ev. €. FNO: 017/0VZ/21/065-P

SMLOUVA ,
O KLINICKEM HODNOCENI

Mezi

spole¢nosti Seagen Inc., registrovanou ve
staté Delaware, se sidlem na adrese 21823
30th Drive SE, Bothell, WA 98021 USA,
jménem svym a jménem jejich pfidruzenych
spolecnosti

(dale jen ,Zadavatel®)

A

Fakultni nemocnice Ostrava

17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Ceska republika

IC: 00843989

DIC: CZ00843989

Zfizovaci listina MZ CR ze dne 25. listopadu
1990 ¢&.j. OP-054-25.11.90

ve vécech této smlouvy je opravnén jednat
a podepisovat: doc. et doc. MUDr. Petr Vavra,
Ph.D., naméstek feditele pro védu, vyzkum
a vyuku

(dale jen ,Centrum®)
A

MUDr. Juraj Dura$, adresa pracovisté:
Fakultni nemocnice Ostrava, 17. listopadu
1790/5, 708 52 Ostrava-Poruba, Czech
Republic

(dale jen ,Hlavni zkousSejici”)

(Centrum a Hlavni zkousSejici dale spole¢né
oznacovani jako ,Smluvni partnefi”)

uzavriena nize uvedeného dne, mésice a roku
podle ustanoveni § 1746 odst. 2 zakona
€. 89/2012 Sb., obCansky zakonik, ve znéni
pozdéjSich predpist (dale jen ,obéansky
zakonik"), (dale jen ,Smlouva®):
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CLINICAL TRIAL AGREEMENT

Between

Seagen Inc., a Delaware corporation, with
a location at 21823 30th Drive SE, Bothell,
WA 98021 USA on behalf of itself and its
affiliates

(hereinafter referred to as the ,Sponsor”)
AND

Fakultni nemocnice Ostrava

17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Czech Republic

IC: 00843989

DIC: CZ00843989

Founding Deed of the Ministry of Health of the
Czech Republic dated November 25", 1990,
ref. No. OP-054-25.11.90

The following is authorized to act and sign in
the matters of this agreement: doc. et doc.
MUDr. Petr Vavra, Ph.D.,Vice-director for
Science, Research and Education

(hereinafter referred to as the “Center”)
AND

MUDr. Juraj Dura$, with the place of
business: Fakultni nemocnice Ostrava, 17.
listopadu 1790/5, 708 52 Ostrava-Poruba,
Czech Republic

(hereinafter referred to as the “Principal
Investigator”)

(the Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners”)

entered into on this day, month and year
pursuant to Section 1746 (2) of Act no.
89/2012 of Coll., the Civil Code, as amended
(hereinafter referred to as the “Civil Code”)
(hereinafter referred to as the “Agreement”):
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Preambule

Vzhledem k tomu, Zze Seagen Inc. (dale jen
.Zadavatel*), jehoz opravnénym zastupcem
pro EU je spoleCnost Seagen B.V., Evert van
de Beekstraat 1-104, 1118CL Schiphol,
Nizozemsko vyviji hodnoceny pfipravek
brentuximab vedotin (dale oznaCovany jako
,Hodnoceny lék“), ktery je prfedmétem
klinické studie nazvané ,Nezaslepena studie
faze 2 se dvéma kohortami zkoumajici
brentuximab vedotin a CHP (A+CHP)
v Ié€bé prvni linie pacienti s perifernim
lymfomem T-bunék (PTCL) s expresi CD30
nizSi nez 10 %“ (dale oznaCované jako
.Otudie), jak je podrobnéji popsano
v protokolu ¢. SGN35-032, ktery bude
Smluvnim partnerim predan Zadavatelem
a ktery muze byt prfilezitostné Zadavatelem
jednostranné doplhovan (dale jen jako
.Protokol“).

VZHLEDEM K TOMU, ZE Smluvni partnefi
disponuji  znalostmi, zkuSenostmi a zdroji
nezbytnymi k provedeni Studie, dle jejich
nejlepsiho védomi maji pristup
k pozadovanému poctu subjektd hodnoceni
dle kritérii pro zafazeni nebo vyfazeni, jak
jsou stanoveny v Protokolu, ajsou ochotni
Studii provést,

PROTO se Smluvni partnefi (dale jen ,strany*
nebo ,smluvni strany“) dohodly nasledovné:

Cl. 1 — Pfedmét Smlouvy
1.1 Pfedmétem této Smlouvy je provedeni
Studie v Centru a rozdéleni povinnosti
souvisejicich se Studii mezi Zadavatele
a Smluvni partnery. Predmétem této
Smlouvy jsou zavazky Smluvnich
partnerli.  k provedeni  Studie za
podminek sjednanych v této Smlouvé
a zavazek Zadavatele k uhradé odmény
za fadné provedeni Studie. Jakékoli
odchylky od Protokolu a dodatky
k Protokolu, v€etné avSak nejen
jakéhokoli vySetfovani nebo hodnoceni
doplAujicich klinickych ¢&i laboratornich
parametr(l, vyzaduji pfedchozi pisemny
souhlas Zadavatele.
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Preamble

Whereas, Seagen Inc (“Sponsor”), whose
authorised representative for the EU is
Seagen B.V., Evert van de Beekstraat 1-104,
| 118CL Schiphol, the Netherlands, is
developing an investigational product,
brentuximab vedotin (hereinafter called the
“Study Drug”) that is the subject of a clinical
study entitled: “A dual-cohort, open-label,
phase 2 study of brentuximab vedotin and
CHP (A+CHP) in the frontline treatment of
subjects with peripheral T-cell lymphoma
(PTCL) with less than 10% CD30
expression” (hereinafter referred to as the
“Study”) as described in more detail in
protocol no. SGN35-032 which will be
provided to the Contracting Partners by the
Sponsor and which may be from time to time
unilaterally updated by the Sponsor
(hereinafter referred to as the “Protocol”).

WHEREAS, the Contracting Partners
possess  knowledge, experience and
resources necessary for conducting the
Study, have - to the best of their knowledge -
access to the required number of trial subjects
based on the inclusion or exclusion criteria as
laid down in the Protocol and are willing to
conduct the Study.

THEREFORE, the Contracting Partners
(hereinafter referred to as the “Parties” or the
“Contracting Parties”) have agreed as
follows:

Article 1 — Subject of the Agreement

1.1 The subject of the Agreement is the
performance of the Study at the Center
and the division of Study-related
obligations among the Sponsor and the
Contracting Partners. The subject of the
Agreement are covenants of the
Contracting Partners to conduct the Study
under the terms and conditions agreed
herein and the covenant of the Sponsor to
pay remuneration for a duly conducted
Study. Any deviations from the Protocol or
amendments of the Protocol, including
without limitation, any investigation or
evaluation of additional clinical or
laboratory parameters, require the prior
written approval of the Sponsor.
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2.1

Cl. 2 — Povinnosti Smluvnich partnert

a zdokumentovat Studii hospodarné
a s nalezitou odbornou péci v pfisném
souladu s (a) Protokolem; a(b)
podminkami této Smlouvy; a(c)
etickymi zasadami Helsinské deklarace;
a(d) Harmonizovanym Tr¥istrannym
Guideline ICH pro spravnou klinickou
praxi vCetné jeho naslednych zmén
a obecné prijimanymi standardy
spravné Kklinické praxe; a(e) vSemi
pfislusnymi pravnimi pfedpisy, v€etné
predpisu tykajicich se bezpelnosti
pacientd, zprav 0 bezpecnosti,
zpfistupnéni finan¢nich adaju a stfetu
zajma, v€etné zakona &. €. 378/2007
Sb., olécdivech, vplatném znéni,
zakona ¢&. 372/2011 Sb., o zdravotnich
sluzbach, v platném znéni, vyhlasky ¢.
226/2008 sb., o spravné klinické praxi
a podminkach klinického hodnoceni
I&Civ, v platném znéni azakona ¢&.
110/2019 Sb., o zpracovani osobnich
udaju, v platném znéni; a (f) veSkerymi
pfikazy ~ asmérnicemi  pfislusnych
organu vefejné  moci a spravy
a etickych  komisi, jsou-li takove.
Centrum se =zavazuje poskytnout
odpovidajici zdroje a vybaveni
k provadéni Studie.

2.2 Studie bude v Centru provadéna pod

dohledem Hlavniho zkouSejiciho, ktery
je odpovédny za jeji Fadny pribéh.
Hlavni zkouSejici je odpovédnym
vedoucim skupiny zkousejicich
v pfipadé, ze Studie je v Centru
provadéna vicero nez jednim
zkousejicim (takovi dalSi zkouSejici se
dale oznacuji jako ,Zkousejici“). Hlavni
zkouSejici je odpovédny =za blaho
subjektd hodnoceni UCastnicich se
Studie z hlediska poskytovani
zdravotnich sluZzeb na nalezité odborné
urovni. Centrum, Hlavni zkouSejici
a ZkouSejici  zarucuji, ze jim nebylo
zakazano provadéni studie podle
Ceskych zakonl aneni jim znam
jakykoliv zakaz podle zakonl jiné
jurisdikce (mimo jiné vcetné zakazu

Article 2 — Obligations of the Contracting

Partners

Smluvni partnefi se zavazuji provést 2.1 The Contracting Partners shall conduct

and document the Study in a diligent and
efficient manner in strict compliance with
(a) the Protocol; and (b) the terms and
conditions of this Agreement; and (c) the
ethical principles of the Declaration of
Helsinki; and (d) the ICH Harmonised
Tripartite Guideline for Good Clinical
Practice as amended from time to time as
well as generally accepted standards of
Good Clinical Practice; and (e) all
applicable legal regulations, including
those relating to patient safety, safety
reporting, financial disclosure and conflict
of interests, including Act No. 378/2007
Coll.,, on Pharmaceuticals, as amended,
Act No. 372/2011 Coll., on Medical
Services, as amended, Decree No.
226/2008 Coll., on Good Clinincal Practice
and detailed conditions of clinical trials on
medicinal products, as amended and Act
No. 110/2019 Coll., on Personal Data
Processing, as amended; and (f) all orders
and directives of competent public
administration authorities and ethics
committees, if any. The Center shall
provide adequate resources and facilities
for the performance of the Study.

2.2 The Study at the Center shall be

conducted under the supervision of the
Principal Investigator who shall be
responsible for due course of the Study.
The Principal Investigator is the
responsible head of the group of
investigators in case the Study is
conducted at the Center by several

investigators (such additional
investigators hereinafter referred to as
“Investigators”). The Principal

Investigator is responsible for the well-
being of the trial subjects participating in
the Study in terms of professional medical
services provided. The Center, Principal
Investigator and Investiagiors, warrants
that are not debarred or restricted from
conducting study in accordance with
applicable laws in the Czech Republic and
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provadét jakékoliv €innosti souvisejici
s vyvojem [éki v USA) ani vném
nebudou omezeni, a Centrum nebude
v Zzadné funkci vyuzivat sluzby kterékoli

osoby, které by bylo zakazano
provadéni studie nebo byla pfi
provadéni omezena podle platnych
zakond, ato v souvislosti
s poskytovanim sluzeb podle této
Smlouvy.

2.3 Hlavni zkouS$ejici souCasné mulze

slouzit pro Zadavatele jako kontaktni
osoba v Centru ve vztahu ke Studii,

pokud neni nize vtéto Smlouvé
stanoveno jinak. Hlavni zkouSejici
provadi Studii vV ramci svého

zaméstnaneckého poméru k Centru.

2.4 Centrum se zavazuje umoznit a Hlavni

zkouSejici se =zavazuje zajistit, aby
ZkouSejici a ostatni osoby zahrnuté do
provadéni Studie (dale jen ,Clenové
studijniho tymu“) jednali v souladu
s podminkami této Smlouvy. Centrum se
prostfednictvim Hlavniho zkouSejiciho
zavazuje zajistit, Ze puvodni inovi
Clenové studijniho tymu jsou fadné
prosSkoleni, kvalifikovani a vzdélani,
obzvlast Zze se zucastfiuji vSech
Skolicich setkani o Studii, véetné skoleni
na spravnou klinickou praxi
vyZadovanych a zajistovanych
Zadavatelem (Clenové studijniho tymu
vS8ak nemusi S8koleni na spravnou
klinickou praxi absolvovat, pokud se
prokazi certifikatem z absolvovaného
Skoleni spravné Kklinické praxe ne
starSim 2 let k datu zahajeni Studie).
Zadavatel ma pravo odmitnout konkrétni
Cleny studijniho tymu, pokud se
Zadavatel domniva, Ze nejsou pfislusné
vzdélani a/nebo kvalifikovani. Clenové
studijniho  tymu jsou zaméstnanci
Centra. Clenové studijniho  tymu
a Hlavni zkouS$ejici se budou ucastnit
Skoleni, které v souvislosti se Studii pro
tyto osoby Zadavatel zorganizuje
a Centrum je povinno takovou ucast
umoznit. Zadavatel nahradi pfimérené
cestovni a ubytovaci naklady souvisejici
se vzdélavanim podle tohoto c¢lanku,
bude-li to tfeba, ale za u€ast na takovém
vzdélavani nenalezi ucastnikim ani
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are not aware of any prohibition under the
laws of any other jurisdiction (including,
but not limited to, the prohibition to engage
in any drug development activities in the
United States) and Center will not use in
any capacity the services of any person
debarred or restricted from conducting
study under Applicable Law with respect to
services to be performed under this
Agreement;

2.3 The Principal Investigator may also serve

as the contact person for Sponsor with
regard to the Study at the Center, unless
this Agreement specifies otherwise. The
Principal Investigator shall conduct the
Study as part of his or her employment at
the Center.

2.4 The Center shall allow and the Principal

Investigator shall ensure that the
Investigators and other persons involved
with the Study (hereinafter referred to as
“Study Team Members”) comply with the
terms and conditions of this Agreement.
The Center shall ensure through the
Principal Investigator that original and new
Study Team Members are appropriately
trained, qualified and educated, in
particular that they participate in all
training sessions regarding the Study,
including any good clinical practice
training required and organized by the
Sponsor (Study Team Members, who
have a good clinical practice certificate
that is not older than two years as of the
first day of the Study, are not required to
participate in good clinical practice
training). The Sponsor shall have the right
to reject specific Study Team Members, if
the  Sponsor deems them  not
appropriately educated and/or qualified.
Study Team Members are employees of
the Center. Study Team Members and the
Principal Investigator shall attend trainings
organized for them by the Sponsor in
connection with the Study, and the Center
shall allow such persons to attend. The
Sponsor shall reimburse reasonable travel
and accommodation costs, if applicable
related to the trainings under this article,
but no remuneration shall be provided to
participants or any other persons for
attending such trainings.
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nikomu jinému zadna odména.

2.5 Centrum se zavazuje umoznit Hlavnimu 2.5 The Center shall make it possible for the

zkouSejicimu, ZkouSejicim a Clenim
studijnino tymu, uacastnit se podle

Principal Investigator, Investigators and
Study Team Members, as required, to

potfeby setkani zkousejicich participate in Investigators’ meetings and
a telekonferenci uskute€fiovanych teleconferences held in the course of the
v pribéhu Studie v rozsahu Study to the extent requested by the

pozadovaném Zadavatelem.

Sponsor.

2.6 Kazdé smluvni zajisténi kterékoli 2.6 Any subcontracting of any of the Center’s
z povinnosti Centra na zakladé této obligations under this Agreement to a third
Smlouvy tfeti stranou  vyzaduje party requires the prior written consent of
pfedchozi pisemny souhlas Zadavatele. the Sponsor. Granting of such consent
Udéleni takového souhlasu je na shall be within the Sponsor sole discretion.
vyluéném  rozhodnuti  Zadavatele. In the case that such consent is granted,
V pfipadé  povoleného  smluvniho the Center shall:
zajisténi povinnosti Centrum:

2.6.1 je povinno zajistit u subjektu, na né&jz 2.6.1 make sure that such subcontractors

svou povinnost pfenasi, dodrzovani
podminek, (a) které jsou vzhledem
k charakteru pozadované sluzby
relevantni a podobné podminkam této
Smlouvy, véetné, avSak nejen, l|hat
k pInéni povinnosti, (b) na zakladé
kterych tfeti strana postoupi veskera
prava k vysledkim své ¢innosti/Studie
na Centrum anebo Zadavatele a (c) dle
kterych tfeti strana umozni Zadavateli
nebo tietim stranam smluvné
opravnénym Zadavatelem a pFisluSnym
regulatornim ufadum provedeni auditd
a inspekci u takové ftfeti strany, coz
soucasné neznamena omezeni
povinnosti Centra ve vztahu k auditdm
a inspekcim; a

2.6.2 bude nést odpovédnost za fadné pinéni

vSech zajisténych nebo delegovanych
povinnosti.

observe the terms and conditions (a) that
are relevant to the nature of requested
services and similar to the terms and
conditions of this Agreement, including —
without limitation - the timelines for
fulfilling obligations, (b) based on which
the third party shall assign all rights with
regard to the results of its
performance/the Study to the Center or
the Sponsor and (c) based on which the
third party shall allow the Sponsor or
third parties contracted by the Sponsor
and competent regulatory authorities to
perform audits and inspections at such
a third party’ site, whereas this shall not
limit the Center’s obligations with respect
to audits and inspections; and

2.6.2 be responsible for due performance of
all delegated or subcontracted duties.

2.7 Smluvni partnefi se zavazuji vynalozit 2.7 The Contracting Partners agree to make
veSkeré usili k zafazeni subjektd maximum efforts to enroll trial subjects in
hodnoceni do  Studie v souladu the Study in accordance with the
s pozadavky na zafazovani a lhGtami inclusion requirements and timelines set
stanovenymi v Protokolu. Soucasné forth in the Protocol. The current
IhGty vztahujici se k provadéni Studie timelines for conducting the Study are as
jsou nasleduijici: follows:

2.71 y 2.7.1 The duration of recruitment of trial

Predpokladan nabor subjektu
hodnoceni je h Nabor subjektd
hodnoceni se vzdy fidi aktualnimi
podminkami Protokolu. Pfedpoklada se,

subjects is expected to be .
Recruitment of trial subjects is always
governed by current terms and
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2.7.2 Hlavni

ze se v centru zaradi aZ ||| IR

zkous$ejici  souhlasi,
Zadavatel miUze jednostranné kdykoli
zménit pocet subjektd hodnoceni, které
Hlavni zkouSejici do Studie mulze
zaradit a/nebo Casovy harmonogram

conditions of the Protocol. It is planned to

enroll up to | at the Center.

Ze 2.7.2The Principal Investigator agrees that the

Sponsor may unilaterally change the
number of trial subjects that the Principal
Investigator shall include in the Study
and/or the recruitment timeframe by

naboru, ato prostfednictvim vydani issuing arelevant instruction for the
prislusného pokynu ke Studii. Takovy Study. Such an instruction shall not
pokyn se nedotkne jiz zafazenych concern the already included trial
subjektl hodnoceni. subjects.

2.8 Hlavni zkouSejici se zavazuje do Studie 2.8 The Principal Investigator agrees to

zaradit pouze fadné zplsobilé subjekty
hodnoceni v souladu s Protokolem.

include in the Study only such trial
subjects that are duly suitable for the
Study in compliance with the Protocol.

2.9 Smluvni partnefi se zavazuji zajistit, ze 2.9 The Contracting Partners agree to
Studie bude provadéna v souladu ensure that the Study shall be conducted
s povolenim nebo souhlasem in compliance with the approval or
k ohlaSeni vydanym Statnim uUstavem consent with notification issued by the
pro kontrolu léCiv a souhlasy State Institute for Drug Control and

pFislusnych etickych komisi, které zajisti
Zadavatel. Smluvni partnefi se zavazuji
poskytnout Zadavateli soucinnost pfi
pfipravé dokumentu tykajicich se Studie
a pfedat Zadavateli nebo tfeti strané
urené Zadavatelem bezodkladné
veskera prohlaseni nezbytna k povoleni
Studie regulatornimi organy a/nebo
etickymi komisemi, v&etné avsak nejen
(i) Prohlaseni o finan¢nich zajmech (za
dodani pfislusného formulafe odpovida
Zadavatel a (i) potvrzeni
0 odpovidajicim vybaveni mista
hodnoceni. Smluvni partnefi se zavazuji

approvals of the competent ethics
committees, which shall be provided by
the Sponsor. The Contracting Partners
agree to cooperate with the Sponsor in
preparing documents concerning the
Study and to immediately provide the
Sponsor or a third party specified by the
Sponsor with all declarations necessary
for the approval of the Study by
regulatory authorities and/or ethics
committees, including without limitation,
if applicable, (i) Financial Interest
Declarations Sponsor-is responsible for
delivery of the appropriate form and (ii)

zajistit, ze poskytnuté dokumenty confirmation of adequate trial site
tykajici se Studie jsou uplné a spravné. facilities. The Contracting Partners shall
Napfiklad, ProhlaSeni o financnich ensure that the provided Study
zajmech musi obsahovat veSkeré documents are complete and correct. For
finanéni vztahy mezi Hlavnim example, the Financial Interest
zkousejicim  akterymkoli  Clenem Declarations shall contain all financial

studijniho tymu, a jejich finanéni zajmy,
na jedné strané a Zadavatelem anebo
kteroukoli spole¢nosti propojenou se
Zadavatelem, na strané druhé, véetné —
avsak nejen — odmény nebo jiného
finanéniho prospéchu pfijatého kazdym
z nich od Zadavatele nebo kterékoli ze
spolecnosti propojenych se
Zadavatelem za konzultaéni cinnosti
nebo jiné sluzby nepokryté touto
Smlouvou. Potvrzeni o finanénich

relations between, and financial interests
of, the Principal Investigator and any
Study Team Member, on one hand, and
the Sponsor or any of the Sponsor’s
affiliates, on the other hand, including -
but not limited to - remuneration or other
financial benefits received by each of
them from the Sponsor or any of the
Sponsor’'s affiliates for consultations or
other services not covered in this
Agreement. The Financial Interest
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zajmech by méla byt pFedlozena
v pribéhu Studie, pfi jeji zméné a jeden
rok po skonceni Studie. ,Propojenou
osobou“ se rozumi jakakoli pravnicka
osoba nebo spole€nost, ktera pfimo
nebo nepfimo, prostfednictvim jednoho
Ci vice prostfednikl, vykonava kontrolu,
je kontrolovana anebo je pod spolecnou
kontrolou se smluvni stranou.

Hlavni zkouS$ejici se zavazuje vSechny
subjekty  hodnoceni  odpovidajicim
zpusobem informovat o cilech,
metodach, pfedpokladanych pfinosech
a potencialnich rizicich Studie ao
okolnostech, za kterych by jejich osobni
udaje  mohly byt  zpfistupnény
Zadavateli, jeho Propojenym osobam,
pFislusnym organum, tfetim stranam,
jez poskytuji sluzby Zadavateli a/nebo
etickym komisim. Hlavni zkouSejici se
zavazuje zajistit, Ze subjekty hodnoceni
se zucCastni Studie teprve poté, co
podepisi informovany souhlas subjektu
hodnoceni poskytnuty Zadavatelem,
k némuz poskytla svlj souhlas eticka
komise. VeSkeré upravy formulare
informovaného souhlasu, ktery pro
pouziti ve Studii schvalil Zadavatel
a eticka komise, musi pfed zavedenim
do Studie pisemné schvalit Zadavatel.
VSechny originalni, podepsané
formulafe informovaného souhlasu
bude uchovavat Centrum a budou
k dispozici pro kontrolu ze strany
Zadavatele, jeho zastupcu
a kompetentnich regula¢nich organu
Clenskych statd EU. Jak vyzadu;ji
prislusné pravni pFedpisy, ziska
Centrum a/nebo Hlavni zkouSejici
vyslovny informovany souhlas kazdého
Subjektu klinického hodnoceni
s pfipadnym pfedanim osobnich
zdravotnich udajt z EU do jinych zemi,
které nezajistuji stejnou uroveri ochrany
osobnich udaju jako USA. Vzor tohoto
informovaného souhlasu  poskytne
Zadavatel. Hlavni zkouSejici uchova
original  takového  souhlasu ve
zdravotnické dokumentaci subjektu
hodnoceni. Pokud subjekt hodnoceni
svUj souhlas v pribéhu Studie odvola,
Smluvni partnefi nesmi ve vztahu
k tomuto subjektu hodnoceni provést
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Declarations should be submitted in the
course of the Study, upon a change in
the Study and one year after completion
of the Study. “Affiliate” shall mean any
legal entity or company, which directly or
indirectly, through one or more
intermediaries, controls, is controlled by
or is under joint control with
a Contracting Party.

The Principal Investigator agrees to
appropriately inform all trial subjects of
the aims, methods, expected benefits
and potential risks of the Study and the
circumstances under which their
personal data might be disclosed to the
Sponsor, its Affiliates, competent
authorities, third parties providing
services for the Sponsor and/or ethics
committees. The Principal Investigator
agrees to ensure that the trial subjects
shall not participate in the Study until
after they sign their informed consent
provided by the Sponsor, which the
Ethics Committee has given its
approval.. Any modifications to the
informed consent form approved by
Sponsor and the Ethics Committee for
use in the Study must be agreed in
writing by Sponsor before being
introduced as part of the Study. All
original signed informed consent forms
shall be retained by Center and be
available for inspection by Sponsor, its
representatives, and the competent
regulatory authorities of EU Member
States. As required by Applicable Laws,
Center and/or Principal Investigator will
obtain the explicit informed consent of
each Clinical Trial Subject for the
eventual transfer of personal health data
out of the EU to other countries which do
not provide the same level of protection
of personal data, such as the U.S.
A Sponsor shall provide the Center with
form of informed consent. The Principal
Investigator shall keep the original of
such consent in the trial subjects’
medical records. If such consent is
revoked in the course of the Study, no
further Study-related procedures may be
performed by the Contracting Partners
with regard to the respective trial subject,
except for any Study-related follow-up
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zadné dalSi postupy vramci Studie
vyjma pfFipadnych opatfeni tykajicich se
nasledného sledovani pfedepsanych
Protokolem, s nimiz subjekt hodnoceni
souhlasil. Nasledna lécba subjektu
hodnoceni, ktera nesouvisi se Studii, je
vyhradni lékaiskou a pravni
odpovédnosti Smluvnich partneru.

Kazda Smluvni strana bude pouzivat,
testovat, uchovavat a likvidovat
Biologické vzorky odebrané podle
Protokolu pouze specifickym zpisobem
apro konkrétni ucely uvedené
v Protokolu a formulafi informovaného
souhlasu a pouze v souladu s platnymi
zakony, vc€etné zakonu o ochrané
osobnich udajd. S vysledky téchto testl
(dale jen ,Udaje o biologickych
vzorcich®) bude =zachazeno jako
s dokumentaci klinického hodnoceni,
a pokud neni v Protokolu uvedeno jinak,
nebude Zadavatel poskytovat Udaje
o biologickych vzorcich Centru ani
Subjektiim. Aby se predesio
pochybnostem, Centrum nema pravo
shromazdovat, uchovavat nebo
skladovat jakékoli Biologické vzorky od
Subjekt béhem jejich ucasti
v klinickém hodnoceni pro vlastni
pouziti nebo vyzkum Centra ani je
poskytovat tfetim stranam, kromé
Zadavatele, Kk jakémukoli vyzkumu
béhem klinického hodnoceni nebo po
jeho skonCeni. Centrum a Hlavni
zkousSejici souhlasi, Zze se u Subjektl
béhem provadéni klinického hodnoceni
nesmi provadét zadny vyzkum, pokud
to pisemné pfedem neschvali Zadavatel
aneni to zdokumentovano jako
doprovodny protokol nebo dodatek
k pGvodnimu protokolu. Takové
zakazané vyzkumné aktivity zahrnuji
mimo jiné odbér Biologickych vzorki
mimo Protokol, analyzy Biologickych
vzorki od Subjektd pro jakykoli
neterapeuticky uc€el. Centrum dale
souhlasi stim, Zze s Hodnocenym
léCivym pfipravkem nelze provadét
zadny dalsSi vyzkum, ledaze by byl

predem pisemné schvalen
Zadavatelem a na zakladé této nebo
jiné smlouvy mezi Centrem
a zadavatelem.
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monitoring laid down in the Protocol and
consented to by the trial subject.
Subsequent treatment of the trial
subject, which is not related to the Study,
lies in the sole medical and legal liability
of the Contracting Partners.

Each Party shall use, test, store and
dispose of Biological Samples collected
under the Protocol only in the specific
manner and for the specific purposes set
forth in the Protocol and the ICF, and
only in accordance with the Applicable
Law, including data protection laws. The
results of such tests (“Biological
Sample Data”) will be treated as Clinical
Trial Documentation, and, unless
otherwise specified in the Protocol,
Sponsor will not provide the Biological
Sample Data to Center or Subjects. For
avoidance of doubt, Site shall have no
right to collect, retain, or store any
Biological Samples from Subjects while
they are participating in the Clinical Trial
for Site’s use, research or to provide to
any third parties, other than Sponsor, for
any research whatsoever during or after
the Clinical Trial. Center and Investigator
agrees that no additional research may
be conducted on Subjects during the
conduct of the Clinical Trial, unless it is
approved in advance in writing by
Sponsor and documented as
a companion protocol or an amendment
to the original Protocol. Such prohibited
research activities include, without
limitation, taking of addition Biological
Samples outside the Protocol, analyses
of Biological Samples from Subjects for
any non-therapeutic purpose. Site
further agrees that no additional
research may be conducted using the
Investigational Medicinal Product, unless
it is approved in advance in writing by
Sponsor and subject to this or another
agreement between Center and
Sponsor.
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2.10 Smluvni partnefi se zavazuji zajistit, ze 2.10 The Contracting Partners shall ensure

subjekty hodnoceni zafazené do Studie
se vCentru nebudou UCastnit
specifického 1é€ebného programu dle §
49 zakona €. 378/2007 Sb., o léCivech
(dale jen ,zakon o léc¢ivech®) ani jiného
klinického hodnoceni, pfi kterém by
subjekty hodnoceni uzivaly v Ceské
republice neregistrovany léCivy
pfipravek v prabéhu Studie ani béhem
doby prferuSeni Studie specifikované
v Protokolu bez pfedchoziho
pisemného souhlasu Zadavatele.

that the trial subjects included in the
Study do not participate in a specific
treatment program according to Section
49 of Act No. 378/2007 Coll., on
Medicinal Products (“Act on Medicinal
Products”) or in any other clinical trial in
which the trial subjects would use
medicinal products not registered in the
Czech Republic in the course of the
Study or during any suspension period
specified in the Protocol without the prior
written consent of the Sponsor.

2.11 Pokud v pribéhu Studie v Centru dojde If in the course of the Study at the
k poSkozeni zdravi subjektu hodnoceni, Center trial subjects' health is harmed,
Smluvni partnefi se zavazuji informovat the Contracting Partners shall inform the
o kazdé takové udalosti Zadavatele (i) Sponsor of any such event (i) in case of
v pfipadé zavazného nezadouciho any serious adverse effect and/or
uCinku a/nebo zavazné nezadouci serious adverse events and/or, if
pfihody a/nebo v pfipadech t&hotenstvi, applicable, in case of pregnancy, within
jsou-li takové, nejpozdéji do 24 hodin 24 hours at the latest and (ii) in case of
a (i) v pfipadé nezadouciho ucinku any adverse effect and/or adverse event
a/nebo nezadouci pfihody neprodlené immediately  within  the timelines
vramci Ihit stanovenych v Protokolu specified in the Protocol and other
a jinych pokynech danych Zadavatelem instructions on safety-related data
o hlaseni dat tykajicich se bezpecnosti. reporting provided by the Sponsor. Such
Soucasti takového hlaseni musi byt reporting must also include an
také posouzeni pfi€inné souvislosti. assessment of causality. Any other harm
O jakémkoliv jiném poskozeni zdravi to health of trial subjects or any serious
subjektu hodnoceni nebo jakémkoliv breach of the Protocol or good clinical
zavazném poruseni Protokolu nebo practice guidelines must be reported to
pokynU spravné klinické praxe musi the Sponsor without undue delay.
Smluvni partnefi informovat Zadavatele
bez zbyte€¢ného odkladu.

212 Smluvni partnefi se zavazuji bez 2.12 The Contracting Partners agree to
zbyte€ného prodleni  zodpovédét immediately answer any questions of the
vSechny dotazy Zadavatele nebo osob Sponsor or persons authorized by the
povéfenych Zadavatelem tykajici se Sponsor regarding adverse event
dokumentace nezadouci udalosti. Toto documentation. This includes - but is not
zahrnuje zejména aktivni nasledné limited to - active follow-up monitoring
sledovani  aobjasnéni  pfislusnych and clarification of relevant
nesrovnalosti v hlaSenich neZadoucich inconsistencies in adverse event and
pfihod a pfipadl téhotenstvi. Za ucelem pregnancy reports. For the purposes of
hlaSeni nezadoucich pfihod a pfipadl adverse event and pregnancy reporting,
téhotenstvi jsou Smluvni partnefi the Contracting Partners must use the
povinni pouzivat formulafe poskytnuté forms provided by the Sponsor, if
Zadavatelem, jsou-li takové. applicable.

2.13 Béhem apo skonceni Studie se 2.13 During and after completion of the Study,
zavazuji Smluvni partnefi predlozit the Contracting Partners shall submit to
Zadavateli veSkeré dokumenty pfijaté the Sponsor all documents received from
od ufadd, etickych komisi a/nebo authorities, ethics committee/s, and/or
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214

2.15

2.16

pfislusnych regulatornich  organu
tykajici se jakychkoli souhlasli nebo
povoleni nebo pfislusné komunikace
vztahujici se k bezpecnosti ve vztahu ke
Studii do 24 hodin od jejich obdrzeni.

Smluvni partnefi se zavazuji pouzivat
Hodnoceny |ék vyhradné pro ucely
provadéni Studie a pouze zplsobem
specifikovanym v Protokolu. Smluvni
partnefi jsou odpovédni za Fadné
pfijimani, pouzivani, nakladani,
skladovani a vedeni dikladné a presné
evidence zachazeni s Hodnocenym
lékem v prabéhu Studie v souladu
s pozadavky spravné klinické praxe,

spravné Iékarenské praxe
a Protokolem. V pfipadé nacatého
a nespotfebovaného Hodnoceného

léku, jehoz forma podani je infuze,
zajisti Zadavatel likvidaci ihned po
pfipravé ¢i upravé Hodnoceného léku.

Centrum se timto zavazuje zajistit
prostfednictvim Lékarny uskladnéni,

pfipravu, kontrolu a distribuci
Hodnoceného leku v souladu
s ustanovenim  Protokolu, platnych

zakonlT av souladu se vSemi
ustanovenimi pokynu LEK-12 Statniho
ustavu pro kontrolu I[é¢iv. Smluvni
partnefi nebudou vyzadovat zaplaceni
Hodnoceného 1éku nebo jakékoliv
sluzby hrazené Zadavatelem podle této
Smlouvy po subjektu hodnoceni nebo
tfeti strang, jako je napfiklad zdravotni
pojistovna.

Centrum se zavazuje jmenovat
dostatecny pocCet zastupcu, ktefi splfuji
kvalifikacni pozadavky na vykon
povolani farmaceuta ve smyslu zakona
€. 95/2004 Sb., o podminkach ziskavani
a uznavani odborné zpusobilosti
a specializované zpusobilosti k vykonu
zdravotnického povolani Iékare,
zubniho Ieékare
a farmaceuta, ve znéni pozdéjSich
predpisu, nebo farmaceutického
asistenta ve smyslu zakona €. 96/2004
Sb., o nelékafskych zdravotnickych
povolanich, ve znéni pozdé&jSich
predpisu.  Tito  zastupci  budou
odpovédni za nakladani s Hodnocenym
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competent regulatory authorities
regarding any consent or authorization or
safety- related communication with
respect to the Study within 24 hours
following their receipt.

2.14 The Contracting Partners agree to use

the Study Drug exclusively for the
purposes of conducting the Study and
only as specified in the Protocol. The
Contracting Partners are responsible for
the proper receipt, use, handling, storage
and keeping detailed and accurate
records of handling of the Study Drug in
the course of the Study pursuant to the
requirements of good clinical practice,
good pharmacy practice and Protocol.
The Sponsorshall immediately liquidate
any unfinished or unused Study Drug
administered by infusion immediately
after its preparation or modification.

2.15 The Center hereby agrees to ensure

throught Pharmacy that the Study Drug
is stored, prepared, inspected and
distributed in compliance with the
Protocol, the applicable law and all
provisions of the LEK-12 guideline
issued by the State Institute for Drug
Control. The Contracting Partners shall
not charge any trial subject or third party,
such as a health insurance company, for
the Study Drug or for any services paid
for by the Sponsor under this Agreement.

2.16 The Center agrees to appoint a sufficient

number of representatives who meet
qualification requirements for the
position of a pharmacist pursuant to Act
no. 95/2004 Coll., on conditions for
acquisition  and recognition  of
professional qualifications and
specialized qualifications for physicians,
dentists and pharmacists, as amended,
or for pharmaceutical assistants
pursuant to Act no. 96/2004 of Coll., on
non-medical health professions, as
amended. These representatives shall
be responsible for handling the Study
Drug and for keeping related records
and documentation. Immediately after
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lékem aza vedeni souvisejicich
zaznamu a dokumentace. lhned po
jmenovani tohoto zastupce nebo
zastupcu, oznami Centrum Zadavateli
pisemné& jméno a pfijmeni povéfenych
osob Ci osob, spolu s pfisluSnymi
kontaktnimi informacemi.

Zasilka Hodnoceného IéCiva bude
dodana vyhradné na adresu:
Odpovédny farmacel'
Back-Up farmaceut:

Lékarna FN Ostrava

17. listopadu 1790
70 852 Ostrava — Poruba

a oznacéena Cislem protokolu
s formulaci ,Clinical trial medication for
protocol no.: SGN35-032°.

Prilem veSkerych zasilek do lékarny
probiha v po — pa mezi 7 — 15h.

Hlavni zkouS$ejici se zavazuje odebirat
Hodnoceny Iék v souladu s Protokolem,
a to v davkovani potfebném pro kazdou

jednotlivou navstévu subjektu
hodnoceni.
2.18 Kdykoli o to Zadavatel pozada, zavazuji

2.19

se Smluvni partnefi podat hlaseni
o postupu ve Studii v Centru vcéetné
Udajl o zafazovani subjektt hodnoceni.

Hlavni zkousejici je povinen
shromazdovat data a vkladat je do 5
pracovnich dni od jejich vytvofeni do
elektronickych zaznamovych listu (dale
jen ,CRF“) vsouladu s nalezitostmi
stanovenymi v Protokolu. Hlavni
zkouSejici se zavazuje pravidelné
pfedavat Zadavateli CRF a veSkerou
dokumentaci vyzadovanou Protokolem,
aby je Zadavatel mohl(a) pfimo i
prostfednictvim jiného subjektu
prubézné  zpracovavat. V pfipadé
prodleni delSim nez 10 pracovnich dnu
s vkladanim  dadaji  je  Zadavatel
opravnén(a), na zakladé pisemného

oznameni  doruceného Hlavnimu
zkouSejicimu,  zastavit zafazovani
Apptus: NN
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217

the appointment of the
representative(s), the Center shall notify
the Sponsor in writing about the first and
last name and contact details of such
appointees

Study Drug will be delivered solely to
the following address:

Resposible Pharmacist:.
Back-Up Pharmacist:

Lékarna FN Ostrava

17. listopadu 1790
70 852 Ostrava — Poruba

And shall be labeled by Protocol
number and following formulation:
,Clinical trial medication for protocol
no.: SGN35-032°.

the
Fri

Receipt of all shipments to
pharmacy takes place Mon -
between 7am - 3pm.

The Principal Investigator agrees to
draw the Study Drug in compliance with
the Protocol and in doses required for
every visit of the trial subject.

2.18 The Contracting Partners agree to report

on the progress of the Study at the
Center, including information about the
enrolment of trial subjects, upon the
Sponsor’s request.

2.19 The Principal Investigator must collect

data and enter them within 5 working
days of their generation in the [electronic
case report forms (hereinafter referred to
as “CRFs”) in accordance with the
requirements set forth in the Protocol.
The Principal Investigator agrees to
regularly forward CRFs and any
documentation required in the Protocol
to the Sponsor so that the Sponsor could
process them directly or through another
entity on a continuous basis. In case of
a delay with data entering for more than
10 working days, the Sponsor shall have
the right by giving written notice to the
Principal Investigator to stop the
recruitment of trial subjects by the
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2.20

subjektu hodnoceni Hlavnim
zkouSejicim az do doby, kdy je vkladani
udaji aktualizované. Pokud bude mit
toto za nasledek prodleni v zafazovani
subjektd hodnoceni, Zadavateli pfislusi
prava stanovena v ¢l. 12.4. Ve lhaté 5
pracovnich dnd po oSetfeni posledniho

ze subjektd hodnoceni, musi byt
dokonceno vloZeni vesSkerych
zbyvajicich CREF, souvisejici

dokumentace a rovnéz nepouzité CRF
v listinné podobé, jsou-li takové, musi
byt pfedany Zadavateli anebo na
pozadani Zadavatele zni¢eny. Smluvni
partnefi se zavazuji  poskytovat
soucinnost pfi pohotovém objasfovani
jakychkoli dotazu tykajicich se udaja
v CRF avénovat se témto dotazim
a zodpovidat je nejpozdéji ve Ihaté [5
(péti)] pracovnich dnu. Zadavatel muze
pozZadovat odpovédi i v krat§im
Casovém useku s ohledem na kli¢ova
stadia Studie, jako napf. Cista databaze.
Smluvni partnefi se dale na zadost
Zadavatele zavazuji poskytovat
pfiméfenou soudinnost pfi pfipravé
celkové zpravy o Studii. Centrum zajisti,
ze CRF nebudou pfistupné nikomu
jinému nez Clendm studijniho tymu
a Hlavnimu  zkouS$ejicimu  a pfistup
k nim, pokud budou v elektronické
podobé&, bude chranén pfistupovym
jménem a heslem.

Hlavni zkouS$ejici je povinen zajistit, ze
vSechny CRF poskytnuté Zadavateli
jsou pravdivé, pfesné a fadné vyplnény
a Ze jsou vérnym odrazem skuteCnych
vysledka Studie. Hlavni zkouS$ejici se
rovnéz zavazuje predat Zadavateli
kopie vSech zprav, vcetné vSech
aktualizaci a zmén, které si vyzadala
eticka komise.

2.21 Centrum se zavazuje uchovavat
veskerou elektronickou i jinou
dokumentaci, vCetné zdrojove
dokumentace a slozky Zkousejiciho,
vyzadovanych ICH predpisy
a pfislusnymi pravnimi predpisy
upravujicimi provadéni Studie, po delSi
z nasledujicich dvou dob: 1) patnact
(15) let po skonceni Studie nebo 2)
jakoukoli del8i dobu pro archivaci
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Principal Investigator until data entering
is up to date. If this results in a delay with
recruiting trial subjects, the Sponsor shall
have the rights set forth in Article 12.4.
Within five working days of the last trial
subject’'s treatment, all outstanding
CRFs must be entered and related
documentation as well as unused paper
CREFs, if applicable, must be forwarded
to the Sponsor or destroyed upon the
Sponsor's request. The Contracting
Partners agree to assist in promptly
clarifying any questions concerning CRF
data and to address and answer such
questions within five (5) working days.
The Sponsor may request answers
sooner than that due to key Study
milestones, such as a clean database.
Furthermore, the Contracting Partners
agree to reasonably assist in preparing
the overall Study report upon the
Sponsor's request. The Center shall
ensure that CRFs shall not be available
to any persons other than Study Team
Members and the Principal Investigator
and that access to CRFs, if they are in
electronic form, shall be protected by
user name and password.

2.20 The Principal Investigator shall ensure

that all CRFs submitted to the
Sponsorare true, complete, correct and
accurate and reflect the actual results of
the Study. The Principal Investigator also
agrees to provide the Sponsor with
copies of all reports, including all updates
and changes, that were requested by the
ethics committee.

2.21 The Center shall keep all electronic and

other documents, including without
limitation, source documents and the
Investigator's files required by ICH
guidelines and  applicable laws
regulating Study performance for the
longer of the two following periods: 1)
fifteen (15) years after the end of the
Study, or 2) any longer documentation
archiving period laid down in applicable
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2.22

dokumentace stanovenou pfislusnymi
pravnimi  predpisy. Po  uplynuti
stanovené doby archivace bude
dokumentace skartovana v souladu
s pFislusnymi pravnimi predpisy.
Studijni  dokumentace  musi byt
uchovavana na vhodném  misté
a vhodnym zplsobem a Centrum je
povinno vést zaznamy o misté, kde je
dokumentace Studie uchovavana, aby
tato byla pohotové k dispozici na zadost
povéfeného  zastupce Zadavatele,
etické komise, auditora nebo
pFisluSnych ufadu. Centrum je povinno
Zadavatele informovat v pfipadé, Ze
planuje archivovat dokumentaci Studie
mimo své vlastni prostory.

Smluvni partnefi jsou si védomi, ze
Zadavatel nebo jehol/jejim jménem tfeti
strana dikladné monitoruje provadéni
Studie a pravidelné navstévuje
Centrum. Smluvni partnefi se zavazuji
pfiméfené podporovat tyto monitorovaci

aktivity, vletné ale bez omezeni,
poskytnutim  pfistupu  povéfenému
zastupci Zadavatele do  prostor

a k datim dle potifeby a spolupracovat
se Zadavatelem nebo pfisluSnou treti
stranou vtomto ohledu. Na Zadost
Zadavatele jsou Hlavni zkouSejici
a Clenové studijniho tymu povinni se
zucCastnit osobni diskuze. Monitorovani
a audit dle tohoto ¢lanku smlouvy budou
Zadavatelem provadéna pfi
respektovani provoznich podminek
Centra a zakonnych povinnosti Centra,
pfedev§im  povinnosti  micenlivosti,
obchodniho tajemstvi Centra a ochrany
osobnich udaju, pficemz Centrum je
opravnéno omezit pfistup
k dokumentim (zaznamUm, udajim)
tak, aby zamezilo porudeni ochrany
osobnich udajl tretich osob nebo svého
obchodniho tajemstvi. Zadavatel je
povinen zavazat ve8keré osoby
podilejici se na kontrole dle tohoto
¢lanku smlouvy k zachovavani
povinnosti mi&enlivosti. Pfi provadéni
monitoringu/auditu maji monitofi
Zadavatele pravo nahlizet do zdrojové
dokumentace, vcetné zdravotni
dokumentace subjektl, a tyto navzajem
porovnavat. Monitofi zadavatele vSak
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legal regulations. After the expiration of
specified archiving period, the
documentation will be shredded in
accordance with  applicable legal
regulations. Study documentation must
be kept in a suitable location and
manner, and the Center must keep
record of the location where Study
documentation is stored to ensure that it
is readily available upon the request of
the Sponsor’s appointed representative,
the ethics committee, an auditor or
competent authorities. The Center must
notify the Sponsor- in the event that the

Center plans to archive Study
documentation outside of its own
premises.

2.22 The Contracting Partners understand

that the Sponsor or athird party on
behalf of the Sponsor- closely monitors
the performance of the Study and
regularly visits the Center. The
Contracting Partners agree to
appropriately support such monitoring
activities, including without limitation, by
providing the Sponsor's appointed
representative with access to the
facilities and data as necessary and to
cooperate with the Sponsor or the
relevant third party in this regard. The
Principal Investigator and Study Team
Members must participate in personal
discussions upon the request of the
Sponsor. The monitoring and audit as
per this article of the Agreement will be
performed by the Sponsor while
respecting the operating conditions of
the Center and statutory duties of the
Center, in particular the duty to maintain
confidentiality concerning the business
secret of the Center and personal data
protection and the Center shall be
authorized to restrict access to
documents (records, data) to eliminate
violation of the protection of third-party
personal data or the Centre’s business
secret. The Sponsor is obliged to
obligate all persons participating in
audits as per this article of the
Agreement to maintain the duty of
confidentiality. When performing the
monitoring/audit, the Sponsor’s monitors
are authorized to inspect the source
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2.23

2.25

nejsou opravnéni pofizovat si jakékoli documents, including the subjects’
zaznamy/kopie, vypisy ze zdrojové medical records, and compare these
dokumentace. Misto a Cas mutually. However, the Sponsor’s

monitoringu/auditu  stanovuje Hlavni
zkouSejici po dohodé se Zadavatelem,
ktery je opravnén byt vzdy pfitomen.

Zadavatel a statni organy, jako je napf.
Ufad pro potraviny aléky Spojenych
statu americkych (,FDA®) maji pravo
provadét audit C€i inspekci zaznamu
Smluvnich partnert, veskeré jiné
dokumentace souvisejici s provadénim
Studie, a to kdykoli v pribéhu a/nebo po
dobu 5 let po skoneni Studie a dale
audit ainspekci prostor po dobu
bezprostfedné nasledujici po ukonceni
Studie v Centru, ato bez jakychkoli
narokd Smluvnich partnerl na zvlastni
platbu. Takovy audit & inspekci je
Zadavatel povinen pfiméfené pfedem

2.24

monitors are not authorized to make any
records/copies or extracts from the
source documents. The place and time
of the monitoring/audit are determined by
the Principal Investigator based on
agreement with the Sponsor who is
always authorized to be present.

The Sponsor and government
authorities, such as for example the US
Food and Drug Administration (the
“FDA”) have the right to audit or inspect
the Contracting Partners’ records, any
and all other documentation relating to
the Study at any time during the Study
and/or for another 5 vyears after
completion of the Study and further audit
and inspection of the facility for the
period immediately following the
completion of the Study at the Study
Center, and it without the Contracting
Partners’ right to special payment. The

ohlasit v pfipadé, Ze je provadén Sponsor must announce such audit or
Zadavatelem. Smluvni partnefi jsou inspection  sufficiently in advance,
povinni poskytovat Zadavateli, jim provided that it is carried out by the

povéfenym zastupclm nebo veSkerym

Sponsor. The Contracting Partners must

statnim organim soucinnost pfi plnéni assist the Sponsor, its designated
jejich uloh vsouladu s Protokolem representatives or all government
a podniknout vesSkeré pfimérené kroky authorities in performing their tasks

pozZzadované Zadavatelem nebo
statnimi organy za ucelem odstranéni
nedostatkd zjisténych béhem auditu
nebo inspekce.

Smluvni partnefi se zavazuji, ze béhem
a po skonceni Studie, umozni a budou
podporovat veskeré kontroly
odpovédnych (fadl bez jakychkoli
narokl na zvlastni odménu &i nahradu.
Smluvni partnefi jsou povinni informovat
Zadavatele/- o kazdé takové inspekci Ci
zaméru takovou inspekci provést ihned

2.24

pursuant to the Protocol and take any
and all reasonable actions requested by
the Sponsor or government authorities to
remedy deficiencies noted during an
audit or inspection.

The Contracting Partners shall, during
and after the Study, allow and support
any inspections of  responsible
authorities without any right to special
payment or reimbursement. The
Contracting Partners must inform the
Sponsor about any such inspection or
the intent to conduct such inspection as

poté, co se onich dozvi. Smluvni soon as the Sponsor learns about it. The
partnefi se zavazuji umoznit, aby Contracting Partners shall allow the
Zadavatel mohli(a) byt Sponsor to be present at any inspection

pfitomen/pfitomna na kazdé inspekci
provadéné ufady nebo podobnymi
institucemi. Pfed vyjadfenim se
k ndlezim takové inspekce, budou-li
né&jaké, jsou Smluvni partnefi povinni

conducted by authorities or similar
institutions. Prior to responding to the
findings of any such inspection, if any,
the Contracting Partners must review
and discuss such response with the
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2.26

2.27

odpovéd posoudit a prodiskutovat se
Zadavatelem. Smluvni partnefi bez
zbyte€ného odkladu poskytnou
Zadavateli kopie jakychkoliv zjiSténi
nebo kontrol odpovédnych (fadi ve
vztahu ke Studii.

Smluvni partnefi nesmi védomé
vyuzivat sluzeb, bez ohledu na jejich
objem, Zadnych osob, kterym bylo
poskytovani téchto sluzeb zakazano
FDA nebo kterymkoli jinym pfisluSnym
organem v pribéhu provadéni Studie.
Smluvni  partnefi dale zavazné
prohlasuji, ze dle jejich znalosti ani jim
ani jejich zaméstnancim, zmocnénciim
Ci zastupcim, ktefi se UcCastni
provadéni Studie, nebylo zakazano
provadét Cinnosti, jeZ jsou provadéné
v ramci Studie, ze strany FDA ¢i jiného
organu, ani podle jejich nejlepSiho
védomi v souCasné dobé neprobiha
zadné fizeni tykajici se takového
zakazu ve vztahu ktémto osobam.
Smluvni partnefi se zavazuji v pribéhu
Studie apo dobu 1 roku po jejim
ukondeni ihned informovat Zadavatele,
pokud se dozvi, Ze bude zahgjeno
takové Fizeni ve vztahu k Hlavnimu
zkouSejicimu, Centru Ci jeho
zaméstnanci. Smluvni partnefi dale
zaruCuji a zavazuji se, ze dle jejich
znalosti nejsou subjektem pfedchozich
ani  probihajicich  Setfeni, vyzev,
upozornéni nebo vymahani rozhodnuti
organu statni spravy vztahujicich se ke
klinickému hodnoceni, které by nebyly
oznameny Zadavateli. V pfipadé, ze
nastane skuteénost podle pFedchozi
véty ve vztahu ke Studii, Smluvni
partnefi to bez zbyte¢ného odkladu
sdéli Zadavateli.

V pfipadé, Z2e Hlavni zkouSejici
v pribéhu Studie ukon¢i
pracovnépravni  vztah s Centrem,

Centrum je povinno o této skute¢nosti
informovat Zadavatele neprodlené poté,
co se otom dozvi, asoucasné
navrhnout fadné kvalifikovanou osobu
jako noveého hlavniho zkouSejiciho.
Zadavatel ma pravo vznést namitky vici
tomuto nahrazeni. Centrum se zavazuje
s vynalozenim maximalniho usili
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Sponsor. The Contracting Partners shall
promptly provide the Sponsor with
copies of any findings or inspections of
responsible authorities in relation to the
Study.

2.25 The Contracting Partners may not

knowingly use the services, regardless of
their volume, of any person prohibited to
provide such services by the FDA or any
other competent authority in the course
of the Study. Furthermore, the
Contracting Partners represent and
warrant that, as far as they know, neither
them nor their employees, agents or
representatives, who are involved in the
Study, have been prohibited by the FDA
or any other competent authority to
perform the activities that are performed
during the Study, nor that they are
currently, to the best of their knowledge,
the subject of proceedings concerning
such prohibition by the FDA or any other
authority. During the Study and for
a period of 1 year after its completion,
the Contracting Partners agree to
promptly notify the Sponsor about any
such proceedings initiated against the
Principal Investigator, the Center or its
employees. Furthermore, the
Contracting Partners represent and
warrant that, as far as they know, they
are not the subject of any past or current
investigations, inquiries, warnings or
enforced decisions of public
administration authorities that concern
the clinical trial and have not been
disclosed to the Sponsor. The
Contracting Partners shall notify the
Sponsor about the fact described in the
previous sentence without undue delay.

In the event that the Principal
Investigator terminates his or her
employment at the Center, the Center
shall inform the Sponsor as soon as it
learns about it and shall propose a duly
qualified person acting as anew
principal investigator. The Sponsor shall
have the right to object to such
replacement. The Center shall make
maximum efforts to require the new
principal investigator to agree in writing
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2.28

2.29

pozadovat po  novém hlavnim
zkouS$ejicim, aby se pisemné zavazal
k dodrzovani podminek sjednanych
vtéto Smlouvé. Pokud Centrum
a Zadavatel nejsou schopni domluvit se
na osobé noveého hlavniho zkousSejiciho
anebo pokud novy hlavni zkouSejici
neni ochoten zavazat se k podminkam
stanovenym touto Smlouvou, Zadavatel
je opravnén(a) vypoveédét tuto Smlouvu
v souladu s ¢&l. 12.5. Centrum a Hlavni
zkousejici jsou povinni neprodlené
pisemné informovat Zadavatele o vSech
zménach, které maji vliv na dostupnost
zdrojii a/nebo Clent studijniho tymu
provadéjiciho Studii.

Smluvni partnefi se zavazuji pfimo
a neprodlené informovat Zadavatele,
v pfipadé, Ze subjekt hodnoceni
UCastnici se Studie oznami ¢i vyjadfi
nazor, ze doslo k poskozeni jeho zdravi
v dusledku ucasti ve Studii, aze ma
proto pravo na finanéni nahradu.

Smluvni partnefi se zavazuji poskytovat
zdravotni sluzby subjektim, jejichz
ucast ve Studii neskoncila, v pfipadé
Caste¢ného uzavreni Studie, a dale také
subjektim zafazenym do nasledného
sledovani  po skonéeni  Studie,
v souladu s etickymi pravidly v pfipadé,
Ze o takovém nasledném sledovani
bude uzaviena mezi smluvnimi
stranami samostatna smlouva.

to the terms and conditions stipulated in
this Agreement. If the Center and the
Sponsor are unable to agree on the new
principal investigator or if the new
principal investigator is unwilling to agree
to the terms and conditions stipulated in
this Agreement, the Sponsor shall have
the right to terminate this Agreement in
accordance with Article 12.5. The Center
and the Principal Investigator must
immediately inform the Sponsor in
writing about any and all changes having
an impact on the availability of resources
and/or Study Team Members conducting
the Study.

2.27 The Contracting Partners agree to inform

the Sponsor directly and immediately in
the case that a trial subject participating
in the Study announces or opines that his
or her health has been damaged due to
his or her participation in the Study and
that he/she is therefore entitled to
financial compensation.

2.28 The Contracting Partners undertake to

provide medical services to trial subjects
whose participation in the Study has not
yet ended, in the case of a partial closure
of the Study, as well as to subjects
included in the post Study follow-up in
compliance with ethics rules in the event
that a separate contract is concluded
between the Contracting Parties for such
follow-up.

2.30 V pfipadé, ze pfi Studii pouziva 2.29 In the case that the Center, the Principal
Centrum, Hlavni ZzkouS$ejici nebo Investigator or Study Team Members
Clenové studijniho tymu pristrojové use in the course of the Study devices
vybaveni, které vyzaduje servis, that require servicing, calibration or any
kalibraci nebo jinou zvlastni pédi, other special care, the Center agrees to

3.1

Centrum se zavazuje udrzovat takové
pFistrojové vybaveni zpUsobilé fadného
provozu, o ¢emz je povinno Zadavateli
na vyzadani poskytnout odpovidajici
dokumentaci.

€l. 3 — Povinnosti Zadavatele

Kontaktnimi osobami Zadavatele ve
vztahu ke Studii jsou:

maintain such devices in due operational
condition and to provide relevant
documentation thereof to the Sponsor
upon the request of the Sponsor.

Article 3 — Obligations of the Sponsor

3.1 The Sponsor’s contact persons regarding

the Study are:
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3.2.

3.3.

nebo kterékoli daldi osoby oznamené
Hlavnimu zkousejicimu.

Zadavatel se =zavazuje Smluvnim
partnerim poskytnout zdarma
v mnozstvi a ¢asovych intervalech pro
fadné provedeni Studie Hodnoceny l€k,
nezbytné vzory CRF a dal$i informace
a dalsi léc€ivo/placebo vyzadované pro
provadéni Studie, napf. Pfirucka
zkousejiciho.

Hodnoceny lék (jakoz idalSi Iécivo,
placebo, je-li vyzadovano Protokolem)
bude dodavan do Iékarny Centra na
nasledujici adresu: Lékarna FN
Ostrava, 17. listopadu 1790, 70 852
Ostrava — Poruba, kde je odpovédny
farmaceut pfevezme a zkontroluje (jako
jiné zasilky — tzn., neni-li poSkozena,
v pfipadé zvlastnich pozadavkdl na
transport, byly-li tyto poZadavky
dodrZzeny, pfijem zasilky potvrdi),
nasledné si na Zadanku Hlavni
zkousSejici Hodnoceny lék vyzvedne na
centrum, kde je za né plné zodpovédny.
Zadavatel je povinen oznamit do 3
pracovnich dnu pfed dodanim, kdy

bude zasilka do Iékarny prfedana budto
) nebo telefonicky.

Likvidaci nevyuzitych Iékld si Zadavatel
zajisti na vlastni naklady.

Zadavatel se zavazuje @ zajistit
Hodnoceny lék v mnozstvi a ¢asovych
intervalech potfebnych pro fadné
provedeni Studie.

Zadavatel prohlasuje, Ze jsou splnény

veskeré podminky stanovené
pfisludsnymi pravnimi pfedpisy pro
vyrobu (dovoz) dodavaného

Hodnoceného Iéku a jeho distribuci do
Centra.

Zadavatel se jako plvodce odpadu
zavazuje, ze zajisti na vlastni naklady,
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or any other person announced to the
Principal Investigator.

3.2 The Sponsor agrees to provide the

Contracting Partners with the Study
Drug, necessary CRF templates, other
information and other drugs/placebo
required for the performance of the Study
free of charge and in the quantity and
frequency necessary for the proper
performance of the Study, for example
the Investigator’s Brochure.

3.3 The Study Drug (as well as another drug,

placebo, if required by the Protocol) will
be delivered to the Centre's pharmacy to
the following address: Lékarna FN
Ostrava, 17. listopadu 1790, 70 852
Ostrava - Poruba, where
the responsible pharmacist will take
them over and check them (like other
consignments — i.e. if they are not
damaged, in the case of special transport
requirements, if such requirements have
been complied with, will acknowledge
the receipt of the consignment), then, on
request, the Principal Investigator will
collect them for the Centre, where he/she
will be fully responsible for them. The
Sponsor is obliged to notify within
3 working days before delivery the date
when the shipment will be delivered to
the pharmacy either by email to

or by phone. The Sponsor will arrange
for the disposal of unused drugs at its
own expense.

The Sponsor undertakes to provide the
Study Drug in the amount and at time
intervals required for the proper conduct
of the Study.

The Sponsor declares that all conditions
stipulated by the relevant legal
regulations for the production (import) of
the delivered Study Drug and its
distribution to the Centre are met.

As awaste generator, the Sponsor
undertakes to ensure, at its own
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3.4.Hodnoceny Iék,

jak v pribéhu, tak i po skon¢eni Studie,
prfedani nepouzitelného a nepouzitého
Hodnoceného Iéku opravnéné osobé
v souladu s ustanovenimi zakona ¢€.
185/2001 Sb., oodpadech a jeho
provadécimi pfedpisy.

nezbytné vzory CRF
adalsi informace vyzadované pro
provadéni Studie poskytnuté Centru jsou

3.4 The Study Drug,

expense, both during and after the
Study, the transfer of unusable and
unused Study Drug to the authorised
person in accordance with the provisions
of Act No. 185/2001 Coll., on Waste and
its implementing regulations.

necessary CRF
templates and other information
required for the performance of the

a zlUstavaji  vlastnictvim  Zadavatele. Study and provided to the Center are
Zadavatel prohlaSuje, ze jsou splnény and shall remain the Sponsor’s
veskeré podminky stanovené property. The Sponsor declares that all
pfislusnymi pravnimi pfedpisy pro vyrobu conditions stipulated in applicable laws
(dovoz) dodavaného Hodnoceného regulating the production (import) of the

IéCiva a jeho distribuci do Centra.

provided Study Drug and the
distribution of the Study Drug to the
Center have been met.

3.5. Zadavatel se zavazuje predat The Sponsor undertakes to handover
Zkousejicimu pro ucely Studie vzorovy to the Investigator for the purposes of the
informovany souhlas, ktery obsahuje Study atemplate of the informed
veskeré pozadavky Zadavatele, consent form that includes all
Protokolu a pfislusnych pravnich requirements imposed by the Sponsor,
predpisu a byl schvalen SUKL Protocol, and applicable legal
a pfislusnymi etickymi komisemi. regulations and that was approved by

the State Institute for Drug Control
(SUKL) and the competent ethics
committees.

3.6. Zadavatel prohlaSuje, Ze veSkeré 3.6. The Sponsor represents that all
informace pfedané pro ucely provadéni information submitted for the purposes of
Studie (vCetné Protokolu) jsou uplné the Study performance (including the
a spravné pro ucely provadéni Studie. Protocol) is complete and correct for the

purposes of the performance of the
Study.

3.7. Zadavatel se zavazuje neprodlené 3.7. The Sponsor undertakes to inform the
informovat  Centrum  a ZkouSejiciho Centre and the Investigator of the Study
o ukon&eni Studie (pfedCasném nebo termination (either early or at a due and
v fadném predpokladaném terminu). expected date) without any undue delay.
Déle je Zadavatel povinen Centrum In addition, the Sponsor is obliged to
neprodlené informovat, pokud SUKL inform the Centre immediately if SUKL
pozastavi nebo zakaze provadéni Studie suspends or prohibits to carry on the
a dale bude-li souhlas etickych komisi Study, and also if consents provided by
(doCasné nebo trvale) odvolan. the competent ethics committees are
Zadavatel je rovnéz povinen neprodlené withdrawn. The Sponsor is also obliged
informovat Centrum o veskerych to inform the Centre immediately of any
skute¢nostech, které mohou nepfiznivé facts that might negatively affect the
ovlivnit bezpecnost nebo zdravi subjekti Study subjects’ safety or health, or
hodnoceni nebo mit vliv na dalSi further performance of the Study,
provadéni Studie, vcetné informaci including information arising from the
vzeslych ze Studie provadéné na jinych Study performed in different Study sites,
mistech hodnoceni a informovat and inform the Centre of all suspected
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3.8.

3.9

4.1.

Centrum ovSech jemu oznamenych
podezienich na nezadouci Uc&inky
Hodnoceného pfipravku.

Zadavatel se zavazuje poskytovat
Hlavnimu zkouSejicimi pfislusné nové
informace o bezpecnosti tykajici se

Hodnoceného I[éku bez zbytecného
odkladu.
Zadavatel se zavazuje poskytnout

Smluvnim  partnerdim  smartphone
Galaxy S7 (model SM-G930T, hodnota
185 USD, vyrobni &islo bude doplnéno
v pfedavacim protokolu) pro ucely jeho
vyhradniho pouziti ve Studii, o kterém
Smluvni partnefi povedou pisemnou
evidenci. Smluvni partnefi vybaveni po
skonCeni  Studie vrati Zadavateli.
Vybaveni obdrzi Subjekty studie a za
pfipadné  poskozeni bude  nést
odpovédnost dany Subjekt studie,
nikoliv Centrum. O zapuj¢eni vybaveni
bude uzaviena separatni smlouva
o vypujcce.

Cl. 4 - Odména

Zadavatel zavazuje zaplatit Centru za
fadné provedené c¢innosti na zakladé
této Smlouvy v€etné pfevodu prav dle
¢l. 5 odménu ve vySi, zplisobem a za
podminek sjednanych stranami dale
v tomto ¢lanku Smlouvy a pfiloze €. 1,
pficemz smluvni strany prohladuji, ze
predpokladana vyse odmény Cini
184 559 K¢&. Jedinym pfijemcem
veSkerych Castek dle této Smlouvy
bude Centrum. Zadavatel timto
prohladuje, Ze neuzavfel s Hlavnim
zkouSejicim separatni smlouvu na
odménu za provedeni Kklinického
hodnoceni. Odména bude mezi
Centrum  aHlavniho  zkousejiciho
ajeho studijni tym rozdélena po
odec¢teni nakladid podle vnitfnich
predpist Centra.

Zadavatel a zkousSejici prohlasuji, ze
mezi sebou neuzaviou zadny pravni
vztah bez ohledu na to, zda se vztahuje
k tomuto klinickému hodnoceni, aniz by
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adverse effects related to the Study Drug
reported to the Sponsor.

3.8 Sponsor agrees to provide the Principal

Investigator with new information
regarding the safety of the Study Drug
without undue delay.

3.9 Sponsor agrees to provide the Contracting

4.1

Partners with smartphone Galaxy S7
(model SM-G930T, value 185 USD, the
serial number will be indicated in the
handover report) for the purposes of its
exclusive use in the Study, about which
the Contracting Partners shall keep
a written inventory. The Contracting
Partners shall return the equipment once
the Study is completed. The equipment
will be received by the Study Subjects
and any damage will be the responsibility
of the Study Subject, not the Provider.
A separate loan agreement shall be
executed.

Article 4 — Remuneration

For the activities properly performed
based on this Agreement and for the
transfer of rights under Article 5, the
Sponsor agrees to provide the
Contracting Partners with remuneration
in the amount, by means and under the
terms agreed by the Parties below
herein and in Appendix 1, whereas the
Parties hereto represent that the
anticipated remuneration amount is
184 559 KE. The Center shall be the
only recipient of all payments
hereunder. The Sponsor warrants, that
it has not concluded any separate
contract with the Invesigator regarding
compensation for performance of this
Study. The compensation shall be
devided between the Center and
Investigator and Study Team members
after deduction of costs in accordance
with the Centre's internal regulations.

Sponsor and Investigator declare that
they shall not enter into any legal
relationship with each other, whether or
not it relates to this clinical trial, without
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4.2.

4.3.

stim Centrum vyjadfilo souhlas.
Smluvni strany timto prohlasuji, ze
z jejich strany neexistuje zadny stret
zajma finanéni ¢i nefinan¢ni povahy,
ktery by branil fadné realizaci klinického
hodnoceni v souladu s obecné platnymi
predpisy aregulaénimi  poZadavky
(zejména se spravnou klinickou praxi).

Centrum nema narok na zadnou jinou
odménu ¢&i nahradu kromé téch, které
jsou uvedeny vtéto Smlouvé nebo
priloze €. 1 ledaZe je pfedem pisemné
schvali Zadavatel.

Veskeré odmény a nahrady, které maji
byt zaplaceny Centru, jsou splatné ve
lhaté 30 dnl ode dne, kdy bude
doru¢en odpovidajici darfiovy doklad
(faktura) majici vS8echny nalezZitosti dle
prislusnych pravnich predpisu
upravujicich dan z pfidané hodnoty,
ato ve prospéch bankovniho uctu
Centra:

Banka: Ceska narodni banka
Kod banky: 0710
Majitel  uctu:
Ostrava

Cislo udtu: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761
BIC kéd (SWIFT): CNBACZPP

Fakultni nemocnice

Reference (variabilni symbol):
649071378
Veskeré prichozi platby musi byt

oznaceny Cislem reference.

Platby podle této Smlouvy jsou
zprostredkovanymi platbami
Zadavatele. Zadavatel je povinen
vynalozit pfiméfené usili a zajistit
v€asny pfijem  zprostfedkovanych
plateb od Zadavatele. Status
zprostfedkovatele plateb, ktery

Zadavatel ma, vyZaduje, aby veskeré
faktury vystavené v souvislosti s touto
Smlouvou byly vystaveny na
Zadavatele. Centrum zaS8le faktury
Zadavateli a Zadavatel provede uhradu
plateb.

Faktury podle této Smlouvy je tfeba za
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4.2

4.3

the Center's concent. Parties hereby
declare that there is no conflict of
interests, financial or non-financial, on
their part which would impede due
performance of the clinical trial in
accordance with applicable legal
regulations and regulatory requirements
(included, but not limited to, good
clinical practice).

The Center is not entitled to any
remuneration or reimbursement other
than that set forth in this Agreement
and its Appendix 1 unless approved in
advance by the Sponsor in writing.

Any remuneration and reimbursement
for the Center must be paid within 30
days of the day the receives a relevant
tax document (invoice), which meets
all  requirements  stipulated in
applicable laws regulating value-add
tax, to the following bank account of
the Center:

Bank: Ceska narodni banka

Bank code: 0710

Account holder: Fakultni nemocnice
Ostrava

Account No.: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633
2761

BIC kod (SWIFT): CNBACZPP
Reference: 649071378

All incoming payments must include
Reference Number.

Payments due under this Agreement
are pass-through payments from
Sponsor that will be sent after such
payments are received by Sponsor.
Sponsor shall exercise reasonable
efforts to ensure timely receipt of pass-
through payments from Sponsor.
Sponsor's payment agent status
requires all invoices issued in
connection with this Agreement to be
issued to Sponsor. Center will post
invoices to Sponsor and Sponsor will
process the payments on behalf of
Sponsor.

Invoices under this Agreement should
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ucelem zpracovani Uhrady vystavit na
jméno:

Faktury je tfeba za ucelem provedeni
platby zaslat na adresu:

Faktury musi uvadét Cisla protokolu,
Cisla objednavky a jména zodpovédné
osoby za  Zadavatele: Finance
Department ato na adresu
. Odmény a nahrady

dle této Smlouvy apfilohy & 1 (s
vyjimkou odmén a nahrad, u kterych je
splatnost zvlast upravena v pfiloze €. 1
Smlouvy) budou Centru uhrazeny takto:
Zpétné za bezprostiedné uplynulé
a dosud nefakturované obdobi vzdy
kazdého kalendarniho &tvrtleti. V ramci
studie si Smluvni partnefi spole¢né se
Zadavatelem vzajemné pisemné nebo
formou e-mailu odsouhlasi pfehled
poctu, druhu a jim odpovidajici hodnoty
jednotlivych ukont provedenych
Hlavnim zkouSejicim a/nebo ostatnimi
Cleny studijniho tymu, jez maiji byt dle
této Smlouvy Zadavatelem hrazeny
(tzv. Navrh faktury), zaslany osobou
povéfenou Zadavatelem na:
Tento pfehled musi

byt zpracovan zvlast’ pro kazdy subjekt
Studie a musi zahrnovat polozkové
vyuctovani v8ech navstév, vySetfeni
a dalSich sluzeb provedenych
v pfisludném kalendafnim quarter. Na
zakladé vzajemného odsouhlaseni
navrhu faktury vystavi Centrum fakturu
na odménu a pfipadné nahrady, jez je
v souladu s touto Smlouvou opravnéno
fakturovat, kterou doruéi Zadavateli.
Zadavatel zaplati Centru na zakladé
fadné vystavené a doruCené faktury
pfislusnou odménu a pfipadné
opravnéné fakturované nahrady za
obdobi, pro néz byl pfedmétny navrh
faktury dle tohoto ¢lanku odsouhlasen.

V pfipadé, ze Zadavatel neza$le Centru
vySe uvedeny prehled (navrh faktury)
k odsouhlaseni ve Ih(té 30 dnli ode dne
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be issued to:

Invoices should be posted for payment
processing to:

Invoices must include Protocol
number, order number and the name
of the Sponsor’s responsible person:
Finance Department and must be sent
to the address .
Any remuneration and reimbursement
based on this Agreement and
Appendix 1 (except for remuneration
and reimbursement, the due date of
which is specified separately in
Appendix 1 to the Agreement) shall be
paid to the Center in the following
manner: retroactively for the past and
not yet invoiced period of each
calendar, quarter. Within the Study,
the Contracting Partners and the
Sponsor shall approve in writing or by
e-mail an overview of the number, type
and value of individual activities, which
were performed by the Principal
Investigator and/or other Study Team
Members and which are to be paid by
the Sponsor based on this Agreement
(i.e. draft invoice), sent by a person
authorized by the Sponsor to:
B ey overview
must be prepared separately for each
trial subject and must include an
itemized list of all visits, examinations
and other services provided in the
relevant calendar quarter. Based on
the mutually approved draft invoice,
the Center shall issue an invoice for
remuneration and potential
reimbursement that the Center is
entitled to charge pursuant to this
Agreement and shall send it to the
Sponsor. Based on the duly issued
and delivered invoice, the Sponsor
shall pay the Center the relevant
remuneration and potential justified
reimbursement for the period for which
the draft invoice has been approved
pursuant to this article.

In the case that the Sponsor does not

send the Center the aforesaid
overview (draft invoice) for approval
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4.4.

ukonéeni kalendarniho d&tvrtleti, zasle
Centrum Zadavateli pisemnou vyzvu
a pokud Zadavatel nezasSle uvedeny
pfehled (navrh faktury) ani ve lhaté 30
dnGd od doruceni takové vyzvy, je
Centrum opravnéno vystavit fakturu
a Zadavatel je povinen uhradit Centru
odménu anahrady za vSechny
fakturované ukony provedené v obdobi
kalendafniho Ctvrtleti Hlavnim
zkou$ejicim a/nebo ostatnimi Cleny
studijniho tymu.

V pfipadé, ze Centrum zjisti, ze jsou
v pfehledu (navrhu faktury) nedostatky,
tyto oznami bez zbyte¢ného odkladu
Zadavateli, ktery je povinen je odstranit.
Ma-li Zadavatel zato, Ze v pFehledu
(navrhu faktury) Zzadné nedostatky
nejsou, sdéli toto Centru. Centrum
a Zadavatel jsou nasledné povinni si
navzajem poskytnout  soucinnost
nezbytnou k odstranéni pfipadnych
rozporl. Neposkytnuti soucinnosti se
povazuje za nepodstatné poruSeni
Smiouvy.

Neodstrani-li Zadavatel nedostatky
v pfehledu (navrhu faktury) ani ve lhaté
45 dnl ode dne doruceni oznameni dle
pfedchoziho odstavce, nebo vtéze
Ihité nesdéli Centru, Ze v prehledu
(navrhu faktury) Zzadné nedostatky
nespatfuje, plati, Zze rozhodny pro
vystaveni faktury je prehled (navrh
faktury) ve znéni pfipominek Centra, na
zakladé kterého je Centrum opravnéno
vystavit fakturu a Zadavatel je povinen
odménu anahrady za fakturované
ukony provedené v obdobi
kalendarniho pololeti Hlavnim
zkou$ejicim a/nebo ostatnimi Cleny
studijniho tymu Centru uhradit.

Zadavatel ma pravo zadrzet az 10 %
z prislusné cCastky odmény za obdobi
kalendafniho  pololeti (dale jen
,zadrzné“). Zadavatel se zavazuje
uhradit Centru zadrzné poté, co budou
predlozeny vsechny pfislusné CREF,
budou zodpovézeny vSechny dotazy
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4.4

within 30 days of the end of the
calendar quarter, the Center shall
send the Sponsor a written reminder
and if the Sponsor does not send the
aforesaid overview (draft invoice)
within 30 days of receipt of the
reminder, the Center shall have the
right to issue an invoice and the
Sponsor shall pay the Center the
remuneration and reimbursement for
all invoiced activities performed during
the calendar quarterby the Principal
Investigator and/or other Study Team
Members.

The Center must immediately report

any potential deficiencies in the
overview (draft invoice) to the
Sponsor, and the Sponsor must

remedy such deficiencies. In the case
that the Sponsor believes that the
overview (draft invoice) has no
deficiencies, the Sponsor shall
announce it to the Center. The Center
and the Sponsor must then cooperate
as necessary to rectify such
discrepancies. Failure to cooperate
shall be considered a minor breach of
this Agreement.

In the case that the Sponsor fails to
remedy deficiencies in the overview
(draft invoice), or fails to inform the
Center that the Sponsor believes that
the overview (draft invoice) has no
deficiencies, within 45 days of
announcement based on the previous
paragraph, the Center shall use its
version of the overview (draft invoice),
based on which the Center shall issue
an invoice and the Sponsor shall have
to pay the remuneration and
reimbursement for invoiced activities
performed during the calendar half-
year, by the Principal Investigator
and/or other Study Team Members.

The Sponsor has the right to retain up
to 10% of the remuneration for the
calendar half-year (hereinafter
referred to as the “Retainer”). The
Sponsor agrees to pay the Center the
Retainer after all relevant CRFs were
submitted, all questions concerning
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4.5.

4.6.

4.7.

s ohledem na data obsazena v téchto
CRF abudou odstranény vSechny
nespravnosti a nedostatky dat
v databazi.
Nestanovi-li tato Smlouva
vSechny  Castky uvedené v této
Smlouvé ajejich pfilohach jsou
uvedeny bez DPH. Pokud nékteré
platby za sluzby podléhaji DPH,
Zadavatel zaplati pFislusnou ¢&astku
DPH ve vySi dle pravnich predpisu
ucinnych ke dni uskutecnéni
zdanitelného plnéni na zakladé
prislusného darnového dokladu
(faktury), ktera bude splfiovat vSechny
naleZitosti predepsané pfislusnymi
pravnimi pfedpisy. Centrum nese
odpovédnost za uhrazeni v3ech
ostatnich dani v souvislosti s platbami
na zakladé této Smlouvy.

jinak,

Smluvni partnefi si jsou védomi, ze
Zadavatel mlze zvefejnit na centralni
webové strance koncernu Seagen Inc.
a/nebo na webové strance
www.transparentnispoluprace.cz
vlastnéné a provozované Asociaci
inovativniho farmaceutického primyslu
platby a jina pInéni tykajici se vyzkumu
a vyvoje, tj. (1) platby provedené ze
strany Zadavatele na zakladé této
Smlouvy a(2) veSkeré vydaje na
ubytovani, souvisejici vydaje na
pohosténi a dopravu Smluvnich
partnert, které Zadavatel uhradi na
zakladé této Smlouvy a (3) veSkeré
kongresoveé registracni poplatky,
Ucastnické poplatky nebo obdobné
poplatky, které Zadavatel uhradi na
zakladé této Smlouvy, a to anonymnim
zpusobem, tj. na agregované urovni.
Tyto informace mohou byt rovnéz
publikovany jako soucast této Smilouvy
v registru smluv na zakladé zakona ¢.
340/2015 Sb., o Registru Smluv (dale
jen ,Zakon o registru smluv®). Bez
ohledu na vySe uvedené muze
Zadavatel zvefejnit prevod jakékoliv
hodnoty  poskytnuté vramci této
Smlouvy.

Veskera penézni plnéni subjektu
hodnoceni jsou vyplacena Centrem
v souladu s touto Smlouvou

Apptus: [N

Smlouva o klinickém hodnoceni / Clinical Trial Agreement
Seagen Inc. / SGN35-032

Fakultni nemocnice Ostrava / MUDr. Juraj Dura

Verze / Version: Final Clean // 080222

4.5

CRF data were answered and all
incorrect or incomplete data in the
database were rectified.

Unless otherwise stated in this
Agreement, no amounts specified in
this Agreement and its Appendices
include VAT. In the case that any
payment for services is subject to
VAT, the Sponsor shall pay the
relevant VAT amount stipulated in
legal regulations effective as of the
date of taxable supply based on the
relevant tax document (invoice) that
shall meet the requirements laid down
in applicable legal regulations. The
Center shall be responsible for paying
any other tax with respect to the
payments made based on this
Agreement.

4.6 The Contracting Partners understand that

the Sponsor may disclose on the central
website of the Seagen Inc. group and/or
on the website
www.transparentnispoluprace.cz owned
and operated by the Association of
Innovative Pharmaceutical Industry any
payment and any transfer of value
relating to research and development,
i.,e. (1) payments made by Sponsor
under this Agreement and (2) any cost of
accommodation, refreshments and
travel of the Contracting Partners, which
Sponsor covers under this Agreement
and (3) any congress registration or
participation fees or similar fees, which
Sponsor covers under this Agreement,
all this in an anonymized way, i.e. on
aggregated level. This information may
also be disclosed as apart of this
Agreement in the Agreements Register
pursuant Act No. 340/2015 Coll., on the
agreements register (hereinafter referred
to as the “Agreements Register Act”).
Notwithstanding the aforementioned, the
Sponsor may also disclose any transfer
of value under this Agreement.

4.7 Payments to trial subjects shall be made

by the Center in compliance with this
Agreement and the Protocol. Payment
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5.1.

5.2.

5.3.

a Protokolem. Pravidla pro vyplaceni
jsou blize upravena v pfiloze €. 1 k této
Smlouvé.

Cl. 5 - Prava k vysledkiim

Zadavateli patfi vyhradni prava ke vSem
vysledkum, datlim, zjisténim, objevim,
vynalezim a specifikacim, bez ohledu
na to zda jsou zpUsobilé byt pfedmétem
patentové ochrany & nikoli, které
vznikly, byly vytvofené, odvozené,
vyprodukované, objevené, vymyslené
nebo jinak uc€inéné Centrem, Hlavnim
zkousejicim a/nebo Cleny studijniho
tymu v souvislosti s provadénim Studie
(dale jen ,Vysledky®). Smluvni partnefi
timto pfedem postupuji veSkera sva

majetkova prava k Vysledkim na
Zadavatele a budou Zadavatele
bezodkladné informovat o jakémkoli

vynalezu €i objevu vznikajicim ze Studie
a Zadavatel tato postoupena prava
pfijima. Odmeéna za tento pfevod je jiz
zahrnuta v odméné Smluvnich partner(
dle ¢l. 4. Smluvni partnefi neziskavaji
k Vysledkim pInénim této Smlouvy
zadna prava.

VSechna zdravotnicka dokumentace

aplvodni  zdrojova  dokumentace
zUstane majetkem Centra; nicméné,
Zadavatel je opravnén je pouZit
v souladu s touto Smlouvou
a souhlasem  subjektd  hodnoceni.
Zptistupnéni  Vysledkd  jakémukoli
subjektu, vc€etné smluvni vyzkumné

organizace Ci etické komise anebo
regulatorniho organu nebude
povazovano za udéleni vlastnického

prava ktémto informacim témto
subjektam.

V rozsahu, vjakém prava duSevniho
vlastnictvi k Vysledkim nejsou
prevoditelna, udéluji timto Smluvni
partnefi Zadavateli vyhradni,
neodvolatelnou v misté a Case

neomezenou licenci s pravem udélovat
podlicence a to ke vSem zpusobum uziti
téchto Vysledkd. Odména za tuto licenci
je jiz zahrnuta v odméné& Smiluvnich
partnert dle ¢l. 4. Centrum se zavazuje
vyvinout maximalni usili k tomu, aby
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rules are specified in detail in Appendix 1
to this Agreement.

Article 5 — Rights to Results

5.1 The Sponsor shall own the exclusive

5.2

5.3

rights to all results, data, findings,
discoveries, inventions and
specifications, whether patentable or not,
that were originated, conceived, derived,
produced, discovered, invented or
otherwise made by the Center, the
Principal Investigator and/or Study Team
Members in connection with conducting
the Study (hereinafter referred to as
‘Results®). The Contracting Partners
hereby assign all of their proprietary
rights to Results to the Sponsor in
advance and the Sponsor accepts such
assigned rights, and will promptly inform
the Sponsor of any invention or
discovery arising from the Study . The
royalty fee for this assignment is already
included in the remuneration of the
Contracting Partners under Article 4
hereof. The Contracting Partners shall
not acquire any rights to Results by
performing this Agreement.

All medical records and original source
documents shall remain the property of
the Center; however, the Sponsor shall
be permitted to use them in accordance
with this Agreement and based on the
consent of trial subjects. Disclosure of
Results to any subject, including
a contracted research organization,
ethics committee or regulatory authority,
shall not be deemed as granting the
ownership of such information to these
entities.

To the extent intellectual property rights
to Results are legally not assignable, the

Sponsor is hereby granted by the
Contracting Partners an exclusive,
worldwide, sub-licensable, time-

unlimited and irrevocable license for
unlimited use of these Results. The
royalty fee for this license is already
included in the remuneration of the
Contracting Partners under Article 4. The
Center shall make maximum efforts so

Strana / Page 24 z / of 66



5.4

5.5

5.6

skuteCni vlastnici téchto prav dusevniho
vlastnictvi, tzn. Zaméstnanci Centra
a/nebo zucastnéné treti strany, umoznili
Centru udélit vySe uvedenou licenci
Zadavateli. Zadavatel neni povinen
licenci vyuzit.

Pro odstranéni pochybnosti plati, ze
vynalezy, které jsou vylepSenimi, nebo
novym pouzitim ¢i novymi lékovymi
formami Hodnoceného Iléku jsou
vyluénym vlastnictvim Zadavatele.

Smluvni partnefi se zavazuiji zajistit, ze
veSkeré Vysledky (dale jen ,Vynalezy“),
uinéné zaméstnanci Centra nebo
jinymi stranami zahrnutymi Smluvnimi
partnery do provadéni Studie, budou
bezodkladné oznameny Zadavateli.

Zadavatel anebo kterdkoli s nim
Propojena osoba jsou opravnéni podat
prihlasku patentu pro tyto Vynalezy
svym vlastnim jménem anebo jménem
uréené tieti strany, na vlastni naklady,
s uvedenim  jména  vynalezce(-U)
v pfihlasce patentu. Smluvni partnefi se
zavazuji podepsat a zajistit, aby
zaméstnanci Centra adalSi subjekty
zahrnuté  Smluvnimi  partnery do
provadéni Studie podepsali veskeré
dokumenty a poskytli takova svédectvi,
jaké Zadavatel uzna za nezbytné pro
ucely podani pfihlasky patentu a ziskani
patentu za ucelem ochrany
opravnénych zajmu Zadavatele
k duSevnimu vlastnictvi, ktera vzniknou
ze Studie.

5.7 Zadavatel a jeho Propojené osoby smi
uzivat, rozmnozovat a pfevadét
anonymizované
radiologické/diagnostické snimky

pofizené v pribéhu Studie v souladu
s ustanovenimi informovaného
souhlasu a v rozsahu tam stanoveném,
pro vesSkeré ucely, védecké a/nebo
komercni, v jakékoli formé a jakymikoli

zpusoby, elektronickymi nebo
mechanickymi, véetné pofizovani
fotokopii,  elektronickych  zaznam

(napf. na CD-ROM), mikro-kopii, nebo
prostfednictvim systému uchovavani
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5.4

5.5

5.6

5.7

that the actual owners of the intellectual
property rights, i.e. employees of the
Center and/or involved third parties,
would allow the Center to grant the
aforementioned license to the Sponsor.

To eliminate any doubts, an invention
that is an improvement, a new use or
a new drug form of the Study Drug shall
be the sole property of the Sponsor.

The Contracting Partners agree to
ensure that all Results (hereinafter
referred to as “Inventions”) made by
employees of the Center or other parties
included in the Study by the Contracting
Partners shall be reported to the Sponsor
without undue delay.

The Sponsor or any of its Affiliates shall
have the right to file a patent application
for such Inventions under its own name
or under the name of a designated third
party and at its own expense, with the
inventor(s) named in the patent
application. The Contracting Partners
agree to sign and to have employees of
the Center and other parties involved in
the Study by the Contracting Parties sign
all documents and give such testimony
as the Sponsor deems necessary for
fiing apatent application and for
obtaining a patent in order to protect its
intellectual property interests arising
from the Study.

The Sponsor and its Affiliates may utilize,
reproduce and transform anonymized
radiological/diagnostic images made in
the course of the Study, in compliance
with the provisions of the informed
consent and to the extent specified in the
informed consent, for any scientific
and/or commercial purposes, in any form
and by any means, electronic or
mechanical, including making
photocopies, electronic recordings (e.g.
on CD-ROM), mi—copies, or by any data
storage and retrieval systems, including
data banks and the Internet. The
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5.8

6.1

aobnovovani dat, véetné databank
ainternetu. Za timto uacelem udéluji
Smluvni partnefi Zadavateli vyhradni,
mistem neomezenou a neodvolatelnou
licenci, véetné prava udélovat
podlicence Propojenym osobam
Zadavatele, k uzivani vySe uvedenych
snimkt. Odména za tuto licenci je jiz
zahrnuta v odméné Smluvnich partner(
dle ¢l. 4. Nejsou-li Centrum anebo
Hlavni zkous$ejici vlastniky prav k témto
snimkim, Centrum a/nebo Hlavni
zkouSejici se zavazuji zajistit, aby
skuteCny vlastnik téchto prav, tzn.
Zaméstnanci Centra a/nebo tfeti osoby
zahrnuté do provadéni Studie, umoznili
Smluvnim  stranam  udélit  vySe
uvedenou licenci Zadavateli. Smluvni
partnefi potvrzuji, Ze vedkeré takové
snimky budou ziskané se souhlasem
subjektu hodnoceni, ktery Centru pfeda

Zadavatel azZe nebudou obsahovat
zadné informace, jejichz
prostfednictvim by mohl byt
identifikovan konkrétni subjekt
hodnoceni.

Zadavatel udéluje Smluvnim partneriim

nevyhradni licenci k Vysledkim
vytvofenym v Centru pro interni
nekomercni vyzkumné a vzdélavaci
ucely pfi dodrzeni podminek

zachovavani davérnosti a podminek pro
publikovani, jeZz jsou obsaZeny v této
Smlouvé. Tato licence neopravnuje
k udélovani jakychkoliv podlicenci.

Cl. 6 — Zachovavani davérnosti

Smluvni partnefi se zavazuji zachazet
se vSemi informacemi oznacenymi jako
,DUvérné“ a pfijatymi od Zadavatele
nebo jeho jménem anebo od
Propojenych osob Zadavatele
v souvislosti se Studii, Hodnocenym
lékem, Protokolem nebo touto
Smlouvou as Vysledky (dale jen
,Duvérné informace®) pfisné duvérné.
Smluvni strany zaroven sjednavaji, Ze
jsou Smluvni partnefi povinni zachazet
jako s davérnymi i s témi informacemi,
které sice jako ,Davérné“ nejsou
oznaceny, ale mohou byt povazovany
za Duveérné informace, a to na zakladé

Contracting Partners hereby grant to the
Sponsor an exclusive, worldwide and
irrevocable license, with the right to grant
a sublicense to the Sponsor’s Affiliates,
for the use of aforementioned images.
The royalty fee for this license is already
included in the remuneration of the
Contracting Partners under Article 4. In
the case that the Center or the Principal
Investigator is not the owner of these
rights to such images, the Center and/or
the Principal Investigator agree to
ensure that the actual owner of these
rights, i.e. employees of the Center
and/or third parties involved in the Study,
would allow the Contracting Partners to
grant the aforementioned license to the
Sponsor. The Contracting Partners
confirm that all such images shall be
obtained with trial subjects’ consent that
shall be submitted to the Center by the
Sponsor and that the images shall not
contain any information, through which
the relevant trial subject could be
identified.

5.8 The Sponsor provides the Contracting
Partners with a non-exclusive license to
Results created at the Center for internal
non-commercial research and educational
purposes, subject to confidentiality and
publication terms specified in this
Agreement. Such license does not allow
for granting any sub-licenses.

Article 6 — Confidentiality

6.1 The Contracting Partners agree to treat
as strictly confidential all information
marked as “Confidential” and received
from or on behalf of the Sponsor or any
of its Affiliates in relation to the Study, the
Study Drug, the Protocol or this
Agreement as well as Results
(hereinafter referred to as “Confidential
Information”). The Contracting Parties
agree that the Contracting Partners must
also treat as strictly confidential any
information that is not marked as
“Confidential” but can be considered
Confidential Information based on its
nature or conditions under which it was
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6.2

6.3

jejich povahy ¢&i podminek, které se
vztahovaly Kk jejich  poskytnuti &i
zpfistupnéni, v€etné vSech udajl
tykajicich se Studie, udajd pro vnitini
potfebu, anebo informaci vytvofenych
na zakladé Studie, a to napfiklad v¢etné
Protokolu, souboru informaci pro
zkousejiciho ¢&i predbéznych vysledk
Studie. Smluvni partnefi smi pouzivat
Duvérné informace pouze pro ucely

plnéni této Smlouvy a zavazuji se
nezpfistupnit takové Divérné informace
zadné tfeti strané mimo stran
povéfenych Zadavatelem bez
pfedchoziho pisemného  souhlasu
Zadavatele. Smluvni partnefi se

zavazuji umoznit pfistup k Davérnym
informacim pouze osobam, jez se
s Davérnymi informacemi maji potfebu
seznamovat pro ucely poskytovani
sluzeb na zakladé této Smlouvy ai to
pouze tehdy, pokud tyto osoby jsou
Smluvnimi partnery zavazany
k dodrzovani podminek alespon tak
pfisnych, jako jsou podminky dle tohoto
¢l. 6.

Povinnost k zachovavani divérnosti se
nevztahuje na ty pfipady, kdy Smluvni
partnefi jsou opravnéni publikovat
Duvérné Informace v souladu s €. 7.

Pojem Duvérné informace, jak je
pouzivan v této Smlouvé, se nevztahuje
na data ainformace, u nichZz mohou
Smluvni partnefi prokazat, ze (i) jimi
Centrum nebo Hlavni zkouSejici
disponovali bez povinnosti mi€enlivosti
vdobé, kdy jim byly zpfistupnéné
Zadavatelem nebo jeho Propojenymi
osobami, anebo jménem nékterych
Z nich, (ii) jsou nebo se stanou soucasti
vefejnych informaci jinak nez jednanim
¢i opomenutim Centra nebo Hlavniho
zkousejiciho, (iii) je Centrum nebo
Hlavni zkouSejici pravem nabyli od treti
strany, ktera neni vuci Zadavateli nebo
jeho Propojenym osobam vazana
vyslovnou nebo prfedpokladanou
povinnosti mli&enlivosti, nebo (iv) byly
vytvofeny nezavisle Centrem nebo
Hlavnim zkouS$ejicim bez odkazovani
se na Duvérné informace nebo jejich
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provided or disclosed, including any data
concerning the Study, information for
internal use only or information created
based on the Study, for example
including the Protocol, the dataset for the
investigator or preliminary results of the
Study. The Contracting Partners may
use Confidential Information only for the
purposes of performance of this
Agreement and agree not to disclose
such Confidential Information to any third
party other than parties authorized by the
Sponsor without the Sponsor’s prior
written consent. The Contracting
Partners agree to provide access to
Confidential Information only to persons
that need to know Confidential
Information for the purpose of providing
services based on this Agreement and
only if such persons are bound by the
Contracting Partners to observe
conditions that are at least as stringent
as the conditions under this Article 6.

6.2 The confidentiality obligation shall not

6.3

apply as long as the Contracting
Partners have the right to publish
Confidential Information in accordance
with Article 7.

The term Confidential Information, as
used in this Agreement, does not apply
to data and information where the
Contracting Partners can prove that such
data and information (i) were already in
possession of the Center or the Principal
Investigator without the confidentiality
obligation at the time of their disclosure
to them by or on behalf of the Sponsor or
any of its Affiliates, (ii) are or become
a part of public information by means
other than by an act or omission on the
part of the Center or the Principal
Investigator, (iii) were legally acquired by
the Center or the Principal Investigator
from athird party not bound to the
Sponsor or its Affiliates by an explicit or
implied confidentiality obligation or (iv)
were created independently by the
Center or the Principal Investigator
without reference to Confidential
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6.4

6.5

6.6

6.7

6.8

pouziti.

Navic jsou Smluvni partnefi opravnéni
zpristupnit Davérné informace
v takovém rozsahu, v jakém je takové
zpfistupnéni  vyZadovano pravnimi
predpisy nebo vykonatelnym soudnim
rozhodnutim, avS8ak za podminky, ze
Smluvni partnefi o takové skuteCnosti
v pfiméfeném  Casovém  pfedstihu
informuji Zadavatele a na jeho Zadost
s nim budou spolupracovat ve snaze
dosahnout opatfeni za u€elem ochrany
nebo jiného pfiméfeného pravniho
prostfedku.  Smluvni  partnefi se
zavazuji vyvinout v8echno pfiméfené
usili, aby zabezpedili davérné
zachazeni s kteroukoli z Duvérnych
informaci, jez bude zpfistupnéna.

Tyto povinnosti k zachovavani
ml¢enlivosti a zakazu pouzivani
Davérnych informaci dle této Smlouvy
zustanou v platnosti i po skon&eni této
Smlouvy.

Smluvni partnefi se zavazuji na zadost
Zadavatele zlikvidovat a smazat
Davérné informace, jimiz disponuji
anebo je vratit Zadavateli.

VesSkeré dohody existujici pfed
uzavienim této Smlouvy a tykajici se
zachovavani micenlivosti ve vztahu ke
Studii, se nahrazuji touto Smlouvou
a pouze ve vztahu ke Studii.

Centrum muze mit interni a divérné
informace, které nejsou Duavérnymi
informacemi, a Zadavatel se zavazuje
zachovavat mi¢enlivost o téchto
informacich, které Centrum oznadéi jako
davérné. Zadavatel se zavazuje
zachovavat mi¢enlivost o vSech
skuteénostech, které se dozvédél di
dozvi o Centru v souvislosti s touto
smlouvou &i provadénim Studie a které
nejsou verejné pristupné. Zadavatel je
dale povinen zachovavat mi€enlivost
o skuteCnostech, které jsou takového
charakteru, Z2e mohou v pfipadé
zvefejnéni pfivodit Centru Ujmu bez
ohledu na to, zda maji povahu
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Information or its use.

6.4 Furthermore, the Contracting Partners

may disclose Confidential Information to
the extent required by law or an
enforceable court order, provided,
however, that the Contracting Partners
shall give the Sponsor reasonable
advance notice and shall cooperate with
the Sponsor to seek a protective order or
any other appropriate remedy upon the
request of the Sponsor. The Contracting
Partners agree to make maximum
reasonable efforts to ensure confidential
treatment of any Confidential Information
that shall be disclosed.

6.5 This confidentiality obligation and the

6.6

prohibition to use Confidential
Information as specified in this
Agreement shall remain in effect even
after this Agreement is terminated.

The Contracting Partners agree to
liquidate and delete any Confidential
Information in their possession or to
return it to the Sponsor upon the request
of the Sponsor.

6.7 All pre-existing agreements regarding the

confidentiality obligation with regard to
the Study shall be superseded by this
Agreement and only with regard to the
Study.

6.8 The Center may have proprietary and

confidential information that is not
Confidential Information, and the
Sponsor agrees not to disclose any such
information that the Center designates
as confidential. The Sponsor undertakes
to maintain confidentiality in respect of all
facts that it learned / will learn about the
Centre in relation to this Agreement or
the Study performance and that is not
publicly available. In addition, the
Sponsor is obliged to maintain
confidentiality in respect of all facts, the
nature of which is such that its disclosure
might cause harm the Centre regardless
of whether personal, business or other
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7.1.

osobnich, obchodnich  &i

informaci.

jinych

Cl. 7 — Publikovani, tiskové zpravy
a verejna oznameni

Zadavatel uznava zajem Smluvnich
partnerd na nekomerénim veédeckém
publikovani Vysledku, bez ohledu na to,
zda vysledek Studie je pozitivni Ci
negativni. S ohledem na opravnéné
zajmy Zadavatele se Smluvni partnefi
zavazuji dodrzovat nasledujici
povinnosti a podminky pro publikovani:

information is concerned.

Article 7 — Publication, Press Releases

and Public Announcements

7.1 The Sponsor acknowledges the interest of

the Contracting Partners in the non-
commercial scientific publication of
Results, regardless of whether the
outcome of the Study is positive or
negative. Considering the Sponsor's
reasonable interests, the Contracting
Partners agree to comply with the
following publication obligations and
terms:

7.1.1 Smluvni partnefi se zavazuji poskytovat 7.1.1 The Contracting Partners agree to
Zadavateli  veSkeré navrhy na provide the Sponsor with all proposed
publikovani nebo Uustni prezentace publications or oral presentations
tykajici se Studie nebo Hodnoceného relating to the Study or the Study Drug or
léku nebo Vysledkl (dale jen Results (hereinafter referred to as the

.,Publikace“) nejméné Sedesat (60) dnl
pfed zamyslenym pfedloZzenim nebo
prezentaci Publikace, aby je Zadavatel
mohl zkontrolovat.

7.1.2 Pokud Zadavatel neucini vii¢i Smluvnim

partnerim zadné oznameni ve lhuté 45
dnd ode dne, kdy mu byla dorucena
zamyslena Publikace, Smluvni partnefi
se zavazuji pfipomenout Zadavateli
zamysSlené datum Publikace. Smluvni
partnefi nejsou opravnéni publikovat
Publikace bez vyslovného souhlasu
Zadavatele.

“Publication”) at least sixty (60) days
prior to the intended submission or
presentation of the Publication in order to
allow the Sponsor to review it.

7.1.2 If the Sponsor does not notify the

Contracting Partners within 45 days of
the Sponsor’s receipt of the intended
Publication, the Contracting Partners
agree to remind the Sponsor of the
intended date of the Publication. The
Contracting Partners are not allowed to
publish Publications without the explicit
consent of the Sponsor.

7.1.3 Smluvni strany berou na védomi 7.1.3The Contracting Parties acknowledge
a souhlasi, ze v pfipadé and agree that, in case of multi-center
multicentrickych studii se Vysledky studies, Results of the Study are

7.1.4 Zadavatel

Studie publikuji pouze prostfednictvim
koordinace se Zadavatelem za ucelem
kombinovani vysledk( ze vSech center
ucastnicich se Studie. Smluvni partnefi
jsou opravnéni publikovat Vysledky
jejich Centra za podminky, Ze celkové
vysledky nebyly publikovany do 18
mésicu od dokondéeni Studie,
a sou€asné za podminky postupovani
v souladu s podminkami stanovenimi
v tomto ¢lanku.

a Smluvni partnefi se
zavazuji prodiskutovat veskeré rozdily

7.1.4 The Sponsor

published only through coordination with
the Sponsor in order to combine the
results of all centers participating in the
Study. The Contracting Partners may
publish Results of their Centers on the
condition that overall results were not
published within 18 months of the
completion of the Study, subject to the
compliance with the terms set forth in this
Article.

and the Contracting
Partners agree to discuss any difference
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7.1.6 Pokud

v nazorech na zamySleny obsah
Publikace za ucCelem nalezeni FeSeni
uspokojivého pro Zadavatele ipro
Smluvni  partnery. Zadavatel je
opravnén navrhnout jakékoli zmény
Publikace, které odlivodnéné povazuje
za nezbytné pro védecké ucely.
Smluvni partnefi se zavazuji, Ze
implementace takovych doporucenych
zmeén nebude bezdlvodné odmitnuta.

7.1.5 Pokud Ize océekavat, ze takova

Publikace by mohla mit neZadouci
uCinek na zachovani davérnosti
kterékoli z DOvérnych informaci
Zadavatele, Smluvni partnefi se
zavazuji zabranit takové Publikaci,
ledaze predmétna Davérna informace
nemUze byt vymazana z Publikace bez
ujmy védecké spravnosti Publikace.

by Publikace z pohledu
Zadavatele mohla mit nezadouci ucinek
na schopnost ziskat patentovou
ochranu pro  kterykoli  Vynalez,
Zadavatel ma pravo pozadovat odklad
Publikace na pfiméfenou dobu za
ucelem pfipravy apodani zadané
patentové pfihlasky Zadavatelem nebo
jeho jménem, avsak tato doba nesmi
presahnout Sest (6) mésicu od data, kdy
byla Zadavateli Publikace doru¢ena ke
kontrole. Zadavatel ma pravo
pozadovat dalSi odklad Publikace,
pokud patentova pfihlaska byla podana
a pokud pfihlaska s pravem prednosti je
neuplna avramci 1 roku od podani
pfihlasky s pravem pfednosti musi byt
do Zadosti doplnén pfedmét patentové
prihlasky. Vtomto  pfipadé ma
Zadavatel pravo pozadovat odklad
jakékoli Publikace az do doplnéni
pfihlasky s pravem prednosti. Zadavatel
nebude zakazovat Publikaci v pfipadé,
kdy informace, ktera je zpusobila byt
pfedmétem patentové ochrany, byla
z planované Publikace odstranéna.

7.1.7 Smluvni partnefi se zavazuji zahrnout

do kazdé Publikace ustanoveni
informujici, 2ze vytvofeni dat bylo
podpofeno Zadavatelem a sou€asné se
Smluvni partnefi zavazuji informovat

of opinion with regard to the intended
content of the Publication in order to find
a solution satisfactory for the Sponsor
and the Contracting Partners. The
Sponsor may recommend any changes
in the Publication, which the Sponsor
reasonably deems necessary for
scientific purposes. The Contracting
Partners agree that the implementation
of such recommended changes shall not
be unreasonably refused.

7.1.5 If such Publication is expected to have

an adverse effect on the confidentiality of
any of the Sponsor's Confidential
Information, the Contracting Partners
shall prevent such Publication, unless
the Confidential Information can be
deleted from the Publication without
detriment to the scientific correctness of
the Publication.

7.1.6 If the Publication may — in the Sponsor’s

view — have an adverse effect on the
ability to obtain patent protection for any
Invention, the Sponsor may request
adelay of the Publication for
a reasonable period of time in order to
enable the preparation and filing of any
desired patent application by, or on
behalf of, the Sponsor; such period,
however, may not to exceed six (6)
months from the day the Sponsor
received the intended Publication for
review. The Sponsor may request
a further delay of the Publication in the
case that the patent application has been
filed and the priority application is
incomplete and the subject-matter has to
be added to the application during the
priority year. In such a case, the Sponsor
may request a delay of any Publication
until the completion of the priority
application. The Sponsor shall not
prohibit the Publication if the patentable
information was removed from the
planned Publication.

7.1.7 The Contracting Partners agree to

include in every Publication information
that the creation of data was supported
by the Sponsor as well as information
about their involvement in the Study and
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o své mife angazovanosti ve Studii
a prospéchu, ktery jim ze Studie plynul.
Autorstvi auznani za  védecke
publikovani by mély byt v souladu
s Jednotnymi pozadavky na rukopisy
vydanymi  Mezinarodnim  vyborem
redaktort Iékafskych ¢asopisu - ICMJE
(Uniform Requirements for
Manuscripts).

their benefits from the Study. Authorship
and acknowledgements for scientific
publications should be consistent with
the Uniform Requirements for
Manuscripts issued by the International
Committee of Medical Journal Editors
(ICMJE).

7.2 Smluvni partnefi se zavazuji zavazat 7.2 The Contracting Partners agree to
stejnymi povinnostmi a pozadavky na impose the same obligations and
publikovani, které jsou stanoveny v ¢l. requirements for publications as set forth
7.1 také véechny Cleny studijniho tymu. in Article 7.1 on all Study Team

Members.

7.3 Povinnosti stanové v ¢l. 7.1 zlGstanou 7.3 The obligations set forth in Article 7.1
v platnosti dalSich patnact (15) let po shall remain in effect for another fifteen
pred€asném ukonéeni nebo Fadném (15) years after early termination or
uplynuti této Smlouvy. expiration of this Agreement.

7.4 Zadavatel je opravnén zvefejnit 7.4 The Sponsor may publish Results of the
vysledky Studie zpUsobem, ktery uzna Study in any manner it deems
za vhodny, a to jak po celou dobu trvani appropriate, both during, and following
této smlouvy, tak po jejim ukonceni, termination of this Agreement; the
dale je Zadavatel opravnén umistit Sponsor may also post information about
informace o Studii a o Vysledcich na the Study and Results on the Internet,
internet, napr. na stranky e.g. on www.ClinicalTrials.gov (register
www.ClinicalTrials.gov (zvefejnéni posting) and on websites for results
registru) ana stranky pro zvefejnéni posting, on the Sponsor's company
vysledku, na firemni stranky Zadavatele website (register and results posting)
(zvefejnéni registru a vysledku) and in any other database required by
a v kterékoli  databazi vyZadované laws in accordance with applicable
pravnimi predpisy v souladu standards regarding scope, form and
s prislusnymi standardy ve vztahu content.

k rozsahu, formé a obsahu.

7.5 Smluvni partnefi se zavazuji 7.5 The Contracting Partners agree not to
nepublikovat zadné tiskové zpravy nebo publish any press release or any other
jina  vefejnd oznameni o Studii, public announcements about the Study,
Vysledcich Studie a/nebo Hodnoceném Results of the Study and/or the Study
léku bez pFedchoziho pisemného Drug without the Sponsor‘s prior written
souhlasu Zadavatele, s vyjimkou consent, except for justifiably disclosed
opravnéné zvefejnénych a vefejné and publicly available information.
dostupnych informaci.

7.6 Nazev Zadavatele nesmi byt pouzivan 7.6 The name of the Sponsor may not be

v zadném reklamnim Ci jiném materialu
Smluvnich partneri bez prfedchoziho
pisemneho schvaleni Zadavatelem.

Cl. 8 — Odpovédnost a odskodnéni

used in any advertising or any other
material of the Contracting Partners
without the Sponsor's prior written
authorization.

Article 8 — Liability and Indemnity
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8.1.

8.2.

8.2.1

Smluvni partnefi se zavazuji Zadavateli
nahradit ujmu (vCetné ujmy
nemajetkové) vzniklou zduvodu (i)
nedbalostniho nebo umysiného
protipravniho jednani ¢& opomenuti
a/nebo (i) poruseni kterékoli
z povinnosti pfijatych na zakladé této
Smlouvy a Protokolu kterymkoli z nich,
nebo kterymkoli ze zaméstnancl
Centra nebo smluvnich partnerq, jichz
pouziji pro ucely pInéni této Smlouvy.

Zadavatel je Smluvnim partneriim
(Centrum, Hlavni zkouSejici dale
oznacovani jen jako ,OdsSkodiovana
strana“) povinen nahradit ujmu (vCetné
ujmy nemajetkové) v rozsahu, v jakém
je vu€i nim upfislusného soudu
subjektem hodnoceni nebo jinymi
ktomu podle platnych pravnich
predpist opravnénymi osobami
Uspésné uplatnén zejména narok na
nahradu Ujmy na zdravi (v€etné smrti)
vzniklé z divodu uzivani Hodnoceného
léku nebo jakéhokoli vykonu nebo
postupu vykonaného na subjektu
hodnoceni dle pozadavkd Protokolu,
a to za podminky, Ze tato ujma:

nevznikla z divodu, ze Odskodriovana
strana  nejednala vsouladu (a)
s podminkami této Smlouvy; a/nebo (b)
Protokolem;  a/nebo  (c)  vSemi
pfislusnymi pravnimi predpisy
a pravidly  upravujicimi  provadéni
Studie; a/nebo (d) bezpelnostnimi
opatfenimi a pisemnymi pokyny
Zadavatele nebo jeho Propojenych
osob; a/nebo

8.2.2 nevznikla z dOvodu nedbalého nebo

8.2.3 neni

umysiného  protipravniho  jednani/
pochybeni ¢i opomenuti OdSkodriované
strany; a/nebo

piné nahrazena z pojisténi
sjednaného v souladu s pravnimi
predpisy ve prospéch OdSkodnované
strany.

8.3. Dale plati, Z2e pokud vznikne takova
Ujma pouze zcasti z divodu na strané
Odskodniované strany uvedenych v €l.
8.2.1, nebo 8.2.2, Odskodriované
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8.1 The Contracting Partners agree to

8.2

indemnify the Sponsor for any damage
(including  non-pecuniary  damage)
incurred as a result of (i) a negligent or
willful illegal act or omission and/or (ii)
a breach of any obligations assumed
under this Agreement and Protocol by
either of them or any employee of the
Center or contractors used for the
purposes of fulfilment of this Agreement.

The Sponsor shall indemnify the
Contracting Partners (hereinafter the
Center and the Principal Investigator
collectively referred to as the
‘Indemnified Party”) for damage
(including non-pecuniary damage) to the
extent to which atrial subject or any
other wunder law entitled person
successfully claims namely damage to
health (including death) as aresult of
using the Study Drug or any clinical
intervention or procedure required by the
Protocol in a competent court of justice,
provided that such damage:

8.2.1did not arise from the failure of the

Indemnified Party to comply with (a) the
terms of this Agreement; and/or (b) the
Protocol, and/or (c) all applicable laws
and regulations  governing the
performance of the Study, and/or (d)
safety measures and written instructions
of the Sponsor or its Affiliates; and/or

8.2.2does not arise from a negligent or willful

illegal/misconduct act or omission of the
Indemnified Party; and/or

8.2.3 is not fully covered by insurance taken

8.3

out in compliance with applicable laws
for the benefit of the Indemnified Party.

In the case that such damage incurs only
in part due to reasons on the part of the
Indemnified Party as specified in Article
8.2.1 or 8.2.2, the Indemnified Party shall
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8.4

8.4.1

8.4.2

8.4.3

9.1.

strané vznika narok na nahradu djmy
vuci Zadavateli v rozsahu, v jakém se
na vzniku Skody nepodilely davody
uvedené v ¢l. 8.2.1 a/nebo 8.2.2.

Pravo Smluvnich partner(i na nahradu
uimy dle ¢l. 8.2 dale nevznikne
a Zadavatel nebude mit povinnost
nahradu ajmy poskytnout, s vyjimkou
odst. 8.4.3, pouze v rozsahu, ve kterém
bude mit poruSeni nékteré znize
uvedenych povinnosti ze  strany
Smluvnich partnerd negativni vliv na
moznost UspéSné se branit proti
uplatnénému naroku na nahradu ujmy:

Smluvni partnefi se zavazuji pisemné
informovat  Zadavatele o kazdém
naroku a/nebo Zalobé v maximalnim
mozneém rozsahu, jeZ spadaji nebo by
mohly spadat pod tato ustanoveni
o nahradé Ujmy, ato do patnacti (15)
dnd ode dne, kdy se o nich dovédéli,
a soutasné umoznit Zadavateli, aby
schvaloval vSechny ukony a obranu
proti takovému naroku nebo Zalobé
vCetné rozhodovani o jeho urovnani; a

Smluvni partnefi  jsou povinni
spolupracovat se Zadavatelem a jeho
pravnimi zastupci a pojistiteli pfi obrané
proti takovému naroku nebo zalobé,
a zajistit takovou spolupraci také svych
zaméstnancu; a

Smluvni partnefi nesmi uznat ani
urovnat Zadny takovy narok nebo
soudni  fizeni bez  pFedchoziho
pisemného souhlasu Zadavatele.

Cl. 9 — Pojisténi

Zadavatel odpovida za zajisténi pojisténi
pro ucely Studie v souladu s pfislusnymi
pravnimi pfedpisy. Za timto ucelem
Zadavatel prohlasuje, Ze zajistil pojisténi
odpovédnosti Zadavatele a Hlavniho
zkouSejiciho za  Skodu  (vCetné
nemajetkové ujmy, vyjma nemajetkové
ujmy zpusobené poruSenim prav na
ochranu osobnosti €i jména, urazkou na
cti, pomluvou, Sikanou, obté&Zzovanim,
nerovnym zachazenim ¢&i jinymi zpusoby
diskriminace), jehoz prostfednictvim je
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8.4.

8.4.1

84.2 The

be entitled to indemnification from the
Sponsor to the extent to which the
reasons indicated in Article 8.2.1 and/or
8.2.2 did not contribute to the damage.

The Contracting Partners shall not be
entitled to indemnification under Article
8.2 and the Sponsor shall not provide
indemnification, with the exception of
Paragraph 8.4.3, if the Contracting
Partners breach any of the following
obligations and such breach has
a negative impact on the possibility of
successful defense against the lodged
claim:

The Contracting Partners agree to notify
the Sponsor in writing and as much as
possible about a claim and/or lawsuit
that falls or could fall under these
provisions on indemnification within
fifteen (15) days of learning about such
aclaim or lawsuit and to allow the
Sponsor to approve all acts and defense
against such a claim or lawsuit, including
the right to decide on its settlement; and

Contracting Partners  must
cooperate and require its employees to
cooperate, with the Sponsor and its
attorneys and insurers in the defense of
such a claim or lawsuit; and

8.4.4 The Contracting Partners may not

9.1

recognize or settle any such a claim or
lawsuit without a prior written consent
of the Sponsor.

Article 9 — Insurance

The Sponsor shall be responsible for
taking out insurance for the purposes of
the Study in compliance with applicable
legal regulations. For these purposes,
the Sponsor represents and warrants
that it took out insurance of liability of the
Sponsor and the Principal Investigator
for damage (including the non-pecuniary
damage, with the exception of non-
pecuniary damage caused by violation of
personality or name protection rights, by
defamation, slander, bullying,

Strana / Page 33 z/ of 66



zajisténo i odsSkodnéni v pfipadé smrti
subjektu hodnoceni nebo v pfipadé ujmy
vzniklé na zdravi subjektu hodnoceni
v dUsledku provadéni Studie v souladu
s§ 52 odst. 3 pism. f) zakona ¢&.
378/2007 Sb., o léCivech. Pro vylou€eni
pochybnosti  Zadavatel a Smluvni
partnefi prohladuji, Ze pojisténi podle
tohoto odstavce nenahrazuje pojisténi
vztahujici se k aktivitam, které nesouvisi
se Studii, napf. bézné poskytovani
zdravotnich sluzeb.

harassment, unequal treatment or by any
other way of discrimination), including
indemnification in case of death of a trial
subject or damage to health to a trial
subject due to the Study performance
pursuant to Section 52 (3, f) of
Pharmaceuticals Act. No. 378/2007
Coll., In order to eliminate any doubts,
the Sponsor and the Contracting
Partners represent and warrant that this
insurance does not replace insurance
covering activities which are not related
to the Study, e.g. a regular provision of
medical services.

9.2. Centrum (a Hlavni zkouS$ejici tam, kde 9.2 Center (and Principal Investigator where
pojisténi Centra nekryje Hlavniho Center's insurance does not cover
zkouSejiciho) ziska na své vlastni Principal Investigator) shall at its own
naklady abude udrzovat pojisténi expense obtain and maintain insurance

takového typu a vySe, které je pfimérené
k pokryti vSech ztrat, Skod, odpovédnosti
nebo nakladl, za néz nese podle
ustanoveni této Smlouvy odpovédnost
a neucini ani neopomene zadny ukon,
zdalezitost Ci véc, ktera by mohla ohrozit
toto pojisténi & jej ucinit neplatnym.
Centrum (a Hlavni zkou$ejici tam, kde
pojisténi Centra nekryje Hlavniho
zkousejiciho) budou toto pojisténi
udrzovat po dobu trvani této Smlouvy
a po dobu péti (5) let poté a na pozadani
predlozi Zadavateli dikaz o tomto
pojisténi.

Cl. 10 — Ochrana a zpfistupnéni osobnich

udaju

10.1. Smluvni partnefi jsou si védomi, Ze

of a type and amount adequate to cover
all loss, damage, liability or costs in
respect of which it is liable under the
provisions of this Agreement and shall
not do or omit any act, matter or thing
which may prejudice or render such
insurance invalid. Center (and Principal
Investigator where Center’s insurance
does not cover Principal Investigator)
shall maintain such coverage for the
duration of this Agreement and for five
(5) years thereafter and upon request,
provide evidence of such insurance to
the Sponsor.

Article 10 — Personal Data Protection and

Disclosure

10.1 The Contracting Partners understand

Zadavatel nebo treti osoba that the Sponsor or athird party
Zadavatelem povérena budou authorized by the Sponsor shall enter
vkladat Vysledky  Studie  a veSkeré Results of the Study, all reports related

zpravy souvisejici se Studii, zaznamy
o Skolenich v misté provadéni Studie
a vystupy z veSkerych auditl
provadénych Zadavatelem nebo jeho
jménem podle pravidel spravné klinické

to the Study, site-training records and
outcomes of all audits performed by, or
on behalf of, the Sponsor into internal
electronic databases of the Sponsor
and/or third parties authorized by the

praxe Ci inspekci do internich Sponsor in compliance with good clinical
elektronickych databazi Zadavatele practice rules or inspections. As part of
a/nebo tfetich osob  povéfenych such data management, the personal

Zadavatelem. V ramci této spravy dat

data of the Principal Investigator, such as

mohou byt vsouladu s pozadavky first and last name, address and financial

pravidel spravné Kklinické praxe interests according to the Financial

a prislusnych pravnich predpisi na Interests Declaration, as well as the

useku ochrany osobnich  udaja personal data of other employees of the
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10.2.

10.3

10.4

uchovavany, zpracovavany
a pouzivany Zadavatelem, jeho
Propojenymi osobami a povéfenymi

tfetimi stranami osobni udaje Hlavniho
zkousejiciho, jako jsou jméno, pfFijmeni
aadresa, finanéni zajmy podle
Potvrzeni o finan¢nich zajmech, a dale
také osobni Udaje jinych zaméstnancl
Centra, Clenud studijniho tymu a jejich
zaangazovani ve Studii a vystupy
auditt provedenych Zadavatelem podle
pravidel spravné Kklinické praxe Ci
inspekci (dale jen ,Data“) a pravnich
predpisu vztahujicich se k ochrané
osobnich udaju. Zadavatel bude
poskytovat tato Data externim vefejnym
databazim jako je napft. clinicaltrials.gov
a v nezbytném rozsahu na zakladé
pfislusnych pravnich predpist také
organim vefejné moci. Data budou

zpracovavana pro plnéni pravnich
povinnosti Zadavatele a pro
management klinickych  hodnoceni.

Data budou zpracovavana po dobu
neurcitou, nejdéle v8ak do naplnéni
ucelu.

Smluvni partnefi se zavazuji zajistit, ze
do provadéni  Studie  nebudou
zaangazovany zadné fyzické osoby,
dokud tyto osoby neudéli souhlas se
zpracovanim svych osobnich (dajl
v rozsahu dle pfilohy &. 2 této Smlouvy
adokud Smluvni partnefi nezaSlou
tento souhlas Zadavateli.

Smluvni strany se zavazuji neprodlené
a pisemné informovat navzajem
o jakémkoli poruseni ustanoveni
0 bezpeénosti osobnich udaja,
v kazdém pfipadé vSak nejpozdéji do
péti (5) dnu od data takového poruseni.

Smluvni partnefi se zavazuji jednat
v souladu s prislusnymi pravnimi
predpisy na useku ochrany osobnich
udajl, zejména narizenim Evropského
parlamentu a Rady (EU) 2016/679 ze

dne 27. dubna 2016 o ochrané
fyzickych  osob v souvislosti  se
zpracovanim osobnich udaju ao

volném pohybu téchto Udaju a o zruseni
smérnice 95/46/ES (obecné nafizeni
o ochrané osobnich udaju) zakonem
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10.2

Center, Study Team Members and their
involvement in the Study and outcomes
of audits performed by the Sponsor in
compliance with good clinical practice
rules or inspections (hereinafter referred
to as “Data”) and personal data
protection laws may be stored,
processed and used by the Sponsor, its
Affiliates and authorized third parties in
compliance with good clinical practice
rules and applicable personal data
protection laws. The Sponsor shall
provide Data to external public
databases, such as clinicaltrials.gov, as
well as, to the extent necessary under
applicable law, to government
authorities. Data shall be processed for
the purposes of compliance with the
Sponsor’s legal obligations and for the
management of clinical trials. Data shall
be processed for an indefinite period of
time, however, no longer than until the
purpose, for which they are processed, is
fulfilled.

The Contracting Partners agree not to
enroll any natural persons in the Study
until such persons grant their consent to
the processing of their personal data to
the extent specified in Appendix 2 to this
Agreement and until the Contracting
Partners send such consents to the
Sponsor.

10.3 The Contracting Parties undertake to

inform one another in writing about any
breach of personal data protection
provisions  without undue delay;
however, no later than five (5) days
following such breach.

10.4 The Contracting Partners agree to

adhere to applicable personal data
protection laws, especially Regulation
(EU) 2016/679 of the European
Parliament and of the Council of 27 April
2016 on the protection of natural persons
with regard to the processing of personal
data and on the free movement of such
data, and repealing Directive 95/46/EC
(General Data Protection Regulation), the
law regulating personal data processing
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upravujicim zpracovani osobnich udaju
a pfisluSnymi pokyny Statniho ustavu
pro kontrolu léCiv, zejména pokynem
KLH-22, pokud se uplatni.

10.5 Smluvni partnefi se dohodli, ze pfipadné

10.6

and relevant guidelines of the State
Institute for Drugs Control, in particular
guideline KLH-22, if applicable.

10.5 The Contracting Partners agree that if

dalsi povinnosti budou upraveny applicable, further obligations, will be
v samostatné  smlouvé o ochrané regulated into separate data protection
osobnich ddajd se standardnimi agreement with Standard contractual

smluvnimi dolozkami, které jsou k této
Smlouvé pfipojeny pouze jako odkaz.

Pfedavani osobnich (daju. Kazda
Smluvni strana zajisti, aby veSkera
Omezena Predani osobnich udaji na
zakladé této Smlouvy nebo v souvislosti
s ni byla provedena v souladu s GDPR.
Pokud Smluvni partnefi provedou
Omezené Predani osobnich dajl
Zadavateli, Smluvni strany zpracuji
osobni udaje, které jsou predmétem
takového Omezeného Predani,
v souladu s podminkami standardnich
smluvnich dolozek pfipojenych k této
smlouvé jako pfiloha 4. Pro vylou€eni
pochybnosti plati, ze pokud existuje
rozpor mezi podminkami této Smlouvy
a podminkami uvedenymi v pfiloze 4,
budou na zpracovani osobnich udaj(,
které jsou prfedmétem Omezeného
Pfedavani, uplatnény podminky
uvedené v pfiloze 4. Aby se pfedeslo
pochybnostem, ,LOmezenym
pfedavanim“ se rozumi predavani
osobnich udaji ze zemi EHP nebo
v pfipadé puvodu v zemi EHP do zemé
mimo EHP, ktera neni povazovana za
zemi poskytujici ,odpovidajici uroven®

10.6 Transfer of

clauses, attached to this agreement as
reference only.

personal
data. Each Party shall ensure thatall
Restricted Transfers of personal data
made under or in connection with this
Agreement are carried out in compliance
with the GDPR. If Contracting Partners
undertake a Restricted Transfer of
personal data to Sponsor,the Parties
shall process personal datawhich is
subject to such Restricted Transfer in
accordance with the terms of the
Standard Contractual Clauses attached
hereto in Appendix 4. For the avoidance
of doubt, to the extent there is a conflict
between the terms of this Agreement and
the terms of Appendix 4, the terms of
Appendix 4 shall apply to the processing
of personal data which is subject to the
Restricted Transfer. For the avoidance of
doubt, “Restricted Transfer” meansa
transfer of personal data from or which
originated in the EEA to a country outside
of the EEAthat is not considered to
provide an “adequate level” of data
protection by the European Commission
and where such transfer is subject to the

ochrany  Udaji0  apokud takové GDPR. The terms “controller’, “data
pfedavani podléha nafizeni GDPR. subject”, “joint controller’, “personal
Pojmy ,spravce®, ,subjekt udajd“, data”, “personal data breach”,
.Spoleény spravce®, ,osobni udaje, “processor”, “processing”, “supervisory
.poruseni  zabezpeCeni  osobnich authority” shall have the same meanings
udajd“, ,zpracovatel®, ,zpracovani, ascribed to them under the GDPR.

,dozorovy organ“ maji stejny vyznam,
jaky jim byl pfidélen v nafizeni GDPR.

Cl. 11 — Trvani Smlouvy Article 11 — Term of the Agreement
11.1. Tato Smlouva nabyva ucinnosti svym
uvefejnénim v registru smluv a skonci
dnem kdy (a) bude dokon&ena celkova

11.1This Agreement shall come into force
upon its disclosure in the agreements
register and shall end on the day (a) the

zprava o Studii, nebo (b) bude overall Study report is completed or (b)
provedena posledni platba the Sponsor makes its last payment,
Apptus: [ ING—_
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12.1.

12.2.

. Prava

Zadavatelem, pficemz rozhoduijici je ta
z téchto skuteénosti, ktera nastane
pozdégji. Pfedpokladana globalni doba
trvani klinického hodnoceni je od
podpisu této smlouvy Listopadu 2023..
Pfipadna odchylka skuteéné doby trvani
od pfedpokladané  doby  trvani
presahujici tuto dobu ovice nez 6
meésicu, ktera ovlivni Centrum a/nebo
ZkousSejiciho se souhlasem protokolu,
vyzaduje zménu této smlouvy ve formé
pisemného dodatku.

a povinnosti Zadavatele,
a Smluvnich partnert stanovené v této
Smlouvé, které sohledem na svou
povahu maji pretrvat i po skonceni této
Smlouvy (vCetné prav s ohledem na

vlastnictvi, Vynalezy, zachovavani
mi€enlivosti, publikace, protikorup&nich
ustanoveni, odpovédnosti

a odskodnéni), zUstavaiji v platnosti i po
skonceni nebo spinéni této Smlouvy.

Cl. 12 — Ukonéeni

Bez ohledu na jakékoli jiné pravo
ukonéit tuto Smlouvu, jez mulze byt
stanoveno vtéto Smlouvé anebo
vyplyva z obecné zavaznych pravnich
predpisli, Zadavatel ma pravo ukongit
tuto Smlouvu kdykoli ibez uvedeni
davodu na zakladé vypoveédi
s tficetidenni (30) vypovédni Ihdtou.
Ihned po doru€eni vypovédi této
Smlouvy na zakladé kteréhokoli
ustanoveni této Smlouvy, se Centrum
a Hlavni zkouS$ejici zavazuiji (i) zastavit
nabor a zafazovani subjektl hodnoceni
do Studie, (ii) zastavit provadéni
veSkerych postupl, ujiz zafazenych
subjektd hodnoceni, a to v mife, v jaké
to dovoluje Iékafské hledisko, a (iii)
zdrzet se v maximalni mozné mife
vytvareni dalSich nakladu a vydaja.

Smluvni partnefi , kazdy z nich, maji
pravo ukongit tuto Smlouvu
s okamzitym u€inkem formou vypovédi
doruéené druhé smluvni strané
v pfipadé, ze provadéni Studie v Centru
musi byt ukon&eno z lIékafskych anebo
etickych duvodd. Ukoncéeni Smlouvy
Smluvnimi partnery dle pfedchozi véty
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11.2The

12.1

whichever occurs later. The estimated
Study global completion date is
approximately till November 2023. Any
diversion from the estimated duration of
the Study exceeding 6 months,
impacting Center and/or Investiagotr with
protocol assements will require a written
amendment to this Agreement.

rights and obligations of the
Sponsor, and the Contracting Partners
that are set forth in this Agreement and
by nature are to survive this Agreement
(including, without limitation, rights with
respect to ownership, Inventions,
confidentiality, publication, anti-bribery,
liability and indemnification) shall remain
in effect even after this Agreement is
terminated or completely performed.

Article 12 — Termination

Notwithstanding any other termination
right set forth in this Agreement or in the
applicable generally binding legal
regulations, the Sponsor reserves the
right to terminate this Agreement at any
time without cause based on thirty-day
notice. Immediately upon receipt of the
notice based on any provision of this
Agreement, the Center and the Principal
Investigator agree to (i) cease recruiting
and enrolling trial subjects in the Study,
(i) cease all procedures to the extent
medically permissible on trial subjects
already enrolled in the Study and (iii)
refrain as much as possible from
incurring additional costs and expenses.

12.2 The Contracting Partners each have the

right to terminate this Agreement with
immediate effect by giving written notice
to the other party in the case that the
Study at the Center needs to be
terminated due to medical or ethical
reasons. The Principal Investigator must
consult termination of this Agreement by
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12.3.

12.4

je Hlavni zkouSejici povinen pfedem
prokonzultovat se Zadavatelem. Aniz je
tim dotéeno pfedchozi ustanoveni,
v pfipadé kritickych nebo dulezitych
zjisténi v ramci auditu nebo inspekce
tykajicich se spravné Kklinické praxe,
farmakovigilance nebo regulatornich
zalezitosti, praxe nebo postupu, které
maji  nepfiznivy vliv na prava,
bezpe€nost, nebo blaho subjektl
hodnoceni anebo  které  mohou
predstavovat potencialni riziko pro
vefejné zdravi anebo které mohou mit
za nasledek nepfijatelnost dat ze Studie
anebo které pfedstavuji vazné poruseni
prislusnych pravnich predpisu
a pravidel, ma Zadavatel pravo (podle
své volby) sokamzitym ucinkem
doCasné zastavit nabor subjektl
hodnoceni, dokud nebudou pfedmétna
zjisténi  zcela  posouzena  nebo
s okamzZitym ucinkem ukonCit tuto
Smlouvu.

V pfipadé, ze kterékoli z povoleni C&i
souhlasu nezbytnych pro provadéni
Studie je (i) skoneCnou platnosti
zamitnuto anebo (ii) zruseno, skondi
tato Smlouva automaticky dnem

doruceni oznameni (rozhodnuti)
o takovém koneéném zamitnuti i
zruseni.

Pokud se Zadavatel odivodnéné

domniva, ze Smluvni partnefi nebudou
schopni zacit nabor anebo splnit svoje
povinnosti tykajici se naboru v ramci
sjednané Ihity, ma Zadavatel- pravo na
zakladé oznameni doru€eného
Smluvnim partnerim (a) s okamzitym
uCinkem  snizit  poCet  subjektl
hodnoceni, jez maji byt zafazeni do
Studie; anebo (b) prodlouzit dobu
naboru; anebo (c) ukongit tuto Smlouvu
vypovédi. Dle pismene c¢) mulze
Zadavatel vypovédét Smlouvu
s okamzitym ucCinkem, avSak pouze
pokud pfedem pisemné upozornil
Smluvni partnery na jejich prodleni
s naborem subjektu hodnoceni
a pozadal je onapravu v dodatecné
pfiméfené lhuté, kterou jim za timto
ucéelem stanovi, a Smluvni partnefi ani
v takové dodate¢né Ihuaté napravu
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the Contracting Partners under the
previous sentence with the Sponsor
beforehand. Without prejudice to the
foregoing, in the event of critical or
important findings from an audit or
inspection related to good clinical
practice, pharmacovigilance or
regulatory matters, practice or procedure
that have a negative impact on the rights,
safety or well-being of trial subjects or
that may pose a potential risk to public
health or that may render Study data
inadmissible or that seriously violate
applicable legal regulation and rules, the
Sponsor reserves the right (at its own
discretion) to temporarily stop the
recruitment of trial subjects with
immediate effect until the relevant
findings are fully assessed or to
terminate this Agreement with immediate
effect.

12.3 In the case that any authorization or

consent necessary for the performance
of the Study is (i) finally rejected or (ii)
withdrawn, this Agreement shall be
automatically terminated on the day of
receipt of notification (decision) of such
final rejection or withdrawal.

12.4 In the case that the Sponsor reasonably

believes that the Contracting Partners
shall be unable to start recruitment or to
fulfil their recruitment obligations by the
agreed deadline, the Sponsor/- shall
have the right, by sending written notice
to the Contracting Partners, to (a)
decrease with immediate effect the
number of trial subjects to be recruited;
or (b) extend the recruitment deadline; or
(c) terminate this Agreement. According
to (c), the Sponsor may terminate this
Agreement with immediate effect,
provided that the Sponsor informed the
Contracting Partners about their delay
with recruiting trial subjects in writing
beforehand and asked them to remedy
this delay within an additional reasonable
time-limit and the Contracting Partners
failed to remedy this delay within such
additional reasonable time-limit.
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12.5

12.6

neudini.

V pfipadé, Ze Zadavatel neschvali
nového Hlavniho zkousejiciho podle ¢l.
2.27 anebo tento novy hlavni zkouSejici
se pisemné nezavaze k povinnostem
dle této Smlouvy, je Zadavatel opravnén
tuto Smlouvu ukongit vypovédi ke dni
doruceni vypovédi Centru.

V pfipadé, Ze béhem auditu nebo
inspekce dozorovych organd bude
zjisténo poruSeni ustanoveni této
Smlouvy nebo Protokolu ze strany
Centra nebo Hlavniho zkouSejiciho
(nebo nedodrzeni ustanoveni této
Smlouvy ze strany kteréhokoli jiného
Clena studijniho tymu), ma Zadavatel

pravo tuto  Smlouvu  vypovédét
s okamzitou ucinnosti.
12.7 Zadavatel je povinen uhradit vSechny

dluzné c&astky za fadné poskytnuté
sluzby Smluvnimi partnery na zakladé
této Smlouvy a naklady, které jim
oduvodnéné vznikly, ke dni doru€eni
vypovédi anebo v pfipadé skonceni této
Smlouvy dle ¢l. 12.1 k poslednimu dni
vypovédni lhaty anebo v pfipadé
skonceni této Smlouvy dle ¢l. 12.3 ke
dni doruceni tam uvedeného
kone&ného zamitnuti. Pokud Centrum
prokazatelné obdrzelo vysSi Castky
odmény a nakladd, na néz mu podle
skuteéné provedenych cinnosti vznikl
narok vsouladu stouto Smlouvou,
Centrum se pfisluSny rozdil zavazuje
zaplatit zpét Zadavateli bez zbyte€ného
odkladu. Zadavatel je povinen uplatnit
pravo na vraceni pieplatku nejpozdé;ji
do 2 mésicu ode dne uskute¢néni platby
dle této smiouvy.

12.8 Pfi skon&eni Smlouvy se Smluvni
partnefi zavazuji vratit Zadavateli
vesSkery  nespotfebovany  material

a pfedméty, jez jim byly poskytnuty
v souvislosti se Studii, ato nejpozdéji
do ftficeti (30) pracovnich dni od data
ukonc€eni skon&eni Smlouvy.

Cl. 13 — Ruzna ustanoveni
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12.5 In the case that the Sponsor does not

approve anew Principal Investigator
pursuant to Article 2.27 or anew
Principal Investigator does not accept in
writing the obligations under this
Agreement, the Sponsor may terminate
this Agreement as of the day of delivery
of the termination notice to the Center.

12.6 In the case that an audit or inspection of

supervising authorities discovers
a breach of this Agreement or the
Protocol on the part of the Center or the
Principal Investigator (or failure by any
Study Team Members to observe the
provisions of this Agreement), the
Sponsor shall have the right to terminate
this Agreement with immediate effect.

12.7 The Sponsor must pay all outstanding

amounts for the services properly
provided by the Contracting Partners
based on this Agreement and all
reasonably incurred costs, as of the day
of receipt of the notice or, in the case that
this Agreement is terminated pursuant to
Article 12.1, as of the last day of the
termination period or, in the case that this
Agreement is terminated pursuant to
Article 12.3, as of the day of receipt of the
final rejection. In the case that the Center
provably received higher payments than
the payments due according to the work
actually performed based on this
Agreement, the Center shall refund the
balance to the Sponsor without undue
delay. Sponsor is obliged to exercise the
right to reimbursement of the
overpayment no later than 2 months from
the date of payment under this
Agreement.

12.8 Upon termination of this Agreement, the

Contracting Partners shall return to the
Sponsor all unused materials and items
provided to the Contracting Partners in
relation to the Study within thirty (30)
working days of the day of termination of
this Agreement.

Article 13 — Miscellaneous
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13.1

13.2

Uzavfeni této Smlouvy neni podminéno
Zzadnym  existujicim ¢i  budoucim
obchodnim vztahem mezi Smluvnimi
partnery a Zadavatelem ani na zadném
obchodnim rozhodnuti, které Smluvni
partnefi ucinili anebo udini  vUCi
Zadavateli nebo vyrobkum
obchodovanym Zadavatelem.

Smluvni strany se zavazuji plnit svoje
povinnosti na zakladé této Smlouvy
zpusobem, ktery bude v souladu
s pFisludnymi pravnimi predpisy
zaméfenymi proti korupci a uplaceni,
smluvnim partnerdm je znamo, Zze
Zadavatel je povinen se fidit pfislusnymi
zdkony v€etné napfiklad zakona
o korupénich  praktikach v zahranici
(Foreign Corrupt Practices Act, FCPA)
a britského zakona o korupci (Bribery
Act) (dale oznaCované jako
LProtikorupéni zakony"). Smluvni
partnefi  zavazné  prohladuji, Ze
v souvislosti se Studii neposkytli ani
neposkytnou zadnou platbu ani
prospéch, pfimo ¢&i nepfimo, ufedni
0osobé, zakaznikam, obchodnim
partnerim, odbornikim ve zdravotnictvi
ani zadné jiné osobé za ucelem zajisténi
nepatficného prospéchu nebo nekalé
obchodni vyhody, nebudou ovliviiovat
rozhodovani v soukromé ani vefejné

sféfe, predepisovani, ani nebudou
nikoho podnécovat k porusovani
profesnich  povinnosti & pravidel.
Smluvni partnefi se zavazuji

neprodlené v pisemné podobé nahlasit
Zadavateli kazdé podezfeni &i zjisténé
poruseni vySe uvedenych zasad
v souvislosti s obchodni cinnosti
Zadavatele, o kterych se dozvi, a budou
v takovych pfipadech spolupracovat se
Zadavatelem pfi proSetieni takové
zélezitosti. Centrum ani Zadny z,
fediteld, vedoucich pracovniku,
zameéstnancu, subdodavatelt Gi
zprostfedkovateld (pficemz vSechny
vySe uvedené osoby, jsou spole¢né
dale oznaCovany jako ,Zastupci)
nepodnikly zadné kroky, které by pfimo
¢i nepfimo mohly vést Kk poruseni
Protikorupénich  zakonl.  Centrum
a Zastupci Centra provadéli a budou
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13.1 The conclusion of this Agreement is

not contingent on any existing or future
business relationship between the
Sponsor and the Contracting Partners or
on any business decision that the
Contracting Partners made or shall make
with respect to the Sponsor or the
products sold by the Sponsor.

13.3 The Contracting Parties agree to

perform their obligations under this
Agreement in compliance with applicable
anti-bribery and anti-corruption laws, the
Contracting Parties are aware that the
Sponsor are obliged to comply with the
relevant laws including without limitation,
the Foreign Corrupt Practices Act (FCPA)
and UK Bribery Act (“Anticorruption
Laws”). The Contracting Partners
represent and warrant that in connection
with the Study they did not provide and
shall not provide any payment or benefit,
directly or indirectly, to government
officials, customers, business partners,
healthcare professionals or any other
persons in order to secure an improper
benefit or unfair business advantage,
shall not influence private or official
decision-making, shall not influence
prescribing and shall not instigate anyone
to breach professional duties or rules.
The Contracting Partners agree to
immediately report to the Sponsor in
writing any suspected or detected
violation of the above principles in
connection with the Sponsor’s business
activity, of which they will learn, and, in
such cases, shall cooperate with the
Sponsor in reviewing the matter. Center
or any of its directors, officers,
employees, subcontractors or agents (all
of the foregoing, including affiliates
collectively, “Institution
Representatives”) has not taken any
action, directly or indirectly, that would
result in a violation of the Anticorruption
Laws. The Center and Center
Representatives have conducted and will
conduct their businesses in compliance
with the Anticorruption Laws. Center has
and will have necessary procedures in
place to prevent bribery and corrupt
conduct by Center Representatives.
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13.3

13.5

13.6

13.7

provadét svou obchodni &innost Sponsor may terminate this Agreement
v souladu s Protikorup&nimi  zakony. with immediate effect for any violation of
Centrum zavedlo azavede opatieni Anti-Corruption Laws.

potfebna k prevenci korupce

a korupéniho jednani na strané

Zastupcl Centra Zadavatel muze

vypovédét tuto Smlouvu s okamzitym
ucinkem, dojde-li k poruseni
Protikorup¢nich zakonu.

Smluvni strany prohlasuji, ze nemaji
v souasné dobé uzavienou Zadnou
smlouvu &i zavazek, jejichZz plnéni by
negativné ovlivnilo plnéni povinnosti
viéi Zadavateli, na zakladé této
smlouvy a souCasné se zavazuji po
celou dobu prabéhu  klinického
hodnoceni Studie Zadnou takovou
smlouvu neuzavfit ani Zadny takovy
zavazek nepfijmout. Hlavni zkouSejici
ruci za to, Ze zadny z Clend studijniho
tymu nema v soucasné dobé uzavienou
Zadnou takovou smlouvu, a zavazuje se
zajistit, Zze Zzadny z Clen(i studijniho
tymu takovou smlouvu neuzavie.

Tato Smlouva obsahuje Uplné ujednani
o pfedmétu Smlouvy a vSech
nalezitostech, které smluvni strany mély
achtély ve Smlouvé ujednat, a které
povazuji za dulezité. Soucasné smluvni
strany prohlasuji, Zze si navzajem sdélily
vSechny informace, které povazuji za
dilezité a podstatné pro uzavreni této
Smiouvy.

Smluvni strany si nepfeji, aby nad
ramec vyslovnych ustanoveni této

13.4 The Contracting Partners represent and

warrant that they are not presently under
any agreement or obligation that would
negatively affect the performance of their
obligations with respect to the Sponsor
based on this Agreement and agree not
to enter into any such agreement or
accept any such obligation in the course
of the Study. The Principal Investigator
warrants that no Study Team Member is
presently under any such agreement and
agrees to ensure that no Study Team
Member shall enter into any such
agreement.

13.5 This Agreement represents an entire

agreement about the subject-matter
hereof and all matters that the
Contracting Parties were and wished to
negotiate herein and consider important.
The Contracting Parties represent and
warrant that they provided to each other
all information they consider important
and substantial for entering into this
Agreement.

13.6 The Contracting Parties do not wish to

have any of their rights and obligations

Smlouvy byla  jakakoliv prava implied from current or future practice
a povinnosti smluvnich stran established between them or from
dovozovany zdosavadni ¢&i budouci usages observed in general or in the

praxe zavedené mezi nimi &i ze
zvyklosti zachovavanych obecné Ci
v odvétvi tykajicim se pfedmétu pInéni
této Smilouvy.

Kazda ze smluvnich stran jedna jako
nezavisly subjekt a prozadné ucely
neni v postaveni partnera,
zprostifedkovatele ani zastupce druhé
smluvni strany.

industry related the subject-matter of this
Agreement, unless explicitly agreed in
the Agreement.

13.7 Each Contracting Party shall act as an

independent entity and shall not be
construed for any purposes as a partner,
agent or representative to the other
Contracting Party.

13.8 Zadavatel ma pravo postoupit tuto 13.8 The Sponsor shall have the right to
Smlouvu zcela anebo z€asti na assign this Agreement, in whole or in
Apptus: [ ING—_
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13.9

kteroukoli ze svych Propojenych osob,
o tom je povinen bezodkladné pisemné
informovat  Smluvni  partneryKromé
vySe uvedeného Smluvni partnefi
nemohou postoupit sva prava nebo
povinnosti vyplyvajici z této Smlouvy
zcela ani z¢asti na ftreti stranu bez
predchoziho pisemného  souhlasu
Zadavatele. Tato Smlouva zavazuje jeji
jednotlivé smluvni strany, jakoz ijejich
pravni nastupce a osoby, na néz budou
prava azavazky smluvnich stran
v souladu s timto ¢lankem postoupené.

Neplatnost nebo nevymahatelnost
konkrétniho ustanoveni této Smlouvy
nema vliv na platnost ostatnich
ustanoveni. Smluvni strany se zavazuji
nahradit neplatné anevymahatelné
ustanoveni platnym a vymahatelnym
ustanovenim, podle potfeby, jimz bude
CO mozna nejblize dosazeno umyslu,
jez strany mély v dobé uzavieni této
Smlouvy.

13.10Jednostranné vzdani se prava anebo

micky dany souhlas anebo neuspésné
dovolani se poruSeni kteréhokoli
ustanoveni této Smlouvy smluvni
stranou nezaklada jednostranné vzdani
se prava Vv souvislosti s jakymkoli
naslednym  poruSenim  kteréhokoli
ustanoveni této Smlouvy.

Pokud neni v této smlouvé dohodnuto

jinak, povazuje se za kontaktni osobu
Centra NN, NN

13.12Smluvni strany se dohodly, Ze tato

Smlouva muze byt s dale uvedenou
vyjimkou ménéna pouze pisemné
prostfednictvim vzestupné cislovanych
dodatk(l podepsanych v§emi smluvnimi
stranami. Smluvni strany nemusi
uzavirat dodatek ktéto Smlouvé
v pfipadé tzv. nepodstatnych zmén
Protokolu.  Nepodstatnou  zménou
Protokolu se pfitom rozumi takova
zmeéna Protokolu, ktera neméni rozsah
Ci zplUsob provadéni ukonu (zejména
vySetfeni) provadénych  Smluvnimi
partnery vramci Studie anema tedy
jakykoli vliv na vySi odmény za
provadéni Studie &i jiné ceny uvedené

13.10 A unilateral

part, to any of its Affiliates, of which fact
the Contract Partners must be informed
by the Sponsor immediately. Save for the
foregoing, Contracting partners may not
assign their rights or obligations under
this Agreement, in whole or in part, to
a third party without the prior written
consent of the Sponsor. This Agreement
is binding for all Parties as well as their
legal successors and parties to which the
rights and obligations of the Contracting
Parties shall be assigned in compliance
with this Article.

13.9 The invalidity or unenforceability of

a particular provision of this Agreement
shall not prejudice the validity of the
remaining provisions. The Contracting
Parties agree to replace the invalid or
unenforceable provision with a valid or
enforceable  provision that shall
correspond as much as possible to the
intent of the Parties at the time they
entered into this Agreement.

waiver of aright or
acquiescence or failure to claim a breach
of any provision of this Agreement by
either Contracting Party shall not
establish a unilateral waiver of such right
with respect to any subsequent breach of
any provision of this Agreement.

13.11 Unless otherwise agreed in this

Agreement, the Center’s contact person
shall be || EGIN

13.12 The Contracting Parties have agreed

that this Agreement may be changed,
excluding the exception mentioned
below, only through written consecutively
numbered amendments signed by all
Contracting Parties. The Contracting
Parties are not obliged to execute an
amendment to this Agreement in case of
so-called minor changes in the Protocol.
A minor change in the Protocol means
a change in the Protocol that does not
change the scope or manner of
procedures (in particular examination)
performed by the Contracting Partners
as part of the Study and has no impact
on remuneration for performing the
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vtéto Smlouvé. Nepodstatné zmény
Protokolu jsou Uuc€inné dnem jejich
doruceni Centru.

13.13Tato Smlouva je vytvofena afidi se

Ceskym pravem bez ohledu na
ustanoveni jeho koliznich norem.
Smluvni strany se dohodly, Ze veskeré
spory vzniklé ztéto Smlouvy budou
feSeny vécné a mistné pfislusSnymi
soudy Ceské republiky.

13.14Tato Smlouva je sepsana v Ceském

a anglickém jazyce a smluvni strany
povazuji obé jazykové verze za
rovnocenne, avSak pro pfipad
vykladovych nesrovnalosti mezi
jednotlivymi verzemi se smluvni strany
dohodly, Ze pfednost ma Ceska verze
Smlouvy. Tato Smlouva a vSechny jeji
pfilohy pfedstavuji Uplnou dohodu
smluvnich  stran o pfedmétu této
Smiouvy.

13.15 Smluvni strany se dohodly, Ze v rozsahu,

v jakém je to pozadovano pfislusnymi
pravnimi predpisy, zejména zakonem
Ceské republiky & 340/2015 Sb.,0
registru smluv, bude tato Smlouva i jeji
pfipadné dodatky uvefejnéna ve
vefejném registru smluv. Centrum
uvefejni verzi této Smlouvy, kterou mu za
timto uCelem pfipravi a poskytne
Zadavatel nejpozdéji v den podpisu této
Smlouvy, a to v strojové Citelném formatu
v elektronické podobé& zaslanim na
emailovou adresu :
Smlouva nabyva platnosti dnem podpisu
smluvnimi stranami a ucinnosti dnem
uverejnéni v registru smiuv.
Pfedpokladana celkova vySe odmény za
provedeni sluzeb za maximalni pocet
pacientl, ktefi absolvuji vSechny
navstévy dle protokolu Cini 184 559 K¢.

Study or on any other prices specified in
this Agreement. Minor changes in the
Protocol shall come into effect on the day
of their delivery to the Center.

13.13 This Agreement is construed and

governed by the Czech law, regardless
of the provisions of its collision norms.
The Contracting Parties have agreed
that any dispute arising from this
Agreement shall be decided by
materially and locally competent courts
of the Czech Republic.

13.14 This Agreement is executed in

the Czech and English languages and
the Contracting Parties consider both
language versions to be equivalent, but in
the case of discrepancies in definitions
between individual versions,
the Contracting Parties agree that
the Czech version of the Agreement shall
prevail. This Agreement and all annexes
hereto constitute the entire agreement
between the Contracting Parties
concerning the subject matter hereof.

13.15. Contracting Parties agree that, to the

extent required by applicable law, in
particular the Act of the Czech Republic
No. 340/2015 Coll., on the Register of
Contracts, this Agreement and any
amendments thereto shall be published
in the public Register of Contracts.
The Centre will publish the version of this
Agreement, which will be prepared for
this purpose and provided by the
Sponsor no later than on the day of
signing this Agreement, in machine-
readable format in electronic form by
sendin to the email address
h. The Agreement
comes into force on the day of its
signature by the Contracting Parties and
becomes effective on the day of its
publication in the Register of Contracts.
The estimated total amount  of
remuneration for the performance of
services for the maximum number of
patients who complete all Vvisits
according to the Protocol is 184 559 KC¢.

13. 16 VYSSi MOC. Zadna ze Smluvnich 13. 16 FORCE MAJEURE. No Party will be in
stran nebude podle této Smiouvy default under this Agreement for a delay
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v prodleni s plnénim nebo neplnénim
povinnosti podle této Smlouvy, pokud
k takovému prodleni nebo neplnéni
dojde kvuli okolnostem mimo pfiméfenou
kontrolu (v€etné veSkerych bozich
zasahu, statnich krokd, nehod, stavek,
terorismu, bioterorismu, pandemie,
nedostatku produktli, uzavieni nebo jiné
formy protestni akce) a pokud o nich byly
dal§i smluvni strany ihned informovany
(dale jako ,VysSi moc®). Pokud VysSi
moc trva déle nez ftficet (30) dnu, pak
Smluvni strany mohou zahajit rozhovor
s cilem zmirnit jeji dopady a pokud
mozno se dohodnout na takovych
alternativnich opatienich, ktera mohou
byt za danych okolnosti pfiméfena.
Smluvni strana odvolavajici se na Vyssi
moc bude druhou stranu pisemné co
nejdfive informovat o okolnostech Vyssi
moci a svych mozZnostech k obnoveni
Cinnosti. Smluvni strana odvolavajici se
na VysSi moc také poskytne druhé
Smluvni strané pisemné oznameni
odatu, kdy obnovi ¢&innost, nebo
0 nemoznosti obnovit svou &innost.

Cl. 14 - Pfilohy

in performing or failure to perform
obligations under this Agreement if such
delay or failure results  from
circumstances outside its reasonable
control (including any act of God,
governmental action, accident, strike,
terrorism, bioterrorism, pandemia, lack of
product, lock-out or other form of
industrial action) promptly notified to the
other Parties (“Force Majeure”). If
a Force Majeure persists for more than
thirty (30) days, then the Parties may
enter into discussions with aview to
alleviating its effects and, if possible,
agreeing on such alternative
arrangements as may be reasonable
under the circumstances. The Party
claiming Force Majeure shall notify the
other Party in writing as soon as possible
of the circumstances of Force Majeure
and its potential date to resume
activities. The Force Majeure Party shall
also provide the other Party with written
notice of the date it resume activities or
its inability to resume activities.

Article 14 — Appendices

Nasledujici pFilohy tvofi nedilnou souc€ast této The following Appendices constitute an
Smlouvy, nestanovi-li tato Smlouva jinak: integral part of this Agreement, unless set
forth otherwise herein:

Pfiloha €. 1: Rozpocet a platebni podminky Appendix 1: Budget and Payment Terms
Pfiloha €. 2: Standardni smluvni dolozky Appendix 2: Standard Contractual Clauses

Zadavatel / Sponsor

Misto / Place
Datum / Date:

Jmeéno a pfijmeni / First and last name:
Funkce / Position:

Centrum / Center
Misto /
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Pfiloha €. 2

Appendix 2

STANDARDNIi SMLUVNi DOLOZKY

STANDARD CONTRACTUAL CLAUSES

MODULY 1A 4 MODULES 1 AND 4
ODDIL | SECTION |
Dolozka 1 Clause 1

Uéel a rozsah

Purpose and scope

(a) Ugelem téchto standardnich smluvnich
dolozek je zajistit dodrzovani pozadavk( nafizeni
Evropského parlamentu a Rady (EU) 2016/679 ze dne
27. dubna 2016 o ochrané fyzickych osob v souvislosti
se zpracovanim osobnich Udaju a o volném pohybu
téchto udajl (obecné nafizeni o ochrané osobnich
Udaji — GDPR)' pro pfedavani osobnich daju do treti
zeme.

(a) The purpose of these standard
contractual clauses is to ensure compliance with the
requirements of Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April
2016 on the protection of natural persons with regard
to the processing of personal data and on the free
movement of such data (General Data Protection
Regulation)? for the transfer of personal data to a third
country.

(b) Strany:

(b) The Parties:

(i) fyzicka/é nebo pravnicka/é osoba/osoby,
organ/organy vefejné moci, agenturaly nebo jiny/é
subjekt/y (dale jen ,subjekt/y) prevadéjici osobni
Udaje, jak je uvedeno v pfiloze I.A. (dale jen ,vyvozce
udajd”) a

(i) the natural or legal person(s), public
authority/ies, agencyl/ies or other bodyl/ies (hereinafter
“entity/ies”) transferring the personal data, as listed in
Annex |.A. (hereinafter each “data exporter”), and

(i) subjekt/y ve treti zemi, které obdrzi
osobni Udaje od vyvozce Udaji pfimo nebo nepfimo
prostfednictvim jiného subjektu, rovnéz smluvni strany
téchto dolozZek, jak je uvedeno v pfiloze I.A. (dale jen
~,dovozce udaji“),

(i) the entity/ies in a third country receiving
the personal data from the data exporter, directly or
indirectly via another entity also Party to these Clauses,
as listed in Annex I.A. (hereinafter each “data
importer”),

souhlasily s témito standardnimi smluvnimi dolozkami
(dale jen: ,dolozky").

have agreed to these standard contractual clauses
(hereinafter: “Clauses”).

(c) Tyto dolozky se vztahuji na pfedavani
osobnich udajl, jak je uvedeno v pfiloze 1.B.

(c) These Clauses apply with respect to the
transfer of personal data as specified in Annex |.B.

(d) Dodatek ktémto dolozkam, obsahujici
pfilohy v ni uvedené, tvofi nedilnou soucéast téchto
doloZek.

(d) The Appendix to these Clauses
containing the Annexes referred to therein forms an
integral part of these Clauses.

1 Pokud je vyvozce udajti zpracovatelem podléhajicim natizeni (EU) 2016/679, ktery jedna jménem organu nebo
subjektu Unie jako spravce, spoléhani se na tyto dolozky pfi zapojeni jiného zpracovatele (dil¢iho zpracovani), ktery
nepodléha natizeni (EU) 2016/679, rovnéz zajistuje soulad s ¢l. 29 odst. 4 nafizeni Evropského parlamentu a Rady (EU)

2018/1725 ze dne 23. fijna 2018 o ochrané fyzickych osob v souvislosti se zpracovanim osobnich idaji organy Unie, organy,
institucemi a agenturami a o volném pohybu téchto idaji a o zruseni natizeni (ES) ¢. 45/2001 a rozhodnuti ¢. 1247/2002/ES
(Ut vést. L 295, 21. 11. 2018, s. 39), v rozsahu, v jakém jsou tyto dolozky a povinnosti v oblasti ochrany tidajd stanovené ve
smlouve nebo jiném pravnim aktu mezi spravcem a zpracovatelem podle ¢l. 29 odst. 3 natfizeni (EU) 2018/1725 sladény. To
plati zejména v pripade, kdy spravce a zpracovatel spoléhaji na standardni smluvni dolozky uvedené v rozhodnuti 2021/915.
2 Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union institution
or body as controller, reliance on these Clauses when engaging another processor (sub-processing) not subject to Regulation
(EU) 2016/679 also ensures compliance with Article 29(4) of Regulation (EU) 2018/1725 of the European Parliament and of
the Council of 23 October 2018 on the protection of natural persons with regard to the processing of personal data by the
Union institutions, bodies, offices and agencies and on the free movement of such data, and repealing Regulation (EC) No
45/2001 and Decision No 1247/2002/EC (OJ L 295 o 21.11.2018, p. 39), to the extent these Clauses and the data protection
obligations as set out in the contract or other legal act between the controller and the processor pursuant to Article 29(3) of
Regulation (EU) 2018/1725 are aligned. This will in particular be the case where the controller and processor rely on the
standard contractual clauses included in Decision 2021/915.
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Dolozka 2

Clause 2

Uéinek a neménnost dolozek

Effect and invariability of the Clauses

(a) Tyto dolozky stanovi vhodna ochranna
opatfeni, v€éetné vymahatelnych prav subjektu udaja
a ucinnych opravnych prostfedkt, podle ¢&l. 46 odst. 1
acl. 46 odst. 2 pism. c) nafizeni (EU) 2016/679
apokud jde o pfedavani udaju od spravcu ke
zpracovatellm a/nebo od  zpracovatell ke
zpracovatellm, standardni smluvni dolozky podle ¢l.
28 odst. 7 nafizeni (EU) 2016/679, za predpokladu, ze
nejsou upraveny, s vyjimkou vybéru
pfislusného/pfislusnych modulu/i nebo doplnéni Gi
aktualizace informaci v pfiloze. To nebrani smluvnim
stranam, aby do $ir§i smlouvy zahrnuly standardni
smluvni dolozky uvedené v téchto dolozkach a/nebo
doplnily dalSi doloZky nebo dodatecné zaruky, pokud
nejsou pfimo i nepfimo v rozporu s témito doloZkami
nebo se nedotykaji zakladnich prav ¢i svobod subjektd
udaja.

(a) These Clauses set out appropriate
safeguards, including enforceable data subject rights
and effective legal remedies, pursuant to Article 46(1)
and Article 46 (2)(c) of Regulation (EU) 2016/679 and,
with respect to data transfers from controllers to
processors and/or processors to processors, standard
contractual clauses pursuant to Article 28(7) of
Regulation (EU) 2016/679, provided they are not
modified, except to select the appropriate Module(s) or
to add or update information in the Appendix. This does
not prevent the Parties from including the standard
contractual clauses laid down in these Clauses in
a wider contract and/or to add other clauses or
additional safeguards, provided that they do not
contradict, directly or indirectly, these Clauses or
prejudice the fundamental rights or freedoms of data
subjects.

(b) Témito dolozkami nejsou dotéeny
povinnosti, kterym vyvozce Udaji podléha na zakladé
nafizeni (EU) 2016/679.

(b) These Clauses are without prejudice to
obligations to which the data exporter is subject by
virtue of Regulation (EU) 2016/679.

Dolozka 3

Clause 3

Zamyslené treti osoby

Third-party beneficiaries

(a) Subjekty udaji mohou uplatiiovat
a vymahat tyto dolozky jako zamyslené tfeti osoby vici
vyvozci Udajl a/nebo dovozci Udajd, s nasledujicimi
vyjimkami:

(a) Data subjects may invoke and enforce
these Clauses, as third-party beneficiaries, against the
data exporter and/or data importer, with the following
exceptions:

(i) Dolozka 1, Dolozka 2, Dolozka 3, | (i) Clause 1, Clause 2, Clause 3, Clause 6,
Dolozka 6, Dolozka 7; Clause 7;
(i) Dolozka 8 — modul jedna: DoloZka 8.5 | (ii) Clause 8 - Module One: Clause 8.5 (e)

pism. (e) a dolozka 8.9 pism. (b); Modul &tyfi: Dolozka
8.1 pism. (b) a doloZka 8.3 pism. (b);

and Clause 8.9(b); Module Four: Clause 8.1 (b) and
Clause 8.3(b);

(iv) Dolozka 12 — modul jedna: Dolozka 12
pism. (a) a pism. (d);

(iv)
and (d);

Clause 12 - Module One: Clause 12(a)

(v) Dolozka 13;

(v) Clause 13;

(vi) Dolozka 15.1 pism. c), d) a e);

(vi) Clause 15.1(c), (d) and (e);

(vii)

Dolozka 16 pism. e);

(vii) Clause 16(e);

(viii) Dolozka 18 — modul jedna: Dolozka 18
pism. (a) a pism. (b); Modul ¢tyfi: Dolozka 18.

(viii) Clause 18 - Module One: Clause 18(a)
and (b); Module Four: Clause 18.

(b) Odstavcem a) nejsou dotéena prava | (b) Paragraph (a) is without prejudice to

subjektd udaji podle nafizeni (EU) 2016/679. rights of data subjects under Regulation (EU)
2016/679.

Dolozka 4 Clause 4

Vyklad Interpretation

(a) Pokud jsou v téchto dolozkach pouzity | (a) Where these Clauses use terms that are

pojmy definované v nafizeni (EU) 2016/679, maji tyto
pojmy stejny vyznam jako v uvedeném nafizeni.

defined in Regulation (EU) 2016/679, those terms shall
have the same meaning as in that Regulation.
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(b) Tyto dolozky se vykladaji a interpretuji
s ohledem na ustanoveni nafizeni (EU) 2016/679.

(b) These Clauses shall be read and
interpreted in the light of the provisions of Regulation
(EU) 2016/679.

(c) Tyto dolozky nelze vykladat zpusobem,
ktery je v rozporu s pravy a povinnostmi podle nafizeni
(EU) 2016/679.

(c) These Clauses shall not be interpreted in
a way that conflicts with rights and obligations provided
for in Regulation (EU) 2016/679.

DoloZka 5 Clause 5
Hierarchie Hierarchy
V  pfipadé rozporu mezi témito dolozkami | In the event of a contradiction between these Clauses

a ustanovenimi souvisejicich smluv mezi smluvnimi
stranami, které existovaly v dobé sjednani téchto
dolozek nebo byly uzavieny pozdéji, maji pfednost tyto
dolozky.

and the provisions of related agreements between the
Parties, existing at the time these Clauses are agreed
or entered into thereafter, these Clauses shall prevail.

Dolozka 6

Clause 6

Popis prevodu (prevodii)

Description of the transfer(s)

Podrobnosti predavani, zejména kategorie
pfedavanych osobnich udajl, a ucel(y) jejich pfedani,
jsou uvedeny v pfiloze |.B.

The details of the transfer(s), and in particular the
categories of personal data that are transferred and the
purpose(s) for which they are transferred, are specified
in Annex |.B.

Dolozka 7 Volitelna

Clause 7 Optional

Dokladaci dolozka — zamérné ponechana prazdna

Docking clause - Deliberately left blank

ODDIL Il — POVINNOSTI SMLUVNICH STRAN

SECTION Il — OBLIGATIONS OF THE PARTIES

Dolozka 8

Clause 8

Ochranna opatreni na ochranu udaju

Data protection safeguards

Vyvozce Udaju zaruéuje, Ze vynaloZil pfiméfené usili,
aby zjistil, zda je dovozce udajii schopen
prostfednictvim zavedeni vhodnych technickych
a organizacnich opatfeni splnit své povinnosti podle
téchto dolozek.

The data exporter warrants that it has used reasonable
efforts to determine that the data importer is able,
through the implementation of appropriate technical
and organisational measures, to satisfy its obligations
under these Clauses.

MODUL CTYRI: Predavani od zpracovatele tdajh
ke spravci udajl

MODULE FOUR: Transfer processor to controller

8.1 Pokyny

8.1 Instructions

(a) Vyvozce Udaju zpracovava osobni Gdaje
pouze na zakladé zdokumentovanych pokyn( dovozce
udaju, ktery jedna jako jejich spravce.

(a) The data exporter shall process the
personal data only on documented instructions from
the data importer acting as its controller.

(b) Vyvozce udaji neprodlené informuje
dovozce udajl, pokud neni schopen se fidit t&mito
pokyny, véetné pfipadu, kdy tyto pokyny porusuji
nafizeni (EU) 2016/679 nebo jiné pravni pfedpisy
Evropské unie nebo ¢lenského statu na ochranu tdaj.

(b) The data exporter shall immediately
inform the data importer if it is unable to follow those
instructions, including if such instructions infringe
Regulation (EU) 2016/679 or other Union or Member
State data protection law.

(c) Dovozce udaji se zdrzi jakéhokoli
jednani, ktera by vyvozci udaja branilo v plnéni jeho
povinnosti podle nafizeni (EU) 2016/679, ato iv
souvislosti s diléim zpracovanim nebo pokud jde
o spolupraci s pfisluSnymi dozorovymi organy.

(c) The data importer shall refrain from any
action that would prevent the data exporter from
fulfiling its obligations under Regulation (EU)
2016/679, including in the context of sub-processing or
as regards cooperation with competent supervisory
authorities.
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(d) Po ukonleni poskytovani sluzeb
zpracovani vyvozce Udaji podle volby dovozce udajl
bud vymaze vSechny osobni Udaje, které zpracovaval
jeho jménem, a potvrdi mu, Ze tak ucinil, nebo vrati
dovozci Udaj veskeré osobni udaje, které zpracovaval
jeho jménem, a vymaze stavajici kopie.

(d) After the end of the provision of the
processing services, the data exporter shall, at the
choice of the data importer, delete all personal data
processed on behalf of the data importer and certify to
the data importer that it has done so, or return to the
data importer all personal data processed on its behalf
and delete existing copies.

8.2 Bezpecnost zpracovani 8.2 Security of processing
(a) Smluvni  strany zavedou vhodna | (a) The Parties shall implement appropriate
technicka a organizacni opatfeni k zajisténi | technical and organisational measures to ensure the

bezpecnosti Udaju, a to i béhem jejich pfenosu, véetné
ochrany pfed poruSenim bezpecnosti, které by vedlo
k ndhodnému nebo protipravnimu zni¢eni, ztraté,
zmeéné, neopravnénému zpfistupnéni nebo pfistupu
(dale jen ,poruseni zabezpeceni osobnich udaji“). Pfi
posuzovani vhodné Urovné bezpeénosti fadné
zohledni stav techniky, naklady na provadéni, povahu
osobnich udaji®, povahu, rozsah, kontext a ucel(y)
zpracovani arizika spojena se zpracovanim pro
subjekty Udaju, azejména zvazi moznost vyuZiti
Sifrovani nebo pseudonymizace, a to i béhem pfenosu

security of the data, including during transmission, and
protection against abreach of security leading to
accidental or unlawful destruction, loss, alteration,
unauthorised disclosure or access (hereinafter
“personal data breach”). In assessing the appropriate
level of security, they shall take due account of the
state of the art, the costs of implementation, the nature
of the personal data*, the nature, scope, context and
purpose(s) of processing and the risks involved in the
processing for the data subjects, and in particular
consider having recourse to encryption or

Gdaju, pokud Ize timto zplasobem splnit Ucel | pseudonymisation, including during transmission,

zpracovani. where the purpose of processing can be fulfilled in that
manner.

(b) Vyvozce Udajl pomaha dovozci udaju pfi | (b) The data exporter shall assist the data

zajistovani  odpovidajiciho  zabezpec€eni  Udaju | importer in ensuring appropriate security of the data in

v souladu s ustanovenim v odstavci (a). V pfipadeg, ze
vyvozce Udaju poruSi zabezpec€eni osobnich udaju,
které zpracovava podle téchto dolozZek, je povinen toto
poruseni oznamit dovozci Udaju bez zbyte¢ného
odkladu poté, co se oném dozvédél, apomlze
dovozci Udajl toto poruseni fesit.

accordance with paragraph (a). In case of a personal
data breach concerning the personal data processed
by the data exporter under these Clauses, the data
exporter shall notify the data importer without undue
delay after becoming aware of it and assist the data
importer in addressing the breach.

(c) Vyvozce Uudajl zajisti, aby se osoby
opravnéné zpracovavat osobni Udaje zavazaly
k zachovani davérnosti nebo aby se na né vztahovala
zakonna povinnost zachovani diivérnosti.

(c) The data exporter shall ensure that
persons authorised to process the personal data have
committed themselves to confidentiality or are under an
appropriate statutory obligation of confidentiality.

8.3 Dokumentace a dodrzovani predpist

8.3 Documentation and compliance

(a) Strany musi byt schopny prokazat
dodrzovani pokynl uvedenych v téchto dolozkach.

(a) The Parties shall be able to demonstrate
compliance with these Clauses.

(b) Vyvozce Udajl zpfistupni dovozci udajl
veSkeré informace nezbytné k prokazani toho, ze
dodrzuje vSechny povinnosti podle téchto dolozek,
a umozni audity a pfispéje k nim.

(b) The data exporter shall make available to
the data importer all information necessary to
demonstrate compliance with its obligations under
these Clauses and allow for and contribute to audits.

Dolozka 9

Clause 9

Pouziti dil¢ich zpracovatelti — zamérné ponechano
nevyplnéné

Use of sub-processors — deliberately left blank

Dolozka 10

Clause 10

Préava subjekta udaji

Data subject rights
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MODUL CTYRI: Predavani od zpracovatele tdajh
ke spravci udaji

MODULE FOUR: Transfer processor to controller

Strany si navzajem budou pomahat a odpovidat na
dotazy a Zadosti od subjektt udajl nebo, v pfipadé
zpracovani, od vyvozce Udaju v EU podle mistnich
pravnich predpist platnych pro dovozce udaji podle
nafizeni (EU) 2016/679.

The Parties shall assist each other in responding to
enquiries and requests made by data subjects under
the local law applicable to the data importer or, for data
processing by the data exporter in the EU, under
Regulation (EU) 2016/679.

Dolozka 11 Clause 11

Naprava Redress

(a) Dovozce Udaju informuje subjekty udaju | (a) The data importer shall inform data
transparentnim asnadno pfistupnym zplsobem, | subjects in a transparent and easily accessible format,
prostfednictvim  individualniho oznameni  nebo | through individual notice or on its website, of a contact
oznamenim na svych internetovych strankach | point authorised to handle complaints. It shall deal

o kontaktnim misté opravnéném k vyfizovani stiznosti.
Neprodlené vyfidi v8echny stiZznosti, které obdrzi od
subjektu udaju.

promptly with any complaints it receives from a data
subject.

MODUL JEDNA: Predavani od jednoho spravce
udaju k jinému spravci udaju

MODULE ONE: Transfer controller to controller

(b) V pfipadé sporu mezi subjektem udajl
a jednou ze stran ohledné dodrzovani téchto dolozek
vynalozi strana maximalni Usili k tomu, aby problém
vyfeSila smirné a v€as. Strany se o takovych sporech
vzajemné informuji, pfipadné spolupracuji pfi jejich
feSeni.

(b) In case of adispute between a data
subject and one of the Parties as regards compliance
with these Clauses, that Party shall use its best efforts
to resolve the issue amicably in a timely fashion. The
Parties shall keep each other informed about such
disputes and, where appropriate, cooperate in
resolving them.

(c) Pokud subjekt udaju uplatni pravo
zamyslené treti osoby podle dolozky 3, dovozce udaju
pfijme rozhodnuti subjektu udaju, aby:

(c) Where the data subject invokes a third-
party beneficiary right pursuant to Clause 3, the data
importer shall accept the decision of the data subject
to:

(i) podal stiznost udozorového ufadu
Clenského statu svého obvyklého bydlisté nebo
pracovidté nebo u pfislusného dozorového ufadu
podle dolozky 13;

(i) lodge a complaint with the supervisory
authority in the Member State of his/her habitual
residence or place of work, or the competent
supervisory authority pursuant to Clause 13;

(i) postoupil spor pfislusnym soudim ve
smyslu dolozky 18.

(i) refer the dispute to the competent courts
within the meaning of Clause 18.

(d) Strany souhlasi s tim, Ze subjekt udajd
muZe byt zastoupen neziskovym subjektem,
organizaci nebo sdruzenim za podminek stanovenych
v €l. 80 odst. 1 nafizeni (EU) 2016/679.

(d) The Parties accept that the data subject
may be represented by a not-for-profit body,
organisation or association under the conditions set out
in Article 80(1) of Regulation (EU) 2016/679.

(e) Dovozce udaju se fFidi rozhodnutim,
které je zavazné podle platnych pravnich predpisti EU
nebo Clenského statu.

(e) The data importer shall abide by
a decision that is binding under the applicable EU or
Member State law.

(f) Dovozce Udajd souhlasi s tim, Ze volbou
subjektu Udaji nebudou dotéena jeho hmotna
a procesni prava na uplatnéni opravnych prostfedk(
v souladu s platnymi zakony.

(f) The data importer agrees that the choice
made by the data subject will not prejudice his/her
substantive and procedural rights to seek remedies in
accordance with applicable laws.

Dolozka 12 Clause 12
Odpovédnost Liability
Apptus: [ INEG_
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(a) Kazda strana odpovida druhé
strané/stranam za veskeré Skody, které si vzajemné
zpusobi porusenim téchto dolozek.

(a) Each Party shall be liable to the other
Party/ies for any damages it causes the other Party/ies
by any breach of these Clauses.

(b) Kazda strana odpovida subjektu udaju
a subjekt Udajd ma narok na nahradu Skody za
jakoukoli majetkovou ¢i nemajetkovou Ujmu, kterou
smluvni strana zpUsobi tim, Ze porusi prava
zamyslené treti osoby podle téchto dolozek. Tim neni
dotena odpovédnost vyvozce udaju podle nafizeni
(EU) 2016/679.

(b) Each Party shall be liable to the data
subject, and the data subject shall be entitled to receive
compensation, for any material or non-material
damages that the Party causes the data subject by
breaching the third-party beneficiary rights under these
Clauses. This is without prejudice to the liability of the
data exporter under Regulation (EU) 2016/679.

(c) Pokud za $kodu zpusobenou subjektu
Gdaju v disledku poruseni téchto doloZzek odpovida
vice nez jedna strana, vS8echny odpovédné strany
odpovidaji spoleéné a nerozdilné a subjekt udaji je
opravnén podat Zalobu u soudu proti kterékoli z téchto
stran.

(c) Where more than one Party s
responsible for any damage caused to the data subject
as a result of a breach of these Clauses, all responsible
Parties shall be jointly and severally liable and the data
subject is entitled to bring an action in court against any
of these Parties.

(d) Strany se dohodly, Zze pokud je jedna ze
stran shledana odpovédnou podle pismene c), je
opravnéna pozadovat od druhé strany zpét tu cast
nahrady skody, ktera odpovida jeji/jejich odpovédnosti
za Skodu.

(d) The Parties agree that if one Party is held
liable under paragraph (c), it shall be entitled to claim
back from the other Party/ies that part of the
compensation corresponding to its / their responsibility
for the damage.

(e) Dovozce udajl nesmi uplatfiovat jednani
zpracovatele nebo dil¢iho zpracovatele, aby se vyhnul
své vlastni odpovédnosti.

(e) The data importer may not invoke the
conduct of a processor or sub-processor to avoid its
own liability.

Dolozka 13

Clause 13

Dohled

Supervision

MODUL JEDNA: Predavani udaju od jednoho
spravce k jinému spravci

MODULE ONE: Transfer controller to controller

(a) Pfislusnym organem dozoru je dozorovy
Ufad odpovédny za zajisténi dodrzovani nafizeni (EU)
2016/679 ze strany vyvozce udajl, pokud jde
o pfedavani udaju, jak je uvedeno v pfiloze I.C.

(a) The supervisory  authority  with
responsibility for ensuring compliance by the data
exporter with Regulation (EU) 2016/679 as regards the
data transfer, as indicated in Annex |.C, shall act as
competent supervisory authority.

(b) Dovozce Udaji souhlasi stim, Ze se
podfidi jurisdikci pfFisluSného dozorového ufadu
a bude s nim spolupracovat pfi jakychkoli postupech
zaméfenych na zajisténi dodrzovani téchto dolozek.
Dovozce udajli zejména souhlasi stim, Zze bude
reagovat na dotazy, podrobi se auditim a dodrzi
opatfeni pfijata dozorovym Ufadem, vcetné
napravnych a kompenzacénich opatfeni. Dozorovému
Ufadu poskytne pisemné potvrzeni otom, ze byla
pfijata nezbytna opatfeni.

(b) The data importer agrees to submit itself

to the jurisdiction of and cooperate with the competent
supervisory authority in any procedures aimed at
ensuring compliance with these Clauses. In particular,
the data importer agrees to respond to enquiries,
submit to audits and comply with the measures
adopted by the supervisory authority, including
remedial and compensatory measures. It shall provide
the supervisory authority with written confirmation that
the necessary actions have been taken.

ODDIL Il - MIiSTNi PRAVNi _PREDPISY

SECTION Il - LOCAL LAWS AND OBLIGATIONS IN

A POVINNOSTI V PRIPADE PRISTUPU ORGANU

CASE OF ACCESS BY PUBLIC AUTHORITIES

VEREJNE MOCI

Dolozka 14

Clause 14

Mistni pravni predpisy a postupy ovliviujici
dodrzovani téchto dolozek

Local laws and practices affecting compliance with
the Clauses

MODUL JEDNA: Predavani udajd od jednoho
spravce k jinému spravci

MODULE ONE: Transfer controller to controller
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MODUL CTYRI: Pfedavani udaja od zpracovatele
ke spravci (pokud zpracovatel v EU kombinuje osobni
Udaje ziskané od spravce treti zemé s osobnimi udaji
shromazdénymi zpracovatelem v EU)

MODULE FOUR: Transfer processor to controller
(where the EU processor combines the personal data
received from the third country-controller with personal
data collected by the processor in the EU)

(a) Strany zarucuji, Zze nemaji zadny dlvod
se domnivat, Ze pravni pfedpisy a postupy ve tfeti zemi
uréeni, které se vztahuji na zpracovani osobnich udajl
dovozcem Udajl, véetné jakychkoli pozadavkid na
zpfistupnéni  osobnich  Udaji  nebo  opatfeni
opravnujicich k pfistupu organu vefejné moci, brani
dovozci Udaju v plnéni jeho povinnosti podle téchto
dolozek. To vychazi ztoho, Ze pravni pfedpisy
a postupy, které respektuji podstatu zakladnich prav
asvobod anepfekraCuji ramec toho, co je
v demokratické spole€nosti nezbytné a pfiméfené
k zajisténi jednoho z cili uvedenych v ¢l. 23 odst. 1
nafizeni (EU) 2016/679, nejsou v rozporu s témito
dolozkami.

(a) The Parties warrant that they have no
reason to believe that the laws and practices in the third
country of destination applicable to the processing of
the personal data by the data importer, including any
requirements to disclose personal data or measures
authorising access by public authorities, prevent the
data importer from fulfilling its obligations under these
Clauses. This is based on the understanding that laws
and practices that respect the essence of the
fundamental rights and freedoms and do not exceed
what is necessary and proportionate in a democratic
society to safeguard one of the objectives listed in
Article 23(1) of Regulation (EU) 2016/679, are not in
contradiction with these Clauses.

(b) Strany prohlasuji, Zze pfi poskytovani
zaruky podle pismene a) berou nalezité v uvahu
zejména nasledujici prvky:

(b) The Parties declare that in providing the
warranty in paragraph (a), they have taken due account
in particular of the following elements:

(i) konkrétni okolnosti pfedavani, vcetné
délky fetézce zpracovani, poctu zuc€astnénych
subjektt a pouZzitych pfenosovych kanall; zamyslena
dalsi predavani; typ pfijemce; Gcel zpracovani;
kategorie aformat prevadénych osobnich (dajd;
hospodarské odvétvi, vnémz k pfedavani dochazi;
misto uloZeni pfedavanych udajq;

(i) the specific circumstances of the
transfer, including the length of the processing chain,
the number of actors involved and the transmission
channels used; intended onward transfers; the type of
recipient; the purpose of processing; the categories
and format of the transferred personal data; the
economic sector in which the transfer occurs; the
storage location of the data transferred;

(i) pravni predpisy a postupy ve tfeti zemi
uréeni, véetné téch, které vyzaduji zpfistupnéni tidaju
organim vefejné moci nebo povoluji pfistup téchto
organu — relevantni s ohledem na zvlastni okolnosti
pfedavani a platna omezeni a zaruky;®

(i) the laws and practices of the third country
of destination— including those requiring the disclosure
of data to public authorities or authorising access by
such authorities — relevant in light of the specific
circumstances of the transfer, and the applicable

limitations and safeguards®;

5 Pokud jde o dopad takovych zakont a postupti na dodrZovani téchto dolozek, 1ze v ramci celkového posouzeni
zvazit razné prvky. Tyto prvky mohou zahrnovat relevantni a zdokumentované praktické zkuSenosti s predchozimi ptipady
zadosti o zpfistupnéni ze strany organi vefejné moci nebo s absenci takovych zadosti, které by pokryvaly dostatec¢né
reprezentativni ¢asovy ramec. Jedna se zejména o interni zaznamy nebo jinou dokumentaci vypracovavanou prubeézné

v souladu s néalezitou péci a potvrzenou na Urovni vrcholového vedeni za pfedpokladu, Ze tyto udaje mohou byt legalné
sdileny s tfetimi stranami. Pokud se na zaklade téchto praktickych zkusenosti dospéje k zavéru, ze dovozci udajti nebude
branéno v dodrzovani téchto dolozek, je tieba je podpotit dalsimi relevantnimi objektivnimi prvky a strany musi peclivé
zvazit, zda tyto prvky maji dohromady dostatecnou vahu, pokud jde o jejich spolehlivost a reprezentativnost, aby tento zaver
podpotily. Strany musi zejména vzit v Givahu, zda jejich praktické zkusenosti jsou potvrzeny a nejsou v rozporu s vefejné
dostupnymi nebo jinak pfistupnymi spolehlivymi informacemi o existenci ¢i neexistenci zadosti v ramci téhoz odvétvi nebo
o uplatiiovani prava v praxi, jako je judikatura a zpravy nezavislych organia dozoru.

6 As regards the impact of such laws and practices on compliance with these Clauses, different elements maybe
considered as part of an overall assessment. Such elements may include relevant and documented practicalexperience with
prior instances of requests for disclosure from public authorities, or the absence of such requests, covering a sufficiently
representative time-frame. This refers in particular to internal records or other documentation, drawn up on a continuous
basis in accordance with due diligence and certified at senior management level, provided that this information can be
lawfully shared with third parties. Where this practical experience is relied upon to conclude that the data importer will not be
prevented from complying with these Clauses, it needs to be supported by other relevant, objective elements, and it is for the
Parties to consider carefully whether these elements together carry sufficient weight, in terms of their reliability and
representativeness, to support this conclusion. In particular, the Parties have to take into account whethertheir practical
experience is corroborated and not contradicted by publicly available or otherwise accessible, reliable information on the
existence or absence of requests within the same sector and/or the application of the law in practice, such as case law and
reports by independent oversight bodies.
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(i) veSkera pfislusna smluvni, technicka
nebo organizaéni ochranna opatfeni zavedena jako
doplnék k ochrannym opatfenim podle téchto dolozek,
vCéetné opatfeni uplatiovanych bé&hem predavani
a zpracovani osobnich udaju v zemi uréeni.

(i) any relevant contractual, technical or
organisational safeguards put in place to supplement
the safeguards under these Clauses, including
measures applied during transmission and to the
processing of the personal data in the country of
destination.

(c) Dovozce udaju zaruCuje, ze pfi
provadéni posouzeni podle pismene b) vynalozil
maximalni Usili, aby poskytl vyvozci Gdaji relevantni
informace, a souhlasi s tim, Ze bude s vyvozcem udaju
nadale spolupracovat pfi zajiStovani dodrzovani téchto
dolozek.

(c) The data importer warrants that, in
carrying out the assessment under paragraph (b), it
has made its best efforts to provide the data exporter
with relevant information and agrees that it will continue
to cooperate with the data exporter in ensuring
compliance with these Clauses.

(d) Strany se dohodly, Ze zdokumentuji
posouzeni podle pismene b) ana vyzadani je
zpfistupni pfislusnému dozorovému Gradu.

(d) The Parties agree to document the
assessment under paragraph (b) and make it available
to the competent supervisory authority on request.

(e) Dovozce Udajli se zavazuje neprodlené
informovat vyvozce Udaji, pokud po odsouhlaseni
téchto dolozek a v prabéhu trvani smlouvy ma davod
se domnivat, Ze se na ného vztahuji nebo vztahovaly
pravni predpisy nebo postupy, které nejsou v souladu
s pozadavky podle odstavce a), ato iv dlsledku
zmény pravnich predpist tfeti zemé nebo opatfeni
(jako je zadost o zvefejnéni), které naznaluji, ze
uplatiovani téchto pravnich predpist v praxi neni
v souladu s pozadavky v odstavci a).

(e) The data importer agrees to notify the
data exporter promptly if, after having agreed to these
Clauses and for the duration of the contract, it has
reason to believe that it is or has become subject to
laws or practices not in line with the requirements
under paragraph (a), including following a change in
the laws of the third country or a measure (such as
a disclosure request) indicating an application of such
laws in practice that is not in line with the requirements
in paragraph (a).

(f) V navaznosti na oznameni podle
odstavce e) nebo pokud ma vyvozce udaju jiny divod
se domnivat, Ze dovozce Udajl jiz nemlze plnit své
povinnosti podle téchto dolozek, vyvozce udajl
neprodlené urci vhodna opatfeni (napf. technicka nebo
organiza¢ni  opatfeni  k zajisténi  bezpecénosti
a duvérnosti), ktera ma vyvozce Udaju a/nebo dovozce
Gdaju pfijmout za UCelem feSeni situace. Vyvozce
Udaju pozastavi pfedavani udajd, pokud se domniva,
Ze pro takové pfedavani nelze zajistit Zddna vhodnéa
ochranna opatfeni, nebo pokud mu to nafidi pfisludny
dozorovy organ. V takovém pfipadé je vyvozce udaja
opravnén smlouvu vypovédét, pokud se tyka
zpracovani osobnich Udaju podle téchto dolozek.
Pokud jsou smlouvou vazany vice nez dvé strany,
mUZe vyvozce Udaju uplatnit toto pravo na vypovézeni
smlouvy pouze ve vztahu k pfislusné strané, pokud se
strany nedohodly jinak. Pokud je smlouva ukoncéena
podle této dolozky, plati dolozka 16 odst. d) a e).

(f) Following a notification pursuant to
paragraph (e), or if the data exporter otherwise has
reason to believe that the data importer can no longer
fulfil its obligations under these Clauses, the data
exporter shall promptly identify appropriate measures
(e.g. technical or organisational measures to ensure
security and confidentiality) to be adopted by the data
exporter and/or data importer to address the situation.
The data exporter shall suspend the data transfer if it
considers that no appropriate safeguards for such
transfer can be ensured, or if instructed by the
competent supervisory authority to do so. In this case,
the data exporter shall be entitled to terminate the
contract, insofar as it concerns the processing of
personal data under these Clauses. If the contract
involves more than two Parties, the data exporter may
exercise this right to termination only with respect to the
relevant Party, unless the Parties have agreed
otherwise. Where the contract is terminated pursuant
to this Clause, Clause 16(d) and (e) shall apply.

Dolozka 15

Clause 15

Povinnosti dovozce udaju v pfipadé pristupu
organu verejné moci

Obligations of the data importer in case of access
by public authorities

MODUL JEDNA: Predavani udajd od jednoho
spravce k jinému spravci

MODULE ONE: Transfer controller to controller

MODUL CTYRI: Predavani udaja od zpracovatele
ke spravci (pokud zpracovatel v EU kombinuje osobni
Udaje ziskané od spravce tfeti zemé s osobnimi udaji
shromazdénymi zpracovatelem v EU)

MODULE FOUR: Transfer processor to controller
(where the EU processor combines the personal data
received from the third country-controller with personal
data collected by the processor in the EU)

15.1

Oznamovaci povinnost

15.1 Notification
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(a) Dovozce Udajli se zavazuje neprodlené
informovat vyvozce Udaju a pokud mozno i subjekt
udaji (v pripadé potfeby s pomoci vyvozce udaju),
pokud:

(a) The data importer agrees to notify the
data exporter and, where possible, the data subject
promptly (if necessary with the help of the data
exporter) if it:

(i) obdrzi pravné zavaznou zadost organu
vefejné moci, véetné soudnich organd, podle pravnich
pfedpisi zemé uréeni o zpfistupnéni osobnich Udajl
pfedavanych podle téchto dolozek; takové oznameni
musi obsahovat informace, pokud jde o pozadované
osobni udaje, dozadujici organ, pravni zaklad zadosti
a poskytnutou odpovéd’; nebo pokud

(i) receives a legally binding request from
a public authority, including judicial authorities, under
the laws of the country of destination for the disclosure
of personal data transferred pursuant to these Clauses;
such notification shall include information about the
personal data requested, the requesting authority, the
legal basis for the request and the response provided;
or

(i) se dozvi o jakémkoli pfimém pfistupu
organu vefejné moci k osobnim udajam predavanym
podle téchto dolozek v souladu s pravnimi pfedpisy
zemé uréeni; takové oznameni musi obsahovat
veskeré informace, které ma dovozce k dispozici.

(i) becomes aware of any direct access by
public authorities to personal data transferred pursuant
to these Clauses in accordance with the laws of the
country of destination; such notification shall include all
information available to the importer.

(b) Pokud pravni pfedpisy zemé urceni
zakazuji dovozci Udaji informovat vyvozce udaju
a/nebo subjekt Udaju, zavazuje se dovozce udajl
vynalozit veSkeré usili k tomu, aby ziskal vyjimku
ztohoto zakazu a neprodlené sdélii co nejvice
informaci. Dovozce uUdaju souhlasi stim, Ze své
maximalni usili zdokumentuje, aby je mohl na zadost
vyvozce udajl prokazat.

(b) If the data importer is prohibited from
notifying the data exporter and/or the data subject
under the laws of the country of destination, the data
importer agrees to use its best efforts to obtain a waiver
of the prohibition, with a view to communicating as
much information as possible, as soon as possible. The
data importer agrees to document its best efforts in
order to be able to demonstrate them on request of the
data exporter.

(c) Je-li to podle pravnich predpist zemé
uréeni pfipustné, dovozce Udaji souhlasi s tim, ze
bude po celou dobu trvani smlouvy v pravidelnych
intervalech poskytovat vyvozci Udajl co nejvice
relevantnich informaci o obdrzenych Zzadostech
(zejména pocet zadosti, druh pozadovanych udaju,
dozadujici organly, informace o tom, zda byly zadosti
napadeny a vysledek téchto napadeni atd.).

(c) Where permissible under the laws of the
country of destination, the data importer agrees to
provide the data exporter, at regular intervals for the
duration of the contract, with as much relevant
information as possible on the requests received (in
particular, number of requests, type of data requested,
requesting authority/ies, whether requests have been
challenged and the outcome of such challenges, etc.).

(d) Dovozce udajl se zavazuje uchovavat
informace podle odstavct a) aZz c) po dobu trvani
smlouvy ana pozadani je zpfistupnit pfisluSnému
dozorovému organu.

(d) The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c) for the
duration of the contract and make it available to the
competent supervisory authority on request.

(e) Odstavci a) az ¢) neni dotéena povinnost
dovozce Udajl podle dolozky 14 pism. €) a dolozky 16
neprodlené informovat vyvozce udaju, pokud neni
schopen tyto dolozky dodrzovat.

(e) Paragraphs (a) to (c) are without
prejudice to the obligation of the data importer pursuant
to Clause 14(e) and Clause 16 to inform the data
exporter promptly where it is unable to comply with
these Clauses.

15.2 Prezkoumani zakonnosti | 15.2 Review of legality and data
a minimalizace udaju minimisation
(a) Dovozce udaju souhlasi | (a) The data importer agrees to review the

s pfezkoumanim zakonnosti zadosti o zpfistupnéni,
zejména zda zUstdva v pravomoci doZadujiciho
organu vefejné moci, a Zze zadost napadne, pokud po
peclivém posouzeni dospéje k zavéru, ze existuji
pfiméfené ddvody se domnivat, Ze Zadost je podle
pravnich pfedpisi zemé urceni, platnych zavazki
mezinarodniho prava a zasad mezinarodni soucinnosti
nezakonna. Dovozce Udaj0 musi za stejnych
podminek vyuzZit moznosti odvolani. PFfi napadeni
zadosti dovozce Udajl pozada o prozatimni opatfeni
s cilem pozastavit uCinky Zzadosti do doby, nez

legality of the request for disclosure, in particular
whether it remains within the powers granted to the
requesting public authority, and to challenge the
request if, after careful assessment, it concludes that
there are reasonable grounds to consider that the
request is unlawful under the laws of the country of
destination, applicable obligations under international
law and principles of international comity. The data
importer shall, under the same conditions, pursue
possibilities of appeal. When challenging a request, the
data importer shall seek interim measures with a view

Apptus: [N

Smlouva o klinickém hodnoceni / Clinical Trial Agreement
Seagen Inc. / SGN35-032

Fakultni nemocnice Ostrava / MUDr. Juraj Dura

Verze / Version: Final Clean // 080222 Strana / Page 55 z / of 66



prislusny soudni organ rozhodne o jeji
opodstatnénosti. Pozadované osobni udaje
nezpristupni, dokud ktomu nebude vyzvan podle
platnych procesnich pravidel. Témito pozadavky
nejsou dotéeny povinnosti dovozce udajli podle
dolozky 14 pism. e).

to suspending the effects of the request until the
competent judicial authority has decided on its merits.
It shall not disclose the personal data requested until
required to do so under the applicable procedural rules.
These requirements are without prejudice to the
obligations of the data importer under Clause 14(e).

(b) Dovozce Udaji souhlasi stim, ze
zdokumentuje své pravni posouzeni a jakékoli
pfipadné napadeni zadosti o zpfistupnéni a v rozsahu,
pfipustném podle pravnich pfedpisG zemé urceni,
zpfistupni  tuto dokumentaci vyvozci Udajl. Na
pozadani ji rovnéz zpfistupni pfislusnému dozorovému
organu.

(b) The data importer agrees to document its
legal assessment and any challenge to the request for
disclosure and, to the extent permissible under the
laws of the country of destination, make the
documentation available to the data exporter. It shall
also make it available to the competent supervisory
authority on request.

(c) Dovozce udajli souhlasi stim, Ze
vodpovédi na Zzadost o zpfistupnéni, poskytne
minimalni pFipustné mnozstvi informaci na zakladé
pfiméfeného vykladu zadosti.

(c) The data importer agrees to provide the
minimum amount of information permissible when
responding to arequest for disclosure, based on
a reasonable interpretation of the request.

ODDIL IV - ZAVERECNA USTANOVENI

SECTION IV — FINAL PROVISIONS

Dolozka 16

Clause 16

Nedodrzeni doloZzek a ukonéeni smlouvy

Non-compliance with the Clauses and termination

(a) Dovozce Udaju neprodlené informuje
vyvozce Udajl, pokud zjakéhokoli ddvodu neni
schopen tyto dolozky dodrzovat.

(a) The data importer shall promptly inform
the data exporter if it is unable to comply with these
Clauses, for whatever reason.

(b) V pfipadé, Ze dovozce Udaju tyto dolozky
porusi nebo nebude schopen je dodrzovat, vyvozce
Udaji pozastavi prfedavani osobnich udaju dovozci
Udajl, dokud nebude opét zajisténo dodrzovani téchto
dolozek nebo dokud nebude smlouva ukonéena. Tim
neni dotéena dolozka 14 pism. f).

(b) In the event that the data importer is in
breach of these Clauses or unable to comply with these
Clauses, the data exporter shall suspend the transfer
of personal data to the data importer until compliance
is again ensured or the contract is terminated. This is
without prejudice to Clause 14(f).

(c) Vyvozce Udaju ma pravo smlouvu
vypovédét rozsahu, vjakém se tyka zpracovani
osobnich Udaju v souladu s témito doloZzkami, pokud:

(c) The data exporter shall be entitled to
terminate the contract, insofar as it concerns the
processing of personal data under these Clauses,
where:

(i) vyvozce Udaji pozastavil predavani
osobnich Udaji dovozci Udaji podle odstavce (b)
a dodrZzovani téchto doloZzek nebylo obnoveno
v pfiméfené Ihté, v kazdém pfipadé vSak do jednoho
mésice od pozastaveni;

(i) the data exporter has suspended the
transfer of personal data to the data importer pursuant
to paragraph (b) and compliance with these Clauses is
not restored within a reasonable time and in any event
within one month of suspension;

(i) dovozce Udaju podstatné nebo trvale
porusuje tyto dolozky; nebo

(i) the data importer is in substantial or
persistent breach of these Clauses; or

(i) dovozce  udaja neplni  zavazné
rozhodnuti pfislusného soudu nebo dozorového
organu tykajici se jeho povinnosti podle téchto
dolozek.

(i) the data importer fails to comply with
a binding decision of a competent court or supervisory
authority regarding its obligations under these Clauses.

V téchto pfipadech informuje o takovém nedodrzeni
pfislusny dozorovy organ. Pokud jsou smlouvou
vazany vice nez dvé strany, muUze vyvozce udaju
uplatnit toto pravo na vypovézeni smlouvy pouze ve
vztahu k pfislusné strané, pokud se strany nedohodly
jinak.

In these cases, it shall inform the competent
supervisory authority of such non-compliance. Where
the contract involves more than two Parties, the data
exporter may exercise this right to termination only with
respect to the relevant Party, unless the Parties have
agreed otherwise.

(d) Pokud jde o modul jedna: Osobni udaje,
které byly pfedany pfed vypovézenim smlouvy podle

(d) For Module One: Personal data that has
been transferred prior to the termination of the contract
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odstavce c), budou dle volby vyvozce Udaju okamzité
vraceny vyvozci Udaju nebo zcela smazany. Totéz plati
pro jakékoli pfipadné kopie udaja.

pursuant to paragraph (c) shall at the choice of the data
exporter immediately be returned to the data exporter
or deleted in its entirety. The same shall apply to any
copies of the data.

Pokud jde o modul ¢tyfi: Osobni udaje shromazdéné
vyvozcem udaju v EU, které byly predany pred
vypovézenim smlouvy podle odstavce c), budou
véetné vSech kopii okamzité zcela smazany.

For Module Four: Personal data collected by the data
exporter in the EU that has been transferred prior to the
termination of the contract pursuant to paragraph (c)
shall immediately be deleted in its entirety, including
any copy thereof.

Dovozce udajl potvrdi vyvozci vymazani udaji. Dokud
nebudou Udaje zcela smazany nebo vraceny, dovozce
Udaji nadale zajisti dodrzovani téchto dolozZek.
V pfipadé&, Ze mistni pfedpisy zakazuji navraceni nebo
vymazani pfedanych osobnich Gdajl, zajisti dovozce
udajl, Zze bude i nadale dodrzovat tyto dolozky a bude
zpracovavat Udaje pouze vrozsahu apo dobu
vyZadovanou témito mistnimi pravnimi pfedpisy.

The data importer shall certify the deletion of the data
to the data exporter. Until the data is deleted or
returned, the data importer shall continue to ensure
compliance with these Clauses. In case of local laws
applicable to the data importer that prohibit the return
or deletion of the transferred personal data, the data
importer warrants that it will continue to ensure
compliance with these Clauses and will only process
the data to the extent and for as long as required under
that local law.

(e) Kazda ze stran mlze odvolat sv(j
souhlas stim, Ze bude témito dolozkami vazana,
pokud (i) Evropska komise pfijme rozhodnuti podle &l.
45 odst. 3 nafizeni (EU) 2016/679, které se tyka
pfedavani osobnich udajl, na néz se tyto dolozky
vztahuji; nebo (ii) se nafizeni (EU) 2016/679 stane
soucasti pravniho ramce zemé, do niz jsou osobni
Udaje pfedavany. Tim nejsou dotCeny jiné povinnosti
tykajici se daného zpracovani podle nafizeni (EU)
2016/679.

(e) Either Party may revoke its agreement to
be bound by these Clauses where (i) the European
Commission adopts a decision pursuant to Article
45(3) of Regulation (EU) 2016/679 that covers the
transfer of personal data to which these Clauses apply;
or (ii) Regulation (EU) 2016/679 becomes part of the
legal framework of the country to which the personal
data is transferred. This is without prejudice to other
obligations applying to the processing in question
under Regulation (EU) 2016/679.

Dolozka 17

Clause 17

Rozhodné pravo

Governing law

Tyto dolozky se Fidi pravnimi predpisy jednoho
z Clenskych statd EU, pokud tyto pravni predpisy
umoznuji prava zamyslené ftfeti osoby. Strany se
dohodly, Ze to budou pravni predpisy v [dopliite zemi,
kde se pracovisté nachazi].

These Clauses shall be governed by the law of one of
the EU Member States, provided such law allows for
third-party beneficiary rights. The Parties agree that
this shall be the law of [insert country where site is
located].

Dolozka 18

Clause 18

Volba soudu a jurisdikce

Choice of forum and jurisdiction

(a) VeSkeré spory vyplyvajici ztéchto
dolozek budou feSeny soudy ¢lenského statu EU.

(a) Any dispute arising from these Clauses
shall be resolved by the courts of an EU Member State.

(b) Strany se dohodly, Ze to budou soudy
v [doplite zemi, kde se pracovi$té nachazi].

(b) The Parties agree that those shall be the
courts of [insert country where site is located].

(c) Subjekt udaju maze rovnéz podat zalobu
proti vyvozci a/nebo dovozci udaju u soudu ¢lenského
statu, v némz ma obvyklé trvalé bydlisté.

(c) A data subject may also bring legal
proceedings against the data exporter and/or data
importer before the courts of the Member State in
which he/she has his/her habitual residence.

(d) Strany se dohodly,
jurisdikci téchto soudu.

ze se podrobi

(d) The Parties agree to submit themselves
to the jurisdiction of such courts.

{zbytek této stranky byl zamérné ponechan prazdny}

{the remainder of this page left intentionally blank}
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PRILOHA

APPENDIX

PRILOHA I (1) - PREDAVANi V RAMCI MODULU 1

ANNEX I(1) — MODULE 1 TRANSFERS

Tato priloha zahrnuje omezena piredavani, které
spadaji pouze do ramce modulu 1.

This Annex includes Restricted Transfers which
fall within scope of Module 1 only.

A. SEZNAM STRAN

A. LIST OF PARTIES

Vyvozce(i) udaji:

Data exporter(s):

Nazev: Fakultni nemocnice Ostrava

Name: Fakultni nemocnice Ostrava

/}dresa: 17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Ceska republika

Address:v 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika

Jméno, funkce a kontaktni udaje kontaktni osoby:

Contact person’s name, position and contact
details:

Cinnosti souvisejici s udaji predavanymi podle
téchto dolozek: Predavani osobnich udaji personalu
klinického hodnoceni od vyvozce Udaju k dovozci
Gdaju v souvislosti s klinickym hodnocenim.

Activities relevant to the data transferred under
these Clauses: The transfer of personal data of
Clinical Trial Personnel from data exporter to data
importer in the context of the Clinical Trial.

Podpis a datum: dle podpisu vySe uvedené smlouvy

Signature and date:
Agreement above

as per signature of the

Uloha (spravce/zpracovatel): Spravce tdajd

Role (controller/processor): Controller

Dovozce(i) udaji:

Data importer(s):

Jméno: Seagen Inc.

Name: Seagen Inc.

Adresa: 21823 30th Drive, SE Bothell, Washington
98021, USA

Address: 21823 30th Drive, SE Bothell, Washington
98021 USA

Jméno, funkce a kontaktni udaje kontaktni osoby:

Contact person’s name, position and contact
details:

Cinnosti souvisejici s udaji predavanymi podle
téchto dolozek: Predavani osobnich udaji personalu
klinického hodnoceni od vyvozce Uudaju k dovozci
Udajl v souvislosti s klinickym hodnocenim.

Activities relevant to the data transferred under
these Clauses: The transfer of personal data of
Clinical Trial Personnel from data exporter to data
importer in the context of the Clinical Trial.

Podpis a datum: dle podpisu vySe uvedené smlouvy

Signature and date:
Agreement above

as per signature of the

Uloha (spravce/zpracovatel): Spravce tdajdl

Role (controller/processor): Controller

B. POPIS PREDAVANI

B. DESCRIPTION OF TRANSFER

Kategorie subjektt Gdaju, jejichZz osobni Udaje jsou
predavany

Categories of data subjects whose personal data is
transferred

- Personal klinického hodnoceni

- Clinical Trial Personnel

Kategorie predavanych osobnich udaji

Categories of personal data transferred
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Jméno; kontaktni udaje; odborna kvalifikace; vzdélani;
zaméstnani; finanéni informace.

Name; contact details; professional qualification;
education; employment; financial information.

Predavané citlivé tdaje (pokud existuji) a uplatriovana
omezeni nebo ochranna opatfeni, ktera piné
zohledriuji povahu udaji a souvisejici rizika, jako je
napriklad prisné omezeni Gcelu, omezeni pfistupu
(vCetné pfistupu pouze pro zaméstnance, ktefi
absolvovali specializované $koleni), vedeni zaznami
o pristupu k Gdajum, omezeni dal§iho pfedavani nebo
dodatecna bezpecnostni opatieni.

Sensitive data transferred (if applicable) and applied
restrictions or safeguards that fully take into
consideration the nature of the data and the risks
involved, such as for instance strict purpose limitation,
access restrictions (including access only for staff
having followed specialised training), keeping a record
of access to the data, restrictions for onward transfers
or additional security measures.

Zadné.

None.

Cetnost predavani (napf. zda jsou Udaje pfedavény
jednorazové nebo pribézné).

The frequency of the transfer (e.g. whether the data is
transferred on a one-off or continuous basis).

BéZna.

Routine.

Povaha zpracovani

Nature of the processing

Osobni Udaje budou predmétem automatizovaného
a manualniho zpracovani, v€etné shromazdovani,
pouzivani, analyzy, pfenosu, uchovavani a vymazu.

Personal data will be subject to automated and manual
processing operations including, collection, use,
analysis, transfer, storage and erasure.

Uéel(y) predévéni a dal$iho zpracovéni tidajt

Purpose(s) of the data transfer and further processing

Aby mohl dovozce Udajli provadét klinické hodnoceni
a vyvijet, usilovat o schvaleni regulaénimi organy a v
pfipadé schvaleni uvadét na trh a prodavat hodnoceny
pripravek testovany v klinickém hodnoceni.

In order for data importer to run the Clinical Trial, and
to develop, seek regulatory approval for and, if
approved, market and sell the study drug being tested
in the Clinical Trial.

Casové obdobi, po které budou osobni (daje
uchovavany, nebo, pokud to neni mozné, kritéria
pouZita ke stanoveni tohoto ¢asového obdobi

The period for which the personal data will be retained,
or, if that is not possible, the criteria used to determine
that period

Dovozce Udaji musi Udaje uchovavat po dobu
nejméné 25 let po skon&eni klinického hodnoceni.

The data importer must preserve the data for at least
25 years after the end of the Clinical Trial.

V pfipadé predavani (dilcim) zpracovatelim uvedte
také pfedmét, povahu a dobu trvani zpracovani

For transfers to (sub-) processors, also specify subject
matter, nature and duration of the processing

UmysIn& ponechano prazdné

Deliberately left blank

C. PRISLUSNY DOZOROVY ORGAN

C. COMPETENT
AUTHORITY

SUPERVISORY

Identifikujte pfislusny dozorovy/é organ/y v souladu
s dolozkou 13

Identify the competent supervisory authority/ies in
accordance with Clause 13

Ceska republika

Czech Republic

PRILOHA I (2) - PREDAVANi V RAMCI MODULU 4

ANNEX I(2) — MODULE 4 TRANSFERS

Tato priloha zahrnuje omezena predavani, ktera
spadaji pouze do ramce modulu 4.

This Annex includes Restricted Transfers which
fall within scope of Module 4 only.

A. SEZNAM STRAN

A. LIST OF PARTIES

Vyvozce(i) udaji:

Data exporter(s):
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Nazev: [Fakultni nemocnice Ostrava

Name: Fakultni nemocnice Ostrava

Adresa: [ 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika

Address: 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Czech Republic

Jméno, funkce a kontaktni Udaje kontaktni osoby:

Contact person’s name, position and contact
details:

Cinnosti souvisejici s udaji predavanymi podle
téchto dolozek: Predavani osobnich udaji subjektu
klinického hodnoceni od vyvozce Udaji k dovozci
Udajl v souvislosti s klinickym hodnocenim.

Activities relevant to the data transferred under
these Clauses: The transfer of personal data of
Clinical Trial Subjects from data exporter to data
importer in the context of the Clinical Trial.

Podpis a datum: ...

Signature and date: ...

Uloha (spravce/zpracovatel): Zpracovatel (dajti

Role (controller/processor): Processor

Dovozce(i) udaji:

Data importer(s):

Jméno: Seagen Inc.

Name: Seagen Inc.

Adresa: 21823 30th Drive, SE Bothell, Washington
98021, USA

Address: 21823 30th Drive, SE Bothell, Washington
98021 USA

Jméno, funkce a kontaktni Udaje kontaktni osoby:

Contact person’s name, position and contact
details:

Cinnosti souvisejici s udaji predavanymi podle
téchto dolozek: Predavani osobnich udaji subjektu
klinického hodnoceni od vyvozce Udaji k dovozci
Udajl v souvislosti s klinickym hodnocenim.

Activities relevant to the data transferred under
these Clauses: The transfer of personal data of
Clinical Trial Subjects from data exporter to data
importer in the context of the Clinical Trial.

Podpis a datum: dle podpisu vySe uvedené smlouvy

Signature and date:
Agreement above

as per signature of the

Uloha (spravce/zpracovatel): Spravce udajd

Role (controller/processor): Controller

B. POPIS PREDAVANI

B. DESCRIPTION OF TRANSFER

Kategorie subjektt Gdaju, jejichZz osobni uUdaje jsou
pfedavany

Categories of data subjects whose personal data is
transferred

- Subjekty klinického hodnoceni

- Clinical Trial Subjects

Kategorie predavanych osobnich Gdaji

Categories of personal data transferred

- Kliéem kodované udaje vcetné: jména
ainicial, kontaktnich detailCi, data narozeni, véku,
pohlavi, etnického plvodu, zdravotniho stavu
a zdravotnich potizi, v€etné anamnézy, |éCby a reakce
na lécbu, biologickych vzorka (napf. vzorky krve
a moci) a vysledkl jejich analyzy a EKG a vysledku
jejich hodnoceni.

- Key-coded data including: name and
initials, contact details, date of birth, age, gender,
ethnicity, health status and medical conditions,
including medical history, treatments and response to
the treatments, biological samples, (e.g. blood and
urine samples) and the results of their analysis, and
ECGs, and the results of their evaluations.

Predavaneé citlivé tdaje (pokud existuji) a uplatriovana
omezeni nebo ochranna opatfeni, ktera piné
zohledriuji povahu udaji a souvisejici rizika, jako je
napfiklad prisné omezeni ucelu, omezeni pfistupu
(véetné pristupu pouze pro zaméstnance, ktefi
absolvovali specializované Skoleni), vedeni zaznami

Sensitive data transferred (if applicable) and applied
restrictions or safeguards that fully take into
consideration the nature of the data and the risks
involved, such as for instance strict purpose limitation,
access restrictions (including access only for staff
having followed specialised training), keeping a record
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o pristupu k tdajum, omezeni dal§iho pfedavani nebo
dodatecna bezpecnostni opatieni.

of access to the data, restrictions for onward transfers
or additional security measures.

Vice informaci vyse.

See above.

Cetnost predavani (napf. zda jsou Udaje predavany
jednorazové nebo pribézné).

The frequency of the transfer (e.g. whether the data is
transferred on a one-off or continuous basis).

Bézna.

Routine.

Povaha zpracovani

Nature of the processing

Osobni Udaje budou predmétem automatizovaného
a manualniho zpracovani, v€etné shromazdovani,
pouzivani, analyzy, pfenosu, uchovavani a vymazu.

Personal data will be subject to automated and manual
processing operations including, collection, use,
analysis, transfer, storage and erasure.

Usel(y) pfedévani a dal$iho zpracovéni tdajti

Purpose(s) of the data transfer and further processing

Aby mohl dovozce udaju provadét klinické hodnoceni,
monitorovat bezpeénost subjektu klinického hodnoceni
a vyvijet, zadat o schvaleni regulaénimi organy av
pfipadé schvaleni uvadét na trh a prodavat hodnoceny
pripravek testovany v klinickém hodnoceni.

In order for data importer to run the Clinical Trial, to
monitor the safety of Clinical Trial Subjects, and to
develop, seek regulatory approval for and, if approved,
market and sell the study drug being tested in the
Clinical Trial.

Casové obdobi, po které budou osobni Udaje
uchovavany, nebo, pokud to neni mozné, kritéria
pouZzita ke stanoveni tohoto ¢asového obdobi

The period for which the personal data will be retained,
or, if that is not possible, the criteria used to determine
that period

Dovozce Udaji musi Udaje uchovavat po dobu
nejméneé 25 let po skonceni klinického hodnoceni. Po
uplynuti této doby bude dovozce udaji uchovavat
osobni Udaje pouze pro jiné ucely souvisejici
s budoucim védeckym vyzkumem, pokud to povoluje
zakon a pfislusné etické pozadavky.

The data importer must preserve the data for at least
25 years after the end of the Clinical Trial. After that
period, the personal data will only be stored by the data
importer for other purposes related to future scientific
research provided that it is permitted by law and the
applicable ethical requirements.

V pripadé predavani (diléim) zpracovatelim uvedte
také pfedmét, povahu a dobu trvani zpracovani.

For transfers to (sub-) processors, also specify subject
matter, nature and duration of the processing.

UmysIné ponechano prazdné.

Deliberately left blank.

C. PRISLUSNY DOZOROVY ORGAN

Cc COMPETENT

. SUPERVISORY
AUTHORITY

Identifikujte pfislusny dozorovy/é organ/y v souladu
s dolozkou 13

Identify the competent supervisory authority/ies in
accordance with Clause 13

[VIozte zemi, kde se pracovisté nachazi]

[Insert country where site is located]

K ZAJISTENi BEZPEENOSTI UDAJU

PRILOHA 1I — TECHNICKA A ORGANIZACNIi | ANNEX Il - TECHNICAL AND ORGANISATIONAL
OPATRENI MEASURES

VCETNE TECHNICKYCH A ORGANIZACNICH | INCLUDING TECHNICAL AND ORGANISATIONAL
OPATRENI MEASURES TO

ENSURE THE SECURITY OF THE DATA

MODUL 1 POUZE OMEZENE PREDAVANI

MODULE 1 RESTRICTED TRANSFERS ONLY
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Dovozce Udaji zavedl nasledujici technicka
a organizacni opatfeni, aby zajistil uroven bezpecnosti
odpovidajici povaze, rozsahu, kontextu a Ucelu
zpracovani a riziku, které zpracovani predstavuje pro
prava a svobody fyzickych osob:

The data importer has implemented the following
technical and organisational measures to ensure
alevel of security in line with the nature, scope,
context, and purpose of the processing and the risks
the processing presents for the rights and freedoms of
natural persons:

1. Opatreni pseudonymizace a Sifrovani
osobnich udaju:

1. Measures of pseudonymisation and
encryption of personal data:

Udaje subjektd studie jsou zpracovavany pouze
pseudonymizovanym zpusobem s kédovym kli¢em, {j.
takovym zplsobem, Ze osobni Udaje nelze bez pomoci
dodateénych informaci pfifadit ke konkrétnimu
subjektu udajl, pficemz tyto dodate€né informace jsou
uchovavany oddélené apodiéhaji pfisluSnym
technickym a organiza&nim opatfenim. Vyvozce Udaju
odpovida za pseudonymizaci/kddovani téchto udaj
pfed jejich pfedanim dovozci Udaji a vyvozce Udajl je
odpovédny za udrZovani pseudonymizacniho klice.
Sifrovaci standard pouzivany pro Gdaje pii jejich
pfenosu je Transport Layer Security (TLS) a standard
pouzivany pro udaje v klidu je Advanced Encryption
Standard (AES).

Study Subject Data is only processed in a key-coded,
pseudonymized manner i.e. in such a method/way,
that the personal data cannot be associated with
a specific data subject without the assistance of
additional information, and this additional information is
stored separately, and is subject to appropriate
technical and organisational measures. Data exporter
is responsible for the pseudonymization/key-coding of
this data prior to it being transferred to data importer
and data exporter is responsible for maintenance of the
pseudonymization key. The encryption standard
applied to data in transit is Transport Layer Security
(TLS) and the standard applied to data at rest is
Advanced Encryption Standard (AES).

Udaje personalu studie jsou omezeny pfedevéim na
kontaktni udaje a nejsou pseudonymizovany. Vyvozce
udaji je odpovédny za Sifrovani téchto udajl pred
jejich pfenosem k dovozci Udaja. Dovozce udaju Sifruje
tyto neaktivni idaje pomoci AES.

Study Personnel Data is mainly limited to contact
detail data, and is not pseudonymized. Data exporter
is responsible for encrypting this data prior whilst in
transit to data importer. Data importer encrypts this
data at rest using AES.

2. Opatreni  pro zajisténi  trvalé
divérnosti, integrity, dostupnosti a odolnosti
systému a sluzeb zpracovani:

2. Measures for ensuring ongoing
confidentiality, integrity, availability and resilience
of processing systems and services:

o] Opatreni pro kontrolu fyzického pFistupu

o] Physical access control measures

Zakaz neopravnéného pfistupu do fyzickych zafizeni,
kde jsou osobni Udaje zpracovavany, napf. pomoci
magnetickych  nebo  Cipovych  karet,  klic(,
elektronickych otviraél dvefi, zabezpec€ovacich sluzeb

No unauthorised access to physical facilities where
personal data are being processed through use of, e.g.,
magnetic or chip cards, keys, electronic door openers,
facility security services and/or entrance security staff,

zafizeni a/nebo  pracovnikG  ostrahy  vstupu, | alarm systems, video/CCTV Systems.
poplasnych systém, video/CCTV systému.
o] Opatfeni pro kontrolu elektronického | o Electronic access control measures

pfistupu

Zakaz neopravnéného pouziti systému pro zpracovani
a ukladani dat, napf. prostfednictvim (bezpeénych)
hesel, automatickych blokovacich/zamykacich
mechanism(, vicefaktorové autentizace, virtuaini
privatni sit¢ (VPN) vyzadované pro vzdaleny pfistup,
Sifrovani datovych nosi¢l / uloznych médii.

No unauthorised use of the data processing and data
storage systems through use of, e.g., (secure)
passwords, automatic blocking/locking mechanisms,
multi-factor authentication, Virtual Private Network
(VPN) required for remote access, encryption of data
carriers/storage media.

o] Interni opatfeni pro kontrolu pfistupu
(povoleni pro uzivatelska prava na pfistup k udajiim
a jejich zméng)

access control measures
rights of access to and

o] Internal
(permissions for user
amendment of data)

Zakaz neopravnéného ¢teni, kopirovani, zmén nebo
vymazani udaja v ramci systému, napfiklad pomoci
konceptu autorizace prav, pfistupovych prav
zalozenych na potfebé protokolovani udalosti pfistupu
k systému.

No unauthorised reading, copying, changes or
deletions of data within the system, through use of,
e.g., rights authorisation concept, need-based rights of
access, logging of system access events.

o] Opatfeni pro kontrolu izolace

o) Isolation control measures

Apptus: [N
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Izolované zpracovani osobnich Udajt shromazdénych
pro rlzné Ucely, napf. prostfednictvim podpory vice
spravcl udaju, sandboxingu.

Isolated processing of personal data collected for
different purposes, through use of, e.g., multiple
Controller support, sandboxing.

o] Opatfeni pro kontrolu pfedavani idaju

o) Data transfer control measures

Zakaz neopravnéného ¢teni, kopirovani, zmén nebo
mazani udajua pfi elektronickém prevadéni nebo

No unauthorised reading, copying, changes or
deletions of data with electronic transfer or transport,

pfenosu, napf. pomoci Sifrovani, virtudlnich privatnich | through use of, e.g., encryption, virtual private
siti (VPN), elektronického podpisu. networks (VPN), electronic signature.
o] Opatreni pro kontrolu zadavani udaju o] Data Entry Control measures

Ovéfeni, zda byly osobni Udaje do systému vlozeny,
zmeénény nebo vymazany a kdo je tam vklada, méni

Verification, whether and by whom personal data is
entered into a Data Processing System, is changed or

nebo maze, napf. pomoci protokolovani, spravy | deleted, through use of, e.g., logging, document
dokument. management.
o] Kontrola dostupnosti o] Availability control

Prevence nahodného nebo imysiného zniceni ¢i ztraty
(napf. pomoci strategie zalohovani (online/offline, na
pracovisti / mimo pracovisté), neprerusitelného zdroje
napajeni (UPS), antivirové ochrany, program( pro
spravu zaplat, firewalld nové generace, postupl
hlaseni a planovani nepfedvidanych udalosti).

Prevention of accidental or wilful destruction or loss,
(e.g. through use of backup strategy (online/offline; on-
site/off-site), uninterruptible power supply (UPS), virus
protection, Vulnerabilty Management and Patch
Management Programs, Next Generation Firewalls,
reporting procedures and contingency planning).

o] Organiza¢ni opatfeni

o] Organizational measures

Dovozce Udajl udrzuje standardni pracovni postup pro
zabezpeCeni IT, zasady pfijatelného pouzivani
a planovani reakce na incidenty a vSem
zaméstnancim poskytuje $koleni o zabezpeceni.

Data importer maintains an IT Security SOP,
Acceptable Use Policy and Incident Response
Planning, and provides security awareness training to
all staff.

3. Opatreni pro zajisténi schopnosti
véas obnovit dostupnost a pristup k osobnim
udajam v pripadé fyzického nebo technického
incidentu:

3. Measures for ensuring the ability to
restore the availability and access to personal data
in a timely manner in the event of a physical or
technical incident:

o] Kontrola dostupnosti

o] Availability control

Prevence nahodného nebo umysiného zni€eni ¢i ztraty
(napf. pouzitim strategie kazdodenniho zalohovani,
které se uklada na externich mistech v zaSifrované

Prevention of accidental or wilful destruction or loss,
(e.g. through use of backup strategy on a daily basis
which are stored at offsite locations in encrypted form

podobé (online/offline, na pracovisti / mimo | (online/offline; on-site/off-site), uninterruptible power
pracovisté), neprerusitelného zdroje napajeni (UPS), | supply (UPS), virus protection, firewall, reporting
protivirové ochrany, firewallu, postupld hlaSeni | procedures and contingency planning).

a planovani nepfedvidanych udalosti).

o] Rychla obnova — Udaje Ize obnovit | o Rapid recovery — data restoration can be

bé&hem nékolika minut v zavislosti na jejich mnozstvi.

done within minutes, depending on data quantity.

o] Organizacni opatfeni — Dovozce udajl
udrzuje standardni operacni postup (SOP), ktery zajisti
dostupnost tdaju.

o] Organizational measures — a Standard
Operating Procedure (SOP) is maintained by data
importer to ensure availability of data.

4. Procesy pravidelného testovani,
posuzovani a hodnoceni ucinnosti technickych

4. Processes for regularly testing,
assessing and evaluating the effectiveness of

a organizacnich opatfeni s cilem zajistit | technical and organisational measures in order to
bezpeénost zpracovani: ensure the security of the processing:
o] Testy zalohovani a obnovy se provadi | o Backup and restore tests performed
kazdy mésic. monthly.

Apptus: [ INEG_
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jejich pfedavani:

o Bezpecnostni testovani se provadi | o Security Testing performed quarterly.
Ctvrtletné.

o] Hodnoceni externiho zabezpeéeni se | o External Security Assessments
provadi dvakrat ro¢né. performed biannually.

5. Opatreni pro identifikaci a autorizaci | 5. Measures for user identification and
uZivateli: authorisation:

Vice informaci v odstavci (2) vyse. Please see (2) above.

6. Opatreni na ochranu udaju béhem | 6. Measures for the protection of data

during transmission:

Vice informaci najdete v odstavci (1) vySe.

Please see (1) above.

7. Opatfeni na ochranu udaju béhem
jejich uchovavani:

7. Measures for the protection of data
during storage:

Vice informaci najdete v odstavci (1) vySe.

Please see (1) above.

8. Opatreni k zajisténi fyzické | 8. Measures for ensuring physical
bezpeénosti mist, kde jsou osobni udaje | security of locations at which personal data are
zpracovavany: processed:

o] Opatreni pro kontrolu fyzického pfistupu | o Physical access control measures

Zakaz neopravnéného pfistupu do fyzickych zafizeni,
kde jsou osobni Udaje zpracovavany, napf. pomoci
magnetickych  nebo  &ipovych  karet,  kli¢u,
elektronickych otviracl dvefi, zabezpecovacich sluzeb

No unauthorised access to physical facilities where
personal data are being processed through use of, e.g.
magnetic or chip cards, keys, electronic door openers,
facility security services and/or entrance security staff,

nastroje, které analyzuji anomalie chovani v celé siti.

zafizeni a/nebo  pracovnikl  ostrahy vstupu, | alarm systems, video/CCTV Systems.)

poplasnych systém, video/CCTV systém(.)

9. Opatreni pro zajisténi protokolovani | 9. Measures for ensuring events
udalosti: logging:

o] Pouzivané feSeni pro spravu | o Security Incident & Event Management
bezpecnostnich incidentl a udalosti (SIEM) pro | (SIEM) solution in use for access log monitoring.
monitorovani zaznamu o pfistupu.

o] Pouzivané viceuroviiové monitorovaci | o Multiple layers of monitoring tools in use

analyzing behavior anomalies across the network.

10. Opatreni pro zajisténi nastaveni

systému, véetné vychoziho nastaveni:

10. Measures for ensuring system
configuration, including default configuration :

Dovozce udaju ma zavedeny systémy a tyto systémy
jsou nastaveny s ohledem na odpovidajici ochranu
osobnich Udajd, napf. software pro spravu mobilnich
zafizeni pouzivany pro vSechna zafizeni pfistupujici
k podnikovym systémdm, sluzbu Azure Active
Directory vyuzivajici vychozi zasady domény
k vynuceni politiky hesel a vychozich nastaveni.

Data importer has systems in place that are
configurated with a view to adequately protect personal
data, e.g. Mobile Device Management software used
for all devices accessing corporate systems, Azure
Active Directory using default Domain Policy to enforce
password policy and default configurations.

11. Opatreni pro interni a bezpec¢nostni
spravu a fizeni IT: Dovozce Udaju ma specializovany
bezpe€nostni vybor odpovédny za dohled nad
bezpecnosti IT. Tento vybor pofada tydenni schizky.

11. Measures for internal IT and IT
security governance and management: Data
importer has adedicated Security Committee
responsible for overseeing IT security. This Committee
holds weekly meetings.

12. Opatieni pro certifikaci/zajisténi | 12. Measures for certification/assurance
procesu a produkti: of processes and products:
o] Dodrzovani rdmce NIST. o] NIST Framework compliance.

Apptus: [N
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o] Dodrzovani oddilu 11 pozadavkd FDA. o] FDA Part 11 compliance.

13. Opatreni k zajisténi minimalizace | 13. Measures for ensuring data
udaja: minimisation:

o] Formulafe pro shromazdovani uadaji | o Data collection forms designed to collect
navrzené tak, aby shromazdovaly pouze udaje | only the data needed for analysis.

potfebné pro analyzu.

o] Specifikace pro systémy a pfedavani | o Systems and data transfer specifications
Gdaju  jsou navrzeny tak, aby omezovaly | are designed to limit data collection and sharing.

shromazdovani a sdileni udaju.

o] Pozadavky na laboratorni  Gdaje
shromazduji pouze nezbytné informace potfebné
k identifikaci vzorku a pseudonymizovaného subjektu.

o] Lab data requisitions only collect
necessary information needed to identify sample and
pseudonymized subject.

14. Opatreni pro zajisténi kvality udaju:

14. Measures for ensuring data quality:

o] Spravné  postupy  spravy  Udajd
o klinickém hodnoceni a uplatfiovani centralizovaného
monitorovani, véetné programového datového Cisténi,
pfezkoumani udaju studijnim tymem, sledovani udaja,
sladéni vice datovych zdroji atd., scilem zajistit
Uplnost a kvalitu tudaju.

o] Good clinical data management
practices and apply centralized monitoring efforts
including programmatic data cleaning, study team data
reviews, data surveillance, multi-data source
reconciliation, etc. to ensure data completeness and
quality.

o] Zavedené zasady dovozce Uudajl
a schopnost fesit Zadosti vyvozce Udaju nebo subjekta
Gdaju v souvislosti s jejich pravy.

o] Data importer policies in place and has
the ability to address requests from data exporter or
data subjects in relation to their rights.

o] Subjekty klinického hodnoceni dodrzuji
postupy klinického pracovisté tykajici se Zzadosti
o prava subjektll Udajl. Prava personalu klinického
pracovisté tykajici se subjektl udaju jsou podporovana
na zakladé ovéfenych zadosti adresovanych dovozci
udaja.

o] Clinical trial subjects follow clinical site
procedures for data subject rights requests. Clinical
site personnel data subject rights are supported upon
verified requests to data importer.

15. Opatreni omezeného

uchovavani udaju:

k zajisténi

15. Measures for ensuring limited data
retention : .

Dovozce udajii ma zavedeny zasady uchovavani
Udaji a opatfeni a nastroje, které mu umoznuji tyto
zasady dodrzovat. Osobni Udaje pfedavané podle
téchto dolozek budou uchovavany v souladu
s omezenimi uchovavani stanovenymi ve smlouvé
0 progresi onemocnéni av zasadach uchovavani
Gdaju dovozce udajl.

Data importer has a Data Retention Policy in place and
measures and tools which allow it to comply with this
policy. The personal data transferred under the
Clauses will be retained in line with the retention
limitations set forth in the DP Agreement and data
importer’s Data Retention Policy.

16. Opatreni pro zajisténi odpovédnosti: | 16. Measures for ensuring accountability:
o] Dovozce udaj vede  zaznamy | o Data importer maintains records of data
o zpracovani Udaji aprovedl posouzeni vlivu | processing and has performed a transfer impact
predavani. assessment.

o] Pravidelné revize kontroly pfistupu na | o Regular site and system access control

pracovisté a do systému a sladovaci procesy zajistuji,
Ze pfistup je fizen pouze pro pozadovany personal.

reviews and reconciliation processes ensure access is
controlled to only required personnel.

o] Systémy vedou zaznamy o Cinnostech,
aby bylo mozné sledovat pfistup k systému a jeho
pouzivani.

o] Systems maintain activity logs to track
system access and usage.

souhlast
souhlasu

o] Jsou
pacientl

vedeny zaznamy
s formulafrem informovaného

o] ICF patient consent and date logs are
maintained - verified by CRAs and other onsite staff.

Apptus: [N

Smlouva o klinickém hodnoceni / Clinical Trial Agreement
Seagen Inc. / SGN35-032

Fakultni nemocnice Ostrava / MUDr. Juraj Dura

Verze / Version: Final Clean // 080222 Strana / Page 65 z / of 66



a datové protokoly — ovéfeny oddélenim monitorovani
a dalSim personalem na pracovisti.

o] Udaje subjekti klinického hodnoceni
mohou byt znovu identifikovany pouze vyvozcem
udajl, coz se provadi pouze ve vyjimeénych situacich,
napf. na zadost regulacnich organu, ao vSech
takovych udalostech jsou vedeny zaznamy.

o] Clinical trial subject data may be re-
identified only by the data exporter, which is done only
under rare circumstances, such as upon a regulatory
request, and all such requests are maintained in logs.

17. Opatreni umozZnujici prenositelnost
udaju a zajistujici jejich vymazani:

17. Measures for allowing data portability
and ensuring erasure:

Vice informaci najdete v odstavci (14) vyse a (18) nize.

See (14) above and (18) below.

18. Opatreni pro vyfizovani zadosti
subjektu udaji ohledné jejich prdv a reakce na né:

18. Measures for handling and

responding to data subject rights’ requests:

Dovozce Udaju ma zavedeny zasady a je schopen fesit
pozadavky subjektll Udaja ohledné jejich prav
v rozsahu, v jakém je pro néj relevantni tyto zadosti
fesit — tj. v rozsahu, v jakém je nevyfidi vyvozce udaju
jeho jménem.

Data importer has policies in place and has the ability
to address data subject rights’ requests, to the extent it
is relevant for data importer to address these —i.e. to
the extent this is not handled by data exporter on data
importer’s behalf.

V' pfipadé predavani udaji (dilcim) zpracovatelim
popiste také specificka technicka a organizacni
opatreni, ktera musi (dil¢i) zpracovatel pfijmout, aby
byl schopen poskytnout pomoc spravci Udaju, av
pfipadé predavani udaju od zpracovatele k dil¢imu
zpracovateli, také vyvozci tGdaji.

For transfers to (sub-) processors, also describe the
specific technical and organisational measures to be
taken by the (sub-) processor to be able to provide
assistance to the controller and, for transfers from
a processor to a sub-processor, to the data exporter

Vyvozce Udaju provede uvSech zpracovatelll
nalezitou hloubkovou kontrolu asmluvné od nich
vyzada, aby zavedli nezbytna technicka a organizacni
opatfeni — mimo jiné v€etné pozadavku, aby ziskali
certifikaci SOC2.

Data exporter performs adequate due diligence on any
processors and contractually requires them to
implement the necessary technical and organizational
measures — this includes but is not limited to requiring
processors to be SOC2 certified.

PRILOHA Ill - SEZNAM DiLCiCH ZPRACOVATELU

ANNEX Il — LIST OF SUB-PROCESSORS

Umysiné ponechano prazdné

Deliberately left blank

Apptus: [N
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