other
third parties. The Institution and
Investigator shall ensure that all Study
Team members comply with the
obligations imposed upon them by
applicable data protection laws and
specifically, the removal of patient
personal identifiers from any
communications external to the Site unless
necessary for pharmacovigilance purposes
or required by law.

(b) Mobile health (mHealth) applications,
where used in the pursuit or provision of
the services, shall comply with applicable
electronic security requirements, medical
device legislation, if applicable and all
applicable data protection laws to ensure
the security of all confidential and patient
personal information transmitted in this
manner. Study data obtained through
mobile applications shall be securely stored
as long as required by applicable
legislation and regulations.

18. WAIVER; SEVERABILITY.

No waiver of any term or condition of this
Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of such
term or condition, or of any other term or condition
of this Agreement. If any terms or conditions of
this Agreement are held to be invalid, illegal or
unenforceable the remaining terms and conditions
contained herein shall not be affected.

19. ENTIRE AGREEMENT; EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits
attached hereto, constitutes the full understanding

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

které jsou v jeho vlastnictvi a zaroven jsou
postoupeny Zadavateli nebo jinym tietim
strandm. Zdravotnické zaiizeni a Zkousejici
zajisti, aby vSichni ¢lenové Tymu Studie
postupovali v souladu s povinnostmi, které
jsou ukladané platnymi zédkony na ochranu
osobnich udaji a konkrétné s témi, které se
tykaji odstranéni osobnich identifikatort
pacientt z jakékoliv externi komunikace
mimo ReSitelské centrum, pokud to neni
nezbytné z bezpecnostnich divodt, nebo
vyZadované zadkonem.
(b) Aplikace Mobilni zdravi (Mobile health -
mHealth), v pfipadé, ze byly vyuzity
vrdmci  poskytovani sluzeb, musi byt
v souladu s platnymi elektronickymi
bezpecnostnimi  pozadavky, legislativou
souvisejici se zdravotnickymi prostiedky,
pokud je aplikovatelnd, a viemi platnymi
zékony na ochranu osobnich udaji, tak aby
byla zajiSténa bezpecnost vSech divérnych
a osobnich informaci pacientt piedavanych
timto zpasobem. Udaje Studie obdrZené
pfes mobilni aplikace musi byt bezpecné
uloZeny vsouladu s platnymi pravnimi
predpisy a nafizenimi.

18. VZDANI SE PRAV: ODDELITELNOST

USTANOVENI.

Zadné prominuti splnéni  jakychkoliv
podminek nebo ustanoveni této Smlouvy, at’ uz
jednanim nebo jinak, v jednom nebo vice piipadech,
se nepovazuje nebo nebude vykladano jako dalsi
nebo trvalé prominuti takovych podminek nebo
jinych podminek dle této Smlouvy. V piipadé Ze
nékteré podminky nebo nélezitosti této Smlouvy se
stanou neplatnymi, nezékonnymi nebo
nevynutitelnymi, zbyvajici podminky a naleZitosti
obsazené v této Smlouvé nebudou dotéeny.

19. UPLNOST  SMLOUVY: PRILOHY:

VYHOTOVENI.

Tato Smlouva, vcetné priloh, zaklada
Uplnou dohodu smluvnich stran ohledné piedmétu
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of the parties with respect to the subject matter
hereof and a complete and exclusive statement of
the terms of their agreement, and no terms,
conditions, understanding or agreement purporting
to amend, modify, vary or waive the terms of this
Agreement shall be binding unless made in writing
and signed by an authorized representative of each
party hereto. This Agreement and any amendment
hereto shall be executed in three counterparts, each
of which shall be deemed an original but taken
together shall constitute one and the same
instrument. The priority language of this
Agreement will be Czech. In the event of conflict
between the two language versions of this
Agreement and their Amendments, the Czech
language version shall prevail.

20. CONTINUING OBLIGATION;
SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided
herein, termination of this Agreement shall not
relieve any party hereto from any obligation under
this Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In
addition, the provisions of this Agreement that by
their nature contemplate continuing obligations
shall survive expiration or termination of this
Agreement.

21. GOVERNING LAW.

This Agreement and any non-contractual
obligations arising out of or in connection with it
are governed by and must be construed in
accordance with Czech law excluding conflict of
law rules.

Mutual rights and obligations of the parties that are
not expressly provided for in this Agreement shall
be governed by the civil code.

Any and all disputes arising from this Agreement
shall be resolved by the courts of the Czech
Republic.

Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

Smlouvy a uplné vyjadieni podminek jejich
ujednéni a Z&dné podminky, ujednéani ani dohody, o
kterych se ma za to, ze dopliuji, méni, upravuji
nebo promijeji podminky této Smlouvy, nejsou
platné, ledaze jsou v pisemné formé¢ a podepsané
zmocnénymi  zastupci  smluvnich stran. Tato
Smlouva a veskeré jeji dodatky jsou uzavieny ve
tiech vyhotovenich, z nichZ se kazdé vyhotoveni
povazuje za original, ale které spole¢né zakladaji
jeden a tentyZ dokument. Rozhodnym jazykem této
Smlouvy bude ¢esky jazyk. V ptipadé rozporu obou
jazykovych verzi této Smlouvy a jejich dodatki se
uplatni ¢eska jazykova verze.

20. TRVALE ZAVAZKY: PLATNOST
USTANOVENI.
Pokud neni v této Smlouvé konkrétng

uvedeno jinak, zénikem této Smlouvy neni Zadna
smluvni strana osvobozena od svych zavazkt podle
této Smlouvy, které vznikly nebo vyplynuly ze
skutecnosti a okolnosti existujicich pfed jejim
zanikem. Mimo to, ustanoveni této Smlouvy, které
ze své povahy stanovi pietrvavajici zavazky, plati i
po uplynuti platnosti nebo po zaniku této Smlouvy.

21. ROZHODNE PRAVO.

Tato Smlouva i jakékoli mimosmluvni povinnosti z
ni nebo v souvislosti s ni vyplyvajici se ridi a musi
byt vykladany vsouladu s ceskym pravem, s
vyjimkou koliznich norem.

Vzéjemnd prava a povinnosti stran vyslovné
neupravené touto Smlouvou se fidi obcanskym
zakonikem.

Veskeré spory z této Smlouvy budou feSeny soudy
Ceské republiky.
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SIGNATURES APPEAR ON FOLLOWING PODPISY ~ JSOU UVEDENY NA
PAGE NASLEDUJICi STRANE
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IN WITNESS WHEREOF, the parties NA DUKAZ TOHO #adné zmocnéni
have caused this Agreement to be executed by their z&stupci smluvnich stran podepsali tuto Smlouvu
duly authorised representatives on the date(s) dne, jak je uvedeno dale, ale s ucinnosti pro
indicated below, but effective for all purposes as of vsechny ucely k Datu G¢innosti.
the Effective Date.

By PRA through power of attorney on behalf of Sponsor / PRA prostiednictvim plné moci jménem
Zadavatele

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

By/Podepsal:
Authorised Signature / podpis zmocnéného zastupce

Name/IJmEéno: XXXXXXXXXXXXX
Title/Funkce:  XXXOXXXXXXXXXX

Date/Datum:

FAKULTNI NEMOCNICE OSTRAVA

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: doc. et doc. MUDr. Petr VVavra, Ph.D.

Title/Funkce: Deputy Director for Scientific Research Development and Education / Naméstek feditele
pro védu, vyzkum a vyuku

Date/Datum:

:9,9,9,9,9.9.9,9,9,9.9.9,9,9,0,0.9,0,¢

By/Podepsal:

Name/Jmeéno:  XXXXXXXXXXXXX

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum:
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EXHIBIT A / PRILOHA A
PAYMENT TERMS / PLATEBNI PODMINKY

XXXXXXXXXXXXX
XXXXXXXXXXXXX
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EXHIBIT B / PRILOHA B
BUDGET / ROZPOCET

XXXXXXXXXXXXX
XUXXXXXXXXXXX
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Fakultni nemocnice Ostrava, XXXXXXXXXXXX
18898A, Lu Legal: 106715

EXHIBITC
INDEMNIFICATION AGREEMENT

PRILOHA C
SMLOUVA O ODSKODNENI

Study entitled “Interventional, randomized,
double-blind, parallel-group, placebo-controlled
study with an extension period to evaluate the
efficacy and safety of eptinezumab for the
prevention of migraine in patients with
unsuccessful prior preventive treatments” (the
“Study™), Protocol No. 18898A, final version dated
12 December, 2019 (the  “Protocol”);
Indemnification Agreement between Site and
Sponsor

In consideration of your undertaking to conduct the
Study using the Protocol, Sponsor hereby warrants
to indemnify you, xxxxxxxxx and the trustees,
officers and/or employees, working under direct
supervision of you (the “Indemnified Party/ies”),
against liabilities, including reasonable legal costs,
expert costs and/or expenses, imposed on you
either by a final decision made by a court of law or
as a result of settlements and/or ex gratia payments
made with the consent of Sponsor, for established
financial compensations or financial damages
arising out of bodily or mental injuries, including
death, to a patient or non-patient volunteer, (the
“Subject”), enrolled in the Study.

The above warranty is only applicable to the extent
the following cumulative conditions have been
fully abided and fulfilled:

1. All necessary approvals of the
Study and the Protocol must have been obtained
from the competent local authorities, including, but
not limited to, the local research ethics committee,
prior to the Study being initiated and any Subject
being enrolled, and

2. The administration of the Study
Drug must have taken place by you or under the
supervision of you and in strict accordance with
the standards set forth in the Protocol, and

3. The bodily/mental injuries for

Studie s ndzvem “Intervenéni, randomizovana,
dvojité zaslepena, placebem Kkontrolovana
studie s paralelnimi  skupinami a s
prodlouZenym obdobim za uc¢elem vyhodnoceni
ucinnosti a bezpecénosti eptinezumabu pro
prevenci migrény u pacientii, u nichz byla
predchozi preventivni 1é¢ba neuspésna” (dale
jen ,Studie*), ¢islo Protokolu 18898A, finalni
verze z data 12. prosince 2019 (déale jen
»Protokol“); Smlouva o odSkodnéni mezi
Resitelskym centrem a Zadavatelem

Sohledem na V&$ zavazek provést Studii dle
Protokolu timto Zadavatel ruci, Ze odSkodni Vas,
XXXXXXXXX @ ¢leny vedeni, management a/nebo
zaméstnance, pracujici pod VaSim pfimym
dohledem (dale jen ,,OdSkodnéné/é strana/y*), za
zavazky, véetné piiméfenych pravnich nakladu,
nakladl a/nebo vydaji na experty, uvaleny na Vs
bud’ pravomocnym rozhodnutim soudu anebo jako
vysledek vyrovnani a/nebo jiného smirného feseni
uc¢inéného se souhlasem Zadavatele, za stanovené
finan¢ni nahrady nebo finanéni $kody vzniklé ze
zdravotni ¢i duSevni Ujmy, vCetné smrti, pacienta
nebo dobrovolnika, ktery neni pacientem (dale jen
»Subjekt®) zafazeného do Studie.

Vyse uvedené ruceni je platné pouze v rozsahu, ve
kterém byly nésledujici kumulativni podminky
plné€ dodrzeny a splnény:

1. VSechny nutné schvéleni Studie a
Protokolu byly obdrzené od piislusnych
lokalnich ufadd, véetné, ale bez omezeni
na lokalni vyzkumné etické komise,
pfedtim nez byla Studie zapocata a
jakykoliv Subjekt zatazen, a

2. Podani Hodnoceného Iéku muselo byt
vykondno V&mi nebo pod VaSim
dohledem a vpfisném souladu se
standardy popsanymi v Protokolu, a

3. Zdravotni/duSevni

Gjma, na které je
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which indemnification is claimed must be a result
of requirements set forth in the Protocol and be
caused by and directly from the administration of
the Study Drug to the Subject claiming damages or
compensation, and

4. The bodily/mental injuries must
not be due to wrongful or negligent acts and/or
omissions, breach of statutory duty or misconduct
in performance of duties on the part of an
Indemnified Party, and

5. The Indemnified Parties must have
complied with all applicable national, international
and/or supranational laws, regulations and GXP
guidelines, and

6. Records concerning the receipt,
storage, handling and administration of the Study
Drug as well as Subject journals and case record
forms must have been properly maintained and be
available to Sponsor, and

7. Any significant and/or alarming
development that may occur or has occurred
during the Study, whether expected or unexpected,
and any claim notified to or filed with you, must
have been promptly reported to Sponsor in writing,
and

8. Authorization of Sponsor to
assume the defense of any claim made or action
taken including, without limitation, the right to
select defense counsel, to appeal any court decision
and the right to settle any claims or actions at its
discretion, but in cooperation with you, must be
submitted immediately upon request by Sponsor,
and

9. The Indemnified Parties must fully
cooperate with Sponsor in defense of any claim,
and

narokovano  odSkodnéni, musi byt
vysledkem pozadavk popsanych
Vv Protokolu a piimo zpusobeny podanim
Hodnoceného 1éku Subjektu, ktery si
uplatiiuje narok na odskodnéni a nahradu,
a

Zdravotni/duSevni  Gjma  nesmi byt
zpusobena neopravnénymi ukony,
nedbalosti a/nebo opomenutim, porudenim
zakonnych povinnosti anebo nespravnym
jednanim pii plnéni povinnosti na stran¢
Odskodnéné strany, a

Odskodnéné strany musely dodrZzovat
vSechny pfislusné narodni, mezinarodni
a/nebo nadnarodni zékony, natizeni a
smérnice GXP, a

Zaznamy ohledné¢ obdrZeni, uskladnéni,
zachazeni a podani Hodnoceného léku a
rovnéz pacientské deniky Subjektti a CRF
museli byt fadné vedeny a zpfistupnény
Zadavateli, a

Jakykoliv dulezitd a/nebo znepokojujici
udalost, ktera maze nastat anebo jiZ nastala
v pribéhu Studie, zda ocekavana anebo
neocekavand, a jakykoliv narok, o kterém
jste byli obeznameni nebo Vam byl podan,
museli byt neodkladné pisemné oznameny
Zadavateli, a

Opravnéni pro Zadavatele, aby zapocal
obhajobu vic¢i jakémukoliv ucinénému
naroku nebo konani, véetng, ale bez
omezeni na pravo vybrat si obhdjce,
odvolat se vici jakémukoliv rozhodnuti
soudu a pravo vyrovnat jakékoliv naroky
nebo konani dle svého uvézeni, ale ve
spolupraci s Vami, musi byt Vami
pfedlozeno  neprodlen¢ na  zékladé
Zadavatelovy Zadosti, a

Odskodnéné strany musi plné
spolupracovat se Zadavatelem na obhajob¢
jakéhokoliv naroku, a
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10. The Indemnified Parties under this
agreement must not have made any admission in
respect of any claim or proceeding or taken any
action relating to such claim or proceeding
prejudicial to the defense of Sponsor or the
Indemnified Parties hereunder without the written
consent of Sponsor, which consent shall not
unreasonably be withheld. (This provision No. 10
shall not be considered breached by any statement
made by an Indemnified Party hereunder in
connection with the operation of your internal
complaint  procedures,  accident  reporting
procedures or disciplinary procedures, as approved
by Sponsor in advance, or as required by law.)

This Indemnity, including all matters relating to its
validity and interpretation, and any dispute arising
from or relating to this Indemnity shall be settled
in accordance with Czech law regulations.

Acceptance of these terms is documented by the
signature and date of the responsible parties in the
space designed below.

10. Odskodnéné strany na zakladé této
Smlouvy nesmi ucinit z4dné doznani
v souvislosti s jakymkoliv narokem nebo
pojedndnim, nebo jednat jakkoliv
v souvislosti s takovym narokem nebo
pojednanim, které jsou ptedpojaté vaci
obhajobé Zadavatele nebo Odskodnénych
stran této Smlouvy bez pisemného
souhlasu Zadavatele, ktery nesmi byt
nepiimétené odepten. (Toto ustanoveni €.
10 nebude povazovdno za porudeni
jakymkoliv vyrokem ucinénym
Odskodnénou stranou této Smlouvy
v souvislosti s vykonem VaSich internich
reklamacnich fizeni, postupti hlaseni
nehod nebo disciplinarnich fizeni, jak bylo
pfedem schvaleno Zadavatelem, anebo jak
je vyZadovano zakonem.)

Toto OdSkodnéni, véetné vSech nalezitosti
souvisejicich sjeho platnosti a vykladem, a
jakykoliv spor vznikly z anebo souvisejici s timto
Odskodnénim bude vyrovnan v souladu s éeskym
pravnim fadem.

Piijeti téchto podminek je zdokumentovano
podpisem a datem odpovédnych smluvnich stran
na nize ureném mistg.

By PRA through power of attorney on behalf of Sponsor / PRA prostiednictvim plné moci jménem
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Zadavatele

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/IJmEéno: XXXXXXXXXXXXX
Title/Funkce:  XXOXOXXXXXXXXX

Date/Datum:

FAKULTNI NEMOCNICE OSTRAVA

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: doc. et doc. MUDr. Petr VVavra, Ph.D.

Title/Funkce: Deputy Director for Scientific Research Development and Education / Naméstek feditele
pro védu, vyzkum a vyuku

Date/Datum:

):9,9,.9,9,9.9.9,9,9,9.9.9,9,9,0,0.9,0,¢

By/Podepsal:

Name/Jmeéno:  XXXXXXXXXXXXX

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum:

Exhibit D PRILOHA D
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Study No. 18898A

Studie 18898A

to CLINICAL TRIAL AGREEMENT
(the ""Agreement")

ke SMLOUVE O PROVEDENI KLINICKEHO
HODNOCENI (déle ,,smlouva')

DATA PROCESSING AGREEMENT

DOHODA O ZPRACOVANI UDAJU

This data processing agreement (the ,,Data
Processing Agreement”) has been entered into
between

Tato dohoda o zpracovani udaji (dale ,,dohoda o
zpracovani udaji“) byla uzaviena mezi témito
stranami

H. Lundbeck A/S
Ottiliavej 9

2500 Valby

Déansko

CVR number: 56759913
(the “Data Controller”)

H. Lundbeck A/S
Ottiliavej 9

2500 Valby

Dansko

Cislo CVR: 56759913
(dale ,,spravce udaji‘)

and

a

Fakultni nemocnice Ostrava
17.listopadu 1790

708 52 Ostrava

Czech Republic

Organization ID No.: 00843989
(the “Data Processor”)

Fakultni nemocnice Ostrava
17 listopadu 1790

708 52 Ostrava

Ceska republika

1CO: 00843989

(dale ,,zpracovatel udaja‘)

The Data Controller and the Data Processor are
hereinafter collectively referred to as the
“Parties” and individually as a “Party”.

Spravce a zpracovatel udaji jsou dale spolecné
uvadéni jako ,.strany* a jednotlivé jako ,.,strana”.

WHEREAS, personal data processed under the
Agreement, including this Data Processing
Agreement (“Personal Data”), shall have the
meaning set out in the Regulation (EU) 2016/679
of 27 April 2016 (the General Data Protection
Regulation), hereinafter referred to as the
“GDPR?”, Article 4(1).

Pojem ,,0sobni Gdaje” zpracovavané podle Smlouvy,
véetné této dohody o zpracovani udaji (dale ,,0s0bni
Gdaje“) ma vyznam, stanoveny v nafizeni (EU)
2016/679 z 27. dubna 2016 (obecné nafizeni o
ochrané osobnich udaju, dale ,,GDPR*, ¢l. 4, odst.
1).

NOW, THEREFORE this Data Processing
Agreement is incorporated as Exhibit D to the
Agreement.

Vzhledem k témto skuteCnostem je tato dohoda o

zpracovani Udaji zaclenéna do Smlouvy jako ptiloha
D.

1. SCOPE OF THE
PROCESSING AGREEMENT

DATA

1. ROZSAH DOHODY O ZPRACOVANI
UDAJU
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sub-processors to process the Data

Controller’s Personal Data.

1.1. During the term of this Data Processing | 1.1.  Po dobu platnosti této dohody o zpracovani
Agreement, the Data Processor will udajii bude zpracovatel udaji zpracovavat
process Personal Data on behalf of the osobni udaje jménem spravce udajui pro
Data Controller for clinical research ucely klinického vyzkumu.
purposes.

1.2. The Personal Data to be processed by the | 1.2.  Osobni (daje zpracovavané zpracovatelem
Data Processor concerns (i) the categories udaji jsou z oblasti: (i) kategorie udaju; (ii)
of data; (i) the categories of data kategorie subjektt tidaji; (iii) povaha a tcel
subjects; and (iii) the nature and purposes Zpracovani, jak je podrobné uvedeno v
of the processing as set out in detail in piiloze A.

Annex A.
2. INSTRUCTIONS 2. POKYNY

2.1. The Data Processor shall only process | 2.1. Zpracovatel udaji zpracovivd osobni Udaje
Personal Data in accordance with this pouze podle této dohody o zpracovani tidaji a
Data Processing Agreement and only on pouze na pisemny pokyn od spravce tudaju.
written instructions from the Data
Controller.

2.2. The Data Processor is instructed to |2.2.  Zpracovatel Gdaji je povéfen osobni udaje
process the Personal Data as set out in uvedené v pfiloze A zpracovat pouze pro
Annex A and only for the purposes of uCely sluzeb zpracovani dat zde popsané.
providing the data processing services Zpracovatel udaji nesmi zpracovat nebo
described herein. The Data Processor jinak pouZivat osobni udaje spravce udaju k
may not process or otherwise use the zadnym jinym ucellim, nez jak je uvedeno v
Data Controller’s Personal Data for any pokynech, a smluvni strany se dohodly, Ze
other purpose than as set out in the budou pfilohu A prubézné aktualizovat.
instructions, and the Parties agree to keep
Annex A updated at all times.

2.3. If the Data Processor is a legal entity, all | 2.3.  Je-li zpracovatel udaji pravnickou osobou,
terms and instructions in this Data vSechny podminky uvedené v této dohod¢ o
Processing Agreement shall apply to any zpracovani udaji se vztahuji na fyzické
natural person acting under the authority osoby jednajici jeho jménem, vcetné vSech
of the Data Processor, including all of the jeho  zaméstnanci a  dalSich  osob,
Data Processor’s staff and other persons opravnénych ke zpracovani osobnich udaju
authorized to process the Personal Data jménem zpracovatele. Zpracovatel tdaji
on behalf of the Data Processor. The Data musi  zajistit takové dodrZeni podminek
Processor must ensure such compliance svymi zaméstnanci a jinymi opravnénymi
by its staff and other authorized persons. osobami.

2.4. The Data Processor is not allowed to use | 2.4.  Zpracovatel udaji nesmi ke zpracovani

osobnich
subdodavatele.

udaju spravce vyuzit
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25. If the Data Processor considers an | 2.5.  Pokud bude zpracovatel idaji mit za to, Ze je
instruction from the Data Controller to be pokyn od spravce udaji v rozporu s GDPR
in violation of the GDPR, or other Union nebo jinymi ptedpisy EU nebo ¢lenskych
or Member State data protection staitdh o ochrané udaji (dale jen souhrnné
provisions (hereinafter collectively the »predpisy o ochrané udaja“), pisemné¢ a
“Data Protection Legislation”), the Data neprodlené o tom spravce uvédomi.
Processor shall immediately inform the
Data Controller in writing about this.

3. LOCATION AND TRANSFER OF | 3. UMISTENI A PRENOS OSOBNICH
PERSONAL DATA OUTSIDE THE UDAJU MIMO EU/EHP
EU/EEA

3.1. In Annex A the Data Processor has stated 3.1. V piiloze A zpracovatel udaji uvedl fyzické
the physical location (on a country level) umisténi (na urovni zemé¢) zafizeni, ze
of the facilities, from which the Data kterych bude zpracovavat osobni Gdaje podle
Processor will process the Personal Data této dohody o zpracovani udaji. Pokud si
under this Data Processing Agreement. If informace o fyzickém umisténi (adrese)
the physical location (address) of the zpracovani osobnich udaji vyzadaji ptislusné
processing of Personal Data is requested organy, nebo pokud spravce udaji usoudi, Ze
by relevant authorities, or if the Data je podle bodu 5 tfeba provést audit ¢i
Controller deems audit, including inspekci, zpracovatel se zavazuje na Zadost
inspections, appropriate under Clause 5, spravce  udaji potiebné informace
the Data Processor agrees to provide this poskytnout.
information upon request from the Data
Controller.

3.2. The Data Processor is instructed not to | 3.2.  Zpracovatel udaji nebude pifedavat osobni
transfer personal data to countries located Gdaje do zemi mimo EU/EHP, pokud takovy
outside the EU/EEA, unless such transfer pfevod neni vyzadovén platnymi pravnimi
is required by applicable legislation, GCP predpisy, zasadami SKP nebo pokyny v
Guidelines and/or instructions in the protokolu.

Protocol.

4. SECURITY OBLIGATIONS 4, BEZPECNOSTNI POVINNOSTI

4.1. The Data Processor shall implement 4.1. Zpracovatel udaji musi zavést vhodna
appropriate technical and organizational technickh a organizaéni  bezpecnostni
security measures to prevent that the opatfeni, aby nedoSlo omylem nebo

Personal Data is accidentally or
unlawfully destroyed, lost or altered,
disclosed or made available without
authorization, or otherwise processed in
violation of the Data Protection
Legislation. ~ Such  technical and
organizational security measures must be
determined taking into account (a) the

protizakonné ke zniceni, ztrat¢ nebo zméné
osobnich udaju, jejich poskytnuti bez
autorizace nebo jinému zpracovani v rozporu
s predpisy o ochrang udaju. Takova technicka
a organiza¢ni bezpe¢nostni opatieni musi byt
stanovena s ohledem na (a) soucasny stav
techniky, (b) néklady na jejich provedeni a
(c) povahu, rozsah, kontext a ucel
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current state of the art, (b) the cost of zpracovani, jakoz i riziko ohroZeni prév a
their implementation, and (c) the nature, svobod fyzickych osob a zavaznost moznych
scope, context and purposes of processing dopadd.
as well as the risk of varying likelihood
and severity for the rights and freedoms
of natural persons.
4.2. Appropriate technical and organizational | 4.2.  Pfislusna technicka a organizacni

security measures.

bezpecnostni opatfeni.

When the Data Processor is working
on Data Controller’s systems, the
appropriate technical and
organizational  security measures
under Clause 4.1 shall as a minimum
include, but not be limited to:

Kdyz zpracovatel tudaju pracuje v
systémech spravce udajii, dle bodu 4.1
musi zajistit minimalné tato technicka a
organizac¢ni bezpec¢nostni opatieni:

(i) When processing Personal Data,
the Data Processor shall only
process Personal Data using
devices and applications
provided or approved by the Data
Controller. Use of devices or
application not provided by the
Data Controller requires prior
permission, and is subject to
specific  security instructions
regarding the devices and
software and procedures, etc.

(i) Zpracovatel udaju pii  zpracovani
osobnich  udaji  osobni  udaje
zpracovava pouze pomoci zafizeni a
aplikaci poskytovanych nebo
schvélenych spravcem udaji. Pouziti
zatizeni nebo aplikace
neposkytnutych  spravcem  udaju
podléha piedchozimu povoleni a
specifickym bezpecnostnim pokyntim
a pozadavkim na zafizeni, software,
postupy atd.

(i)Reasonable steps must be taken
to protect computers, mobile
devices and data storage media
and printed copies containing
information belonging to the

Data Controller from theft,
unauthorized access and
disclosure, e.g. via use of

passwords, locks, and similar.

(i) Musi byt piijata pfiméfena opatieni k
ochrané pocitace, mobilnich zatizeni,
pamétovych médii a  vytiskl
obsahujicich informace patfici spravci

udaji, a to pred  kradezi,
neopravnénym piistupem a
vyzrazenim, napiiklad
prostfednictvim  pouzivani  hesel,

uzamceni a podobng.

(iii) Passwords must be kept
secret and not shared with
anyone outside the instructions of
the Data Controller.

(iii) Hesla musi byt uchovavana v tajnosti
a nesmi byt poskytnuta dale bez
pokynu sprévce Udaja.
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Data Controller.

(iv) Use of (iv) Pouziti pseudonymizace? osobnich
pseudonymisation® of Personal udaju.
Data.

(v)The Data Processor must always (V) Zpracovatel ~ udaji musi  vZdy
comply with any Lundbeck dodrzovat vSechny zéasady nebo
policies or guidelines relevant for pokyny spole¢nosti Lundbeck pro
data privacy provided by the ochranu osobnich udajt

poskytovanych spravcem udaju.

Controller in cases of inquiries and
inspections conducted by the responsible
supervisory authority, inter alia, the

4.3. In addition to the security obligations set | 4.3.  Kromé& bezpeénostnich povinnosti v tomto
out in this Clause 0, the Data Processor bodu 0 musi zpracovatel udaji rovnéz
must also comply with any special data udrzovat soulad s jakymikoli zvI&Stnimi
security requirements that may apply to poZadavky na zabezpeleni tdaji, které se
the Data Controller as set out in Annex A. mohou vztahovat na spravce udaji a jsou

uvedeny v pfiloze A.

4.4. The Data Processor must perform its | 4.4.  Zpracovatel tdaji musi vykonavat své
obligations under this Data Processing povinnosti podle této dohody o zpracovani
Agreement with all due skill, diligence, Gdaju se vsi dovednosti, pili, proziravosti a
prudence and foresight, which can be predvidavosti, které lze od zpracovateld
expected from an experienced and udaji zkusenych a kompetentnich v této
competent Data Processor in the field of oblasti oc¢ekavat a jako minimum musi tam,
operation, and as a minimum in kde je to relevantni, dodrZovat standardy
compliance  with  the  commonly béZné uznavané ve zdravotnictvi, s obecnym
recognized standards in the health care cilem zajistit kvalitu a funk¢énost technickych
system, where applicable, with the overall feSeni, stejné jako dovednosti a kvalifikaci
aim to ensure the quality and pracovnikil piidélenych k tomuto zpracovani.
functionality of the technical solutions as
well as the level of skill and competence
of the personnel allocated for the
performance of the processing.

5. AUDIT AND ASSISTANCE 5. AUDIT A ASISTENCE

5.1. The Data Processor shall support the Data 5.1. Zpracovatel udajii poskytne asistenci spravci

udajii v pripadé¢ vySetiovani ¢i inspekci
provadénych pfisluSnym dozoréim organem,
mimo jiné danskym twfadem pro ochranu

1 ‘bseudonymisation’ means the processing of personal data in such a manner that the personal data can no longer be
attributed to a specific data subject without the use of additional information, provided that such additional information
is kept separately and is subject to technical and organizational measures to ensure that the personal data are not

attributed to an identified or identifiable natural person.

2 "pseudonymizace” znamend takové zpracovani osobnich Gdajd, Ze z nich nelze bez dalsich informaci zjistit, kterému
subjektu udajl patfi. To za pfedpokladu, Ze jsou tyto dalsi informace uchovavany oddélené a byla ptijata technicka a
organizacni opatreni, kterd znemoznuji pfirazeni osobnich Udajl identifikované nebo identifikovatelné osobé
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Danish  Data  Protection  Agency osobnich udaja (Datatilsynet).
(Datatilsynet) in Denmark.

5.2. When deemed appropriate by the Data 5.2. Tam, kde to spravce udaju povaZuje za
Controller, the Data Processor shall allow vhodné, zpracovatel daji musi umoznit a
for and contribute to audits, including asistovat pii auditech, vCetné inspekci, které
inspections, which may be conducted by provadi (i) spravce udajt, nebo (ii) nezavisly
either (i) the Data Controller, or (ii) an expert nebo zastupce jmenovany spravcem
independent expert or representative udaji  (na naklady spravce udaju), za
appointed by the Data Controller (at its predpokladu, Ze je toto v rozumném
own cost), provided that this is predstihu spravcem udajt sdéleno. Nezavisly
communicated in  advance  with expert musi na zadost zpracovatele udaju
reasonable notice by the Data Controller. podepsat béznou smlouvu o zachovani
The independent expert shall upon the mlcenlivosti, podle niz musi uchovavat v
Data Processors’ request sign a tajnosti veSkeré divémé informace ziskané
customary  non-disclosure  agreement nebo obdrzené od zpracovatele udaji a
obligating the independent expert to treat ziskané informace poskytnout jen spravci
all information obtained or received from Odaja.
the Data Processor confidential and only
share the information with the Data
Controller.

5.3. The Data Processor shall upon request | 5.3.  Zpracovatel udaji poskytne na zadost spravci
provide the Data Controller with udaju informace dostatecné k ovéfeni, ze
sufficient information to enable the Data zpracovatel dodrZuje povinnosti uvedené v
Controller to verify the Data Processor’s této dohodé¢ o zpracovani udajii, vcetné
compliance with the obligations laid pfislusnych technickych a organizacnich
down in this Data Processing Agreement, bezpeénostni opatieni, viz bod 4.
including the appropriate technical and
organizational security measures, cf.

Clause 4.

5.4. The Data Processor must immediately | 5.4.  Zpracovatel udaji musi spravci udaju
notify the Data Controller in writing pisemné a neprodlen¢ oznamit:
about:

(i) any request for disclosure of (i) kazdou Zadost o poskytnuti osobnich
Personal Data processed under the udajii, zpracovavanych v ramci
Data Processing Agreement by data dohody, uéinénou utfady pro ochranu
protection authorities, unless such udajt, pokud takové ozndmeni neni
notice is expressly prohibited under vyslovné zakazano pravem Evropské
Union or Member State law; a unie nebo ¢lenského statu; a

(i)any request relating to the study (i)  kaZdou Zadost v souvislosti se studii
from a data subject regarding vznesenou subjektem udajii ohledné
exercising of data subject’s rights vykonu jeho préav podle platnych
under applicable Data Protection piedpisu na ochranu udaji, pokud tuto
Legislation  which  the Data Zadost zpracovatel obdrZzi piimo od
Processor receives directly from the subjektu udaju.
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data subject.

Data  Controller by

requests.

5.5. The Data Processor must promptly assist | 5.5.
the Data Controller with the handling of
any requests from data subjects relating
to the Study under Chapter Il of the
GDPR, including requests for access,
rectification, blocking and/or deletion.
The Data Processor must also assist the

implementing

appropriate technical and organizational
measures for the fulfilment of the Data

Controller's obligation to respond to such

Zpracovatel udaji  musi  neprodlené
poskytnout asistenci spravci tdaji pii feSeni
veskerych pozadavkid od subjekti udaju v
souvislosti se studii, vznesenych podle
kapitoly III GDPR, v¢etné zadosti o pfistup,
opravu, blokovani nebo  odstranéni.
Zpracovatel tdaji musi také spravei pomahat
tim, Ze implementuje vhodna technickad a
organizaCni opatieni, které zpracovateli
umozni dostdt svym povinnostem  pii
reagovani na takové Zadosti.

5.6. Taking

ensuring compliance with
security  measures, notification

the GDPR.

in

into account the nature of | 5.6.
processing and the information available
to the Data Processor, the Data Processor
must assist the Data Controller
regard to
of
supervisory authorities, notification of
individuals, preparation of data protection
impact assessments and prior consultation
with supervisory authorities, as set out in

S prihlédnutim k povaze zpracovani a
informacim dostupnym zpracovateli wdaji
musi tento pomdahat spravci Udaju pfi
zajistovani souladu s legislativou, a to u
bezpecnostnich opatfeni, zasildni oznameni
organim dozoru ¢i ob¢anim, vypracovani
posouzeni dopadu na ochranu daja a
predchozich konzultaci s organy dozoru, jak
je stanoveno v GDPR.

6. CONFIDENTIALITY

6. OCHRANA DUVERNYCH UDAJU

6.1. The Data Processor shall
Personal Data confidential.

keep all | 6.1.

Zpracovatel udaju musi uchovavat veSkeré
osobni Gdaje v tajnosti.

personnel  (and/or  other

confidentiality or are under
appropriate  statutory  obligation

Agreement.

6.2. The Data Processor warrants that its | 6.2.
authorized
persons) have committed themselves to
an
of
confidentiality as regards the Personal
Data covered by this Data Processing

Zpracovatel Udaji  zaruCuje, ze jeho
pracovnici (nebo jiné opravnéné osoby) se
zavazali k zachovavani tajemstvi ohledné
osobnich udaji, na néz se tato dohoda o
zpracovani udaji vztahuje, nebo jsou takto
vazani ze zékona.

the Data Controller.

6.3. The Data Processor must limit the access | 6.3.
to Personal Data to employees (and/or
other authorized persons) for whom
access to said data is necessary to fulfil
the Data Processor’s obligations towards

Zpracovatel udaji musi pfistup k nim
umoznit pouze zaméstnanciim (nebo jinym
opravnénym osobam), ktefi to potiebuji ke
splnéni zavazkll zpracovatele vUci spravci
udaju.
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6.4. The Data Processor shall not make any | 6.4.  Zpracovatel tdaji nebude vytvaiet kopie
copies of the Personal Data or disclose osobnich udaji ani je poskytovat jinym
the Personal Data to third parties unless subjektim, pokud to neni nezbytné nutné K
this is strictly required for the plnéni jeho povinnosti podle této dohody o
performance of the Data Processor’s zpracovani udaju.
obligations towards the Data Controller
according to this Data Processing
Agreement.

6.5. The obligations of the Data Processor | 6.5.  Povinnosti zpracovatele udaji podle tohoto
under this Clause 6 persist without time ¢lanku 6 pretrvavaji bez ¢asového omezeni a
limitation and regardless of whether the bez ohledu na to, zda byla ukoncena
cooperation between the Parties has been spoluprace mezi stranami (z jakéhokoli
terminated (for whatever reason). davodu).

7. PERSONAL DATA BREACH 7. NARUSENI BEZPECNOSTI OSOBNICH

UDAJU

7.1. The Data Processor shall inform the Data 7.1. Zpracovatel udaji informuje spravce bez
Controller without undue delay after zbytecného odkladu po zjisténi jakéhokoli
becoming aware of any breach of security naruSeni  bezpe¢nosti, které vede Kk
leading to the accidental or unlawful nahodnému nebo protipravnimu zniceni,
destruction, loss, alteration, unauthorized ztratg, pozméneéni, neopravnénému
disclosure of, or access to, Personal Data zvefejnéni nebo piistupu k osobnim udajim
transmitted, stored or otherwise processed predanym, ulozenym nebo jinak
under this Data Processing Agreement zpracovanym podle této dohody o zpracovani
(“Personal Data Breach”). udaju (dale ,,naruseni bezpecnosti osobnich

udaji*).

7.2. In case of other substantive disruptions of | 7.2.  V pfipadé¢ jiného podstatného naruseni
the normal course of operations or failure obvyklého provozu nebo  nedodrZeni
to comply with the Data Processor's povinnosti zpracovatele udajt podle bodu 4
obligations under Clause 4 of this Data této dohody o zpracovani udaji musi
Processing  Agreement, the Data zpracovatel tdaji  okamzité informovat
Processor must inform the Data spravce udaju.

Controller hereof immediately.
7.3. The Data Processor shall be obliged to | 7.3.  Zpracovatel je povinen spravei udajt

provide the Data Controller with any and
all information necessary for the Data
Controller to comply with its obligations
pursuant to the Data Protection
Legislation, including (i) a description of
the nature of the Personal Data Breach,
(i) the categories and approximate
number of data subjects concerned, (iii)
the categories and approximate number of

poskytnout veSkeré informace nezbytné k
dodrzeni jeho zavazki podle predpisti na
ochranu udaji, mj.: (i) popis povahy naruSeni
bezpeénosti osobnich udajt, (ii) kategorie a
ptiblizny pocet postizenych subjektti udajt,
(iii) kategorie a pfiblizny pocet postizenych
osobnich udaju a (iv) informace o jakychkoli
krocich k zamezeni budouciho naruseni
bezpecnosti osobnich udajt.
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personal data records concerned, and (iv)
information about any initiatives to
safeguard against future Personal Data
Breaches.
8. SEVERABLITY 8.  VYDELITELNOST USTANOVENI

8.1. Should any provision of this Data | 8.1  Stane-li se nékteré ustanoveni této dohody o
Processing Agreement be held to be zpracovani udaju protipravnim, neplatnym
unenforceable, illegal or invalid, such nebo nevymahatelnym, mize byt jednanim
provision may by good faith negotiations nebo interpretaci v dobré vife nahrazeno
or interpretation be replaced by ustanovenim, které v nejSirSi mozné mite
provisions that to the widest extent uvaddi v platnost zamér a myslenku
possible gives effect to the intent and ustanoveni pavodnich. Pokud to neni mozné,
enforcement of the original provisions. If takovd podminka nebo ustanoveni nebude
that is not possible, such term or povazovana za souCast této dohody o
provision shall to that extent be deemed zpracovani udaji. Veskera ostatni ustanoveni
not to form part of this Data Processing a podminky této dohody o zpracovani udaju
Agreement. All other terms and zustavaji v plné platnosti a G¢innosti.
conditions of this Data Processing
Agreement shall remain in full force and
effect.

9. TERM AND TERMINATION 9. PLATNOST DOHODY A JEJI

UKONCENI

9.1. This Data Processing Agreement shall | 9.1.  Tato dohoda o zpracovani Udaju vstupuje v
enter into force on the date of the last platnost dnem posledniho podpisu a zistava
signature and shall remain in force until v platnosti az do ukonceni platnosti smlouvy.
the termination of the Agreement.

9.2. Irrespective of the formal term of the | 9.2. Bez ohledu na formalni platnost smlouvy a
Agreement and this Data Processing této dohody o zpracovani (daju, viz bod 9.1,
Agreement, cf. Clause 9.1, this Data zustane tato dohoda v platnosti, dokud
Processing Agreement continues to apply zpracovatel udaji zpracovava osobni udaje, a
for as long as the Data Processor i kdyz toto zpracovani pokracuje po
processes Personal Data, also if such vypovézeni mnebo vyprSeni dohody o
processing takes place after termination zpracovani udaju.
of this Data Processing Agreement.

9.3. The Data Processor must store the data | 9.3.  Zpracovatel tidaji musi Gdaje uchovavat po
for as long as required according to dobu poZadovanou platnymi  pravnimi
applicable legislation, GCP Guidelines predpisy, zasadami SKP nebo pokyny v
and/or instructions in the Protocol. protokolu.

9.4. Respecting Clause 9.3 and only upon | 9.4. V situacich jako napfiklad po uplynuti

specific request from the Data Controller,

pfislusného retencniho obdobi osobnich
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the Data Processor must, at the choice of
the Data Controller, delete or return all
the Personal Data to the Data Controller,
for example following the end of the
relevant retention period for the Personal

udaji zpracovatel udaji musi — s vyhradou
bodu 9.3 a pouze na zvlastni Zadost spravce
udajti — podle volby spravce tdaja veskeré
osobni Udaje smazat nebo vratit.

Processing Agreement conflict with the
provisions of the Agreement or any other
written or oral agreement concluded between
the Parties, then the provisions of this Data
Processing Agreement shall prevail in all
matters concerning processing of Personal

Data.

9.5. For the avoidance of doubt, the Data | 9.5.  Pro vylouceni pochybnosti zpracovatel udaji
Processor is not entitled to condition the nema narok Uplné a neomezené dodrZovani
full and unlimited compliance with the pokynii spravce udaja podle této dohody o
Data Controller’s instructions under this zpracovani  udaji = podmifovat  napf.
Data Processing Agreement on payment uhrazenim svych splatnych faktur spravcem
by Data Controller of outstanding udaji, a nema také pravo zadrzovat osobni
invoices issued by Data Processor etc., udaje patfici spravci udaju.
and the Data Processor has no right of
retention over the Data Controller’s
Personal Data.

10. MISCELLANEOQOUS 10. RUZNE

10.1The Data Processor is subject to data | 10.1 Zpracovatel udajua podléhd piedpisim 0
protection legislation valid for the Czech ochrané dajo  platnych pro  Ceskou
Republic, and the Data Processor declares republiku, a prohlaSuje, Ze podle jeho
that, to the best of his knowledge, nothing in nejlepSiho védomi, nic v téchto piedpisech
the said legislation prevents the Data nebrani jeho plnéni této dohody o zpracovani
Processor from  fulfilling this Data udaji a Ze bude spravce tdaji pisemné bez
Processing Agreement, and that the Data zbyte¢ného odkladu informovat, pokud se o
Processor will notify the Data Controller in pritomnosti nebo vzniku takovych piekazek
writing without undue delay if the Data dozvi.

Processor becomes aware of any such
hindrance is present or will occur.

10.2 The Data Processor must immediately notify | 10.2.  Zpracovatel Udaji musi neprodlené spravce
the Data Controller in writing regarding udaju pisemné informovat o udalostech, které
events, which significantly and adversely vyrazn¢ a nepiiznivé ovliviiuji soucasnou
impacts the Data Processors current or future nebo budouci schopnost zpracovatele udaju
ability to perform the data processing in zpracovéavat Udaje podle této dohody.
accordance with this Data Processing
Agreement.

10.3I1f any of the provisions of this Data | 10.3. Je-li né&které z ustanoveni této dohody o

Zpracovani udaji v rozporu s ustanovenimi
smlouvy nebo jakékoli jiné pisemné ¢i ustni
umluvy uzaviené mezi obéma stranami, maji
ustanoveni této dohody piednost ve vSech
aspektech zpracovani osobnich tdaja.
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Data.
10.4Each Party shall obtain (and maintain | 10.4. KaZda ze stran zajisti (a bude udrZovat po
throughout the term of this Data Processing celou dobu platnosti této dohody o
Agreement) all necessary registrations or zpracovani  udaji)  vSechny  nezbytné
notifications which such Party is obligated to registrace nebo oznameni, které je povinna
obtain and maintain pursuant to the Data zajistit a udrzovat v souladu s piedpisy o
Protection  Legislation or other data ochrané udaji nebo jiné podobné legislativy
protection legislation of a third country. treti zeme.
10.5. This Data Processing Agreement shall be | 10.5Tato Smlouva je uzaviena v ¢eském a

executed in Czech and English language.
In case of any discrepancy between the
Czech and the English versions, the
Czech version shall prevail.

v anglickém jazyce. V piipadé nesrovnalosti
mezi Ceskou a anglickou verzi ma ptednost
Ceska verze.

This Data Processing Agreement shall be signed
in 3 counterparts, each of which shall be deemed
to be an original and all of which, when taken
together, shall constitute one and the same
agreement.

Tato dohoda o zpracovani udaju je byt podepséna ve
3 stejnopisech, pricemz kazdy je povazovan za
original, a vSechny dohromady tvofi jedinou a tutéz
Smlouvu.
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By PRA through power of attorney on behalf of Sponsor / PRA prostiednictvim plné moci jménem
Zadavatele

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jmeéno: XXXXXXXXXXXXX
Title/Funkce:  XXOXOXXXXXXXXXX

Date/Datum:

FAKULTNI NEMOCNICE OSTRAVA

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: doc. et doc. MUDr. Petr VVavra, Ph.D.

Title/Funkce: Deputy Director for Scientific Research Development and Education / Naméstek feditele
pro védu, vyzkum a vyuku

Date/Datum:

1:9,9.9.0.9.9.9.9,9,9,9,9,9,9,9,¢

By/Podepsal:

Name/Jmeéno:  XXXXXXXXXXXXX

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum:
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ANNEX A TO THE DATA PROCESSING
AGREEMENT

PRILOHA A K DO,HODE 0 ZPRACOVANI
UDAJU

This Annex constitutes the Data Controller’s
instructions to the Data Processor in connection
with the data processing performed by the Data
Processor as set out in the Agreement, including
this data processing Annex. The Agreement (incl.
this Data Processing Annex) further sets out the
subject matter and duration of the processing as
well as the rights and obligations of the Data
Controller.

Tato priiloha piedstavuje pokyny spravce udaju ke
zpracovateli udaju v souvislosti se zpracovanim
udaji  provadénym zpracovatelem udaja, jak je
stanoveno v Dohod¢ o zpracovani udaji, véetné této
ptilohy. Dohoda 0 zpracovéni udaju (véetné této
ptilohy) dale stanovi pfedmét a dobu zpracovéani,
jakoZ i prava a povinnosti spravce udaji.

a) The nature and purpose of the processing:

a) Povaha a 1cel zpracovani: Osobni udaje

Personal data collected for the purpose of
the Study, for details please refer to the
protocol.

shromazdéné pro ucely Studie, podrobnosti viz
Protokol.

including all documentation and/or
potential samples, are stored at physical
locations other than at the Data Processors’
addresses stated on page 1, please provide
the location here: [...]

b) Categories of data subjects: Patients who | b) Kategorie subjektd tdaju: Pacienti, ktefi
have consented to participate in the Study, souhlasili s ucasti ve Studii, podrobnosti viz
for details please refer to the protocol. Protokol.

c) Categories of ordinary Personal Data: | c¢) Kategorie béznych osobnich udaji: jméno
Name of Principal Investigator and hlavniho zkou3ejiciho a adresa vSech pracovist
institution address of all sites participating Zdravotnického zafizeni, Gcastnicich se Studie.
in the Study.

C) Study participant demographic data. For | d) Demografické  Udaje  subjektu  Studie.
details please refer to Table of Podrobnosti viz tabulka hodnoceni v Protokolu.
Assessments in the Protocol.

e) Special categories of data (including | e) Pfipadné zvlastni kategorie udaji (v¢etné udaja
criminal data or national identification z trestnich  ¢ini  nebo  vnitrostatnich
numbers), if any: Study participant health identifikacnich  cCisel):  Zdravotni  udaje
data collected during the conduct of the ucastnikd Studie shromazdéné beéhem provadeéni
Study. For details please refer to Table of Studie. Podrobnosti viz tabulka hodnoceni v
Assessments in the Protocol. Any personal Protokolu. Jakékoli osobni identifikovatelné
identifiable data is pseudonymized through Udaje jsou pseudonymizovany prostiednictvim
subject identification codes at each clinical identifikaénich kodt Subjektu na kazdém
site. klinickém centru.

f) If Personal Data, e.g. Trial master file, | g) Pokud osobni udaje, napi. slozka Studie, v¢etné

veSkeré dokumentace a/nebo potencialnich
vzorku, je uloZena na fyzickych mistech jinych
nez na adresach zpracovateli udaji uvedenych
na strance 1, uved’te prosim toto umisténi: [...]
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