[CZECH REPUBLIC]

[CESKA REPUBLIKA]

CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

This Clinical Study Agreement (“Agreement”) is
made and entered into as of date of its publication
in the Register of Agreements (the ,Effective
Date*) by and between,

. vith o

place of employment at Klinika onkologie a
radioterapie Fakultni nemocnice Hradec Kréalové,
Sokolskd 581, 500 05 Hradec Krilové — Novy
Hradec Kralové, Czech Republic (‘Principal
Investigator’) and

Tato Smlouva o klinickém hodnoceni (déle jen
wSmlouva“) se uzavird k datu jejtho uvefejnéni
v Registru smluv (déle jen ,,Datum tc¢innosti*)
mezi

I 5 rnistem

vykonu zaméstndni na adrese Klinika onkologie
a radioterapie Fakultni nemocnice Hradec
Kralové, Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Krilové, Ceska republika (déle jen
,,Hlavni zkouSejici*) a

Fakultni nemocnice Hradec Kralové, located at
Sokolskd 581, 500 05 Hradec Krdlové — Novy
Hradec Krélové, Czech Republic, Identification
number: 00179906, Tax identification number:
CZ00179906, represented by MUDr. Ales
Herman, Ph.D., Director (“Study Site”),

Fakultni nemocnici Hradec Kralové, se sidlem
na adrese Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Krélové, Ceska republika,
Identifika¢ni ¢islo: 00179906, Danové
identifikac¢ni ¢islo: CZ00179906, zastoupenou
MUDr. Alesem Hermanem, Ph.D., feditelem
(dile jen ,Misto provadéni Kklinického
hodnoceni* nebo ,,Poskytovatel),

Daiichi Sankyo, Inc., located at 211 Mount Airy
Road, Basking Ridge, New Jersey 07920 U.S.A.
(66DSI?’)

Spolecnosti Daiichi Sankyo, Inc., se sidlem 211
Mount Airy Road, Basking Ridge, New Jersey
07920 USA (déle jen ,,DSI* nebo ,,Zadavatel*)

and IQVIA RDS Czech Republic s.r.o.,
Identification number: 24768651, located at:
Pernerova 691/42, 186 00 Praha 8 — Karlin,
Czech Republic (,,CRO”).

a spolecnosti IQVIA RDS Czech Republic
S.I.0., IC: 24768651, se sidlem: Pernerova
691/42, 186 00 Praha 8 — Karlin, Ceska republika
(déle jen ,,CRO").

Principal Investigator, Study Site, DSI and CRO

Hlavni zkousSejici, Misto provadéni klinického

are each referred to as a “Party” and collectively | hodnoceni, DSI aCRO jsou jednotlivé
as the “Parties.” oznacovani jako ,Strama“ aspole¢né jako
Hotrany ‘.
WITNESSETH: UVODNI USTANOVENT:

WHEREAS, DSI desires that Study Site participate
in the conduct of a multi-center clinical study (the
“Study”), based on Protocol No. DS8201-724
entitled: ‘A Multicenter, Randomized, Open-Label,
Phase 3 Trial of Trastuzumab Deruxtecan
(Enhertu®) Plus Chemotherapy Plus or Minus
Pembrolizumab  versus = Chemotherapy  Plus

VZHLEDEM K TOMU, ze si spolecnost DSI
preje, aby se Misto provadéni klinického
hodnoceni zic¢astnilo provadéni multicentrického
klinického hodnoceni (ddle jen ,,Studie*) na
zdklad¢ protokolu ¢.DS8201-724 s ndzvem:
,,Multicentrické, randomizované, oteviené
klinické hodnoceni fiaze 3 trastuzumab
deruxtecanu (Enhertu®) v kombinaci s
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Trastuzumab Plus or Minus Pembrolizumab as
First-line  Treatment in Participants with
Unresectable, Locally Advanced or Metastatic
HER2-positive  Gastric or Gastroesophageal
Junction (GEJ) Cancer (DESTINY-Gastric05)’
(the “Protocol™);

chemoterapii s pembrolizumabem nebo bez
pembrolizumabu  oproti  chemoterapii s
trastuzumabem a pembrolizumabem nebo bez

pembrolizumabu jako 1é¢by prvni linie u
ucastniki s neresekovatelnym,  lokdlné
pokro¢ilym nebo  metastizujicim  HER2-
pozitivnim  karcinomem  Zaludku  nebo

gastroezofagedlni junkce (GEJ) (DESTINY-
Gastric05)“ (dale jen ,,Protokol*);

WHEREAS, by separate agreement, DSI has
engaged CRO, acting as an independent contractor,
to act on behalf of DSI for the purposes of
transferring certain obligations in connection to this
Agreement, said obligations including monitoring,
negotiation and execution of this Agreement and
payment administration of Study budget amounts;

VZHLEDEM K TOMU, 7Ze spolecnost DSI
poveétila na zdkladé samostatné smlouvy CRO,
jednajici jako nezdvisld smluvni strana, aby
jednala v zastoupeni spolecnosti DSI za ucelem
prevodu urcitych povinnosti v souvislosti s touto
Smlouvou, napiiklad monitorovani, vyjednavéani
aplnéni této Smlouvy nebo spriva plateb na
zédkladé rozpoctu Studie;

WHEREAS the Study will utilize: Trastuzumab
Deruxtecan (Enhertu®) (the “Study Drug”);

VZHLEDEM K TOMU, 7zZe ve Studii bude
vyuzivan: Trastuzumab deruxtecan (Enhertu®)

(hodnoceny  1écCivy  pripravek, déile jen
,,Hodnoceny ptipravek®);
WHEREAS, the Study will be conducted with two | vz EDEM K TOMU. e Studie bude

nested In-Vitro Diagnostic protocol sponsored by
DSI (the “IVD Study”) investigating: use of PD-L1
IHC 22C3 pharmDx  with  Gastric or
Gastroesophageal Junction Cancer Specimens,
and; use of HercepTest™ mAb pharmDx (Dako
Omnis) and HER2 IQFISH pharmDx with Gastric
or Gastroesophageal Junction Cancer Specimens;

provedena se dvéma vnofenymi protokoly pro
diagnostiku in vitro, které jsou sponzorovany
spolec¢nosti DSI (,,IVD Studie*), a to za dicelem
zkoumani: pouziti PD-L1 IHC 22C3 pharmDx u
vzorki s  karcinomem = Zaludku  nebo
gastroezofagedlni junkce; pouziti HercepTest™
mAb pharmDx (Dako Omnis) a HER2 IQFISH
pharmDx u vzorkil s karcinomem Zaludku nebo
gastroezofagedlni junkce;

WHEREAS the performance of the Study will
benefit the Study Site and will further the Study
Site’s goals of research, teaching, education and
public service; and

VZHLEDEM K TOMU, Ze provadéni Studie
bude ku prospéchu Mista provadéni klinického
hodnoceni a dile podpofi cile Mista provadeéni
klinického hodnoceni v oblasti  vyzkumu,
vzdélavani a sluZeb vefejnosti; a

WHEREAS, the Study Site has represented that it
has the resources to perform the Study in a
competent manner, and in accordance with
applicable law and industry practice.

VZHLEDEM K TOMU, Z7e Misto provadéni
klinického hodnoceni prohlasilo, Ze m4
k dispozici zdroje k provddéni této Studie
kompetentnim zptsobem v souladu s ptisluSnymi
zdkony a zavedenou praxi v oboru;

NOW, THEREFORE, for good and valuable
consideration, the receipt and sufficiency of which
is hereby acknowledged, the Parties agree as
follows:

NYNI SE PROTO pii #4dném ahodnotném
protiplnéni, jehoZ pfijeti a dostateCnost je timto
potvrzena, Strany dohodly takto:
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1. Scope of Work

The Study Site agrees to conduct the Study in
accordance with the Protocol, based on the use of
the Study Drug as described in the Investigators’
Brochure. To the extent any terms of the Protocol
are inconsistent with those of the Agreement, the
terms of the Agreement shall govern the conduct of
the Parties.

1. Rozsah praci

Misto provadéni klinického hodnoceni souhlasi
stim, Ze provede tuto Studii v souladu
s Protokolem na zdkladé¢ pouZziti Hodnoceného
piipravku popsaného v souboru informaci pro
zkousSejictho. Budou-li se néckteré podminky
uvedeného Protokolu liSit od podminek této
smlouvy, bude se jedndni Stran fidit podminkami
Smlouvy.

2. Principal Investigator

The Study will be conducted under the direction of
the Principal Investigator set forth below:

Name: [N

Title: Principal Investigator

Site: Fakultni nemocnice Hradec Kralové

Telephone Number:

E-mail:

By his/her signature below, the Principal
Investigator acknowledges his/her individual

obligation to ensure that the Study is conducted in
accordance with this Agreement. In the event the
Principal Investigator becomes unwilling or unable
to perform the duties required by this Agreement, a
replacement investigator, if acceptable to both
Parties, shall assume direction of the Study. The
new investigator shall be required to read and
acknowledge the terms and conditions of this
Agreement.

2. Hlavni zkousSejici

Studie bude provadéna pod vedenim Hlavniho
zkousejiciho uvedeného nize:

Jméno: [N

Funkce: Hlavni zkouSejici

Misto provadéni klinického hodnoceni: Fakultni
nemocnice Hradec Kralové Telefonni Ccislo:

E-mail:

Svym niZe ptipojenym podpisem stvrzuje Hlavni
zkousejici svoji individudlni povinnost zajistit, Ze

bude Studie provedena v souladu s touto
Smlouvou. V piipad¢, Ze Hlavni zkouSejici

pfestane byt ochoten nebo schopen vykonavat
povinnosti ~ vyZadované touto  Smlouvou,
pfevezme vedeni této Studie ndhradni zkousSejici,
pokud bude pfijatelny pro obé Strany. Novy
zkouSejici bude povinen  sezndmit  se
s podminkami této Smlouvy a piijmout je.

DSI and CRO hereby undertake not to conclude
any other contract in connection with this Study
with any employee of the Study Site.

DSI a CRO se timto zavazuji, Ze v souvislosti
s touto Studii neuzaviou Zadnou jinou smlouvu s
Zadnym zaméstnancem Mista provadéni klinického
hodnoceni.

3. Study Site and Training of Personnel

A. The Study Site represents and
warrants that the Principal Investigator is an
employee of Study Site. Study Site shall ensure that
the Principal Investigator and all other employees
and agents of the Study Site who perform services
under this Agreement (i) have the necessary

3. Misto provadéni klinického
hodnoceni a proskoleni Personalu

A. Misto provadeéni klinického
hodnoceni prohlasuje azaruCuje, Ze Hlavni
zkouSejici je zaméstnancem Mista provadéni
klinického hodnoceni. Misto provadéni klinického
hodnoceni musi zajistit, ze Hlavni zkousSejici
avSichni dalS§i zaméstnanci a zastupci Mista
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experience, qualifications and training to perform
such services, including implementing the
Protocol, and dispensing and administering the
Study Drug safely and effectively, (ii) are aware of
the obligations contained in this Agreement that
pertain to Study Site and their respective
responsibilities, and (iii) shall initiate, conduct and
complete in a diligent manner each step of the
Study for which they are responsible. The Study
Site shall not outsource, subcontract or delegate
any of its obligations hereunder to a third party
without the prior written consent of DSI.

provadéni klinického hodnoceni, ktefi budou
provadét sluzby podle této Smlouvy, (i) maji

potiebné  zkuSenosti,  kvalifikaci  a Skoleni
k provadéni téchto sluzeb, vcletné provadéni
protokolu avydeje apoddvani hodnoceného

piipravku bezpe¢nym a tcinnym zptsobem, (ii)

jsou si védomi zdvazkii obsaZenych v této
Smlouveé, které se tykaji Mista provadéni
klinického  hodnoceni ajejich  pfisluSnych

povinnosti, a (iii) fddnym zptisobem zahdji, budou
provadét a dokonci kazdy krok této Studie, za ktery
zodpovidaji.  Misto  provddéni  klinického
hodnoceni nesmi své zdvazky podle této Smlouvy
bez pisemného souhlasu DSI fesit zadanim
subdodavatelské zakdzky nebo subdodavky ani
povéfenim.

B. The Study Site will notify DSI and
CRO promptly by telephone and subsequently in
writing, of any significant changes in Study Site
personnel, Principal Investigator, or physical
location that occur during the Study, including,
without limitation any change in the Principal
Investigator’s employment by Study Site.

B. Misto provadéni klinického
hodnoceni ozndmi spole¢nosti DSI a CRO, ihned
telefonicky a nésledné pisemné vSechny vyznamné
zmény Persondlu Mista provadéni klinického
hodnoceni, osoby Hlavniho zkouSejictho nebo
fyzického umisténi, ke kterym dojde v pribéhu
Studie, zeyména jakékoli zmény zaméstnaneckého
poméru Hlavniho zkousejicitho v Misté provadéni
klinického hodnoceni.

4. Conduct of Study.

4. Provadéni Studie.

The Study Site and Principal Investigator agree to
devote their best efforts to accurately and
efficiently perform the work required under this
Agreement, which efforts shall include but are not
limited to the following:

Misto provadéni klinického hodnoceni a Hlavni
zkousSejici souhlasi s tim, Ze vyvinou maximalni
usili za ucelem presného a efektivniho provedeni
praci vyzadovanych touto Smlouvou, piicemz
toto usili bude zahrnovat zejména:

A. The Study will be performed in
strict accordance with all applicable federal and
state laws and regulations, institutional guidelines
and the Protocol. A properly executed Informed
Consent Form, approved by DSI and the Ethic
Committee of the State Institute for Drug Control
(“EC”), which complies with such laws and
regulations, shall be obtained from all subjects
entered into the Study. Additionally, Study Site and
Principal Investigator agree to ensure that patient

A. Studie bude provadéna v pfisném
souladu se vSemi pfisluSnymi mezindrodnimi
amistnimi  zdkony  apfedpisy,  vnitinimi
smérnicemi zdravotnického zafizeni a Protokolem.
Od vsech pacientl, ktefi vstoupi do Studie, bude
ziskan radné€ podepsany Formulédi informovaného
souhlasu schvdleny spole¢nosti DSI a etickou
komisi Statniho tstavu pro kontrolu 1é¢iv (,,EK*),
ktery je v souladu stémito zdkony a ptedpisy.
Misto provadéni klinického hodnoceni a Hlavni

enrollment does not commence until this | zkouSejici ddle souhlasi s tim, Ze zajisti, aby ndbor
Agreement is fully executed. pacientd nebyl zahdjen diive, neZ tato Smlouva
vstoupi v G¢innost.
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B. The Study shall be conducted in
strict compliance with generally accepted standards
of good clinical research and medical practices, and
in compliance with all applicable laws and
regulations pertaining to the administration of
drugs, the conduct of clinical investigations, the
retention of records, the non-use of specific patient
names on clinical report forms, and other
guidelines and laws pertaining to patient
confidentiality, including but not limited to those in
the Federal Food, Drug and Cosmetic Act, as
amended and all regulations promulgated
thereunder, and those issued by state and local
authorities, professional associations and the Study
Site.

B. Studie bude provddéna za
piisného dodrZzovani vSeobecné uzndvanych
norem spravného klinického vyzkumu a 1ékaiské
praxe ave shodé se vSemi platnymi zdkony
a predpisy vztahujicimi se na poddvani 1€k1,
provddéni klinického vyzkumu, uchovéavani
zdznam, nepouzivani konkrétnich jmen pacientd
ve formulafich lékafskych zprav a ostatnimi
smérnicemi a zdkony upravujicimi problematiku
ochrany osobnich tdaji pacientl, zejména
federdlnim zdkonem o potravinich, lécivech
a kosmetickych pfipravcich v platném znéni
avSemi pfedpisy, které obsahuje, a ptedpisy
vydanymi statnimi a mistnimi organy, odbornymi

sdruzenimi a Mistem provadéni klinického
hodnoceni.
C. Prior to initiation of the Study, C. Pred zahdjenim Studie musi Misto

Study Site will obtain approval for the Protocol
from the EC.

provadéni klinického hodnoceni obdrzet schvaleni
Protokolu od EK.

D. Performing the Study in compliance
with the Protocol and applicable law shall fulfill
any necessary requirements of the Study Site or
Principal Investigator in connection with the IVD
Study.

D. Provdadéni Studie v souladu s
Protokolem a platnymi pravnimi pfedpisy spliluje
veSkeré nezbytné pozadavky mista provadéni
klinického hodnoceni nebo Hlavniho zkousejiciho
v souvislosti s IVD Studii.

E. Study Site and Principal
Investigator shall ensure that each patient enrolling
in the Study gives his/her informed consent to such
participation in accordance with the Study Site’s
informed consent policies, and in conformance
with applicable law. This Informed Consent Form
will adequately fulfil any consent requirements
associated with the IVD Study unless a separate
form is required by applicable law, in which case
Study Site shall obtain such consent. A copy of the
Informed Consent Form shall be given to each
participating patient or the patient’s family. Study
Site and Principal Investigator also agree to comply
with all applicable laws, regulations and guidelines,
including in particular, but without limitation,
GCPs, Act No. 378/2007 Coll., on Pharmaceuticals
and on amendments to some related acts and
Decree No. 463/2021 Coll., on more detailed
conditions for conducting clinical trials of
medicinal products for human use, Act No.
372/2011 Coll., on Medical Services and terms and

E. Misto provadéni klinického
hodnoceni a Hlavni zkouSejici zajisti, aby kazdy
pacient zafazeny do Studie poskytl informovany
souhlas se svou ucasti v souladu se zdsadami Mista
provadéni klinického hodnoceni pro poskytovani
informovaného souhlasu ve shod€ s platnymi
zakony. Tento Formuldf informovaného souhlasu
dostate¢né spliuje vesSkeré pozadavky na souhlas
souvisejici se studii IVD, pokud platné pravni
pfedpisy nevyZaduji samostatny formuldf; v
takovém piipad€ musi Misto provadeni klinického
hodnoceni takovy souhlas ziskat. Kazdému
pacientovi Gcastnicimu se Studie nebo jeho rodiné
bude ptedan stejnopis Formulafe informovaného
souhlasu. Misto provadeéni klinického hodnoceni
a Hlavni zkousSejici také souhlasi s tim, Ze budou
dodrzovat veskeré platné zdkony, predpisy
a smérnice, zejména GCP, zdkon €. 378/2007 Sb.,
o léCivech azméndch nékterych souvisejicich
zdkonli, vyhlasku ¢. 463/2021 Sb., o blizs§ich
podminkidch provddéni klinickych hodnoceni
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conditions of performance of such services,
Regulation (EU) No. 536/2014 of the European
Parliament and of the Council of 16 April 2014 on
clinical trials on medicinal products for human use,
as well as all national legislation, European
regulations and regulations regarding the
protection of personal data as implemented at
national level by Act No. 110/2019 Coll., on the
processing of personal data, in particular
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 (GDPR) or any subsequent
amendments or laws substantially replacing any of
the foregoing.

humdnnich 1é¢ivych piipravki, , v platném znéni,
zakon ¢. 372/2011 Sb., o zdravotnich sluzbach
a podminkdch  jejich  poskytovani, nafizeni
Evropského parlamentu a Rady (EU) ¢. 536/2014
ze dne 16. dubna 2014 o klinickych hodnocenich
huménnich 1écivych piipravki, jakoZ i veskerou
narodni legislativu, evropské nafizeni a predpisy
ohledn¢ ochrany osobnich uddaji, jak byly
implementovany na narodni urovni zdkonem C.
110/2019 Sb., o zpracovdni osobnich udaju,
zejména Nafizenim Evropského parlamentu a Rady
(EU) 2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich tdaji a o volném pohybu téchto udaji
(GDPR) nebo jakékoli nasledné pozménujici ¢i
podstatné nahrazujici pravni predpisy ve vztahu ke
shora uvedenym pradvnim norméam.

F. Independent medical judgment shall
be exercised as to the compatibility of each Study
subject with the Protocol requirements.

F. Slucitelnost kazdého z pacientl
s pozadavky Protokolu Studie bude zvdZena na
zdklad¢ nezavislého 1ékatského posudku.

G. The Study Drug shall be supplied to
the pharmacy No. 20 of the Study Site, always duly
packed in packaging designated for the Study Drug
and labelled in compliance with Article 66 of
Regulation No 536/2014 of the European
Parliament and of the Council on clinical trials on

G. Hodnoceny piipravek bude dodédn
bezplatné do lékarny ¢. 20 Mista provadéni
klinického hodnoceni vzdy v tadné zabalenych
obalech a oznacené v souladu s ustanovenim ¢l. 66
nafizeni Evropského parlamentu a Rady ¢.
536/2014, o klinickych hodnocenich huménnich

medicinal products for human use. Delivery of the | 1éivych  pfipravkl. Dodavky se  budou
Study Drug shall be done from Monday to Friday | uskute¢fiovat v Po-P4 od 7.00 h do 14.00 h.
between 7 AM and 2 PM.

H. The Study Site shall provide H. Misto provadéni klinického

notification to DSI and/or CRO and the EC within
twenty-four (24) hours after learning of any
unanticipated or serious adverse reactions to the
Study Drug or any control drug, and/or any
unauthorized deviations from the Protocol.

hodnoceni vyrozumi spole¢nost DSI a/nebo CRO
a EK o jakychkoli necekanych nebo zdvaZnych
nezadoucich reakcich na Hodnoceny piipravek
nebo kontrolni piipravek a/nebo o jakékoli
nepovolené odchylce od Protokolu do dvaceti ¢tyt
(24) hodin od jejich zjisténi.

L The Study Site shall interact directly
with CRO for issues relating to contractual
agreements, payment administration, patient

enrollment, clinical monitoring and overall study
site management issues.

L Misto provadéni klinického
hodnoceni bude v pfimém styku s CRO v otdzkach
tykajicich se smluvnich ujednédni, spravy plateb,
zatazovani pacientli, klinického monitorovani
a celkové problematiky fizeni Mista provadeéni
klinického hodnoceni.

Strana6 z59

Daiichi CTA INST and INVEST Template — Czech Republic
DS8201-724

Study Site: Fakultni nemocnice Hradec Kralové
1.

Version: Redacted_26Jan2025




J. The Study Site and Principal
Investigator shall ensure that at no time during the
conduct of the Study will any patient confidential
information be disclosed to DSI.

J. Misto provadeéni klinického
hodnoceni a Hlavni zkouSejici zajisti, aby
v prubéhu provadéni Studie nedosSlo k predani
Zadnych divérnych informaci pacientd spolecnosti
DSI.

K. The Principal Investigator shall
complete electronic Case Report Forms (“eCRFs”)
provided by CRO accurately and submit these
forms via remote data entry within forty-eight (48)
hours of obtaining the data. The Principal
Investigator shall provide paper copies of these
forms and any source documents related to the
Study to representatives of DSI and/or CRO upon
request.

K. Hlavni zkousSejici bude pifesné
vypliiovat  elektronické Formuldfe zdznami
subjekt hodnoceni (,,eCRF*) poskytnut¢ CRO
a bude odesilat tyto formuldfe formou vzdéleného
zaddni dat béhem Cctyficet osmi (48) hodin od
ziskéani téchto dat. Hlavni zkouSejici poskytne na
pozddani papirové kopie téchto formuldfa
a jakychkoli zdrojovych dokumentl souvisejicich
se Studii zastupci DSI a/nebo CRO.

L. The Principal Investigator shall
assist CRO representatives in resolving any
discrepancies, errors or missing information in
eCRFs. Principal Investigator shall assist CRO in
conducting audits of original case records,
laboratory reports, and raw data sources underlying
data recorded in the eCRFs. Such audits shall be

L. Hlavni zkouSejici bude pomahat
zastupcim CRO pii  feSeni jakychkoli
nesrovnalosti, chyb nebo chybgjicich informaci
ve formuldfich eCRF. Hlavni zkouSejici bude
pomdhat CRO pii provadéni auditi pivodnich
ptipadovych zprdv, laboratornich zprav a zdroju
nezpracovanych dajii, z nichZ vychdzeji data ve

2N s

conducted with due regard for patient| formuldfich eCRF. Tyto audity museji byt

confidentiality. provadény sftadnym ohledem na ochranu
osobnich udajti pacient.

M. Principal Investigator shall M.  Hlavni zkouSejici vcas vyplni

complete and return to DST and/or CRO, in a timely
manner, financial certification or disclosure forms
and FDA-1572 forms, provided to Principal
Investigator by DSI/CRO. Principal Investigator
shall also complete and return to DSI/CRO all
updated disclosure/certification and FDA 1572
forms for the duration of the Study and for one year
thereafter. Study Site shall ensure that all sub-
investigators, as listed on Form FDA 1572,
complete, return and wupdate all financial
certification/disclosure forms and FDA 1572
forms.

a odevzda DSI a/nebo CRO formulére finan¢niho
osvédCeni/zvefejnéni  a formulafe FDA-1572,
predlozené Hlavnimu zkouSejicimu DSI/CRO.
Hlavni zkouSejici bude rovnéz vypliovat
a odevzdivat DSI/CRO vSechna aktualizovand
prohldSeni o zvefejnéni/osvédCeni a formulafe
FDA 1572 béhem trvani Studie a po jeden rok po
jejim skonceni. Misto provadéni klinického
hodnoceni musi zajistit, aby vSechna financni
prohldSeni/formuldfe o zvefejnéni a formulafe
FDA 1572 vyplnovali, odevzddvali a aktualizovali
i vSichni spoluzkousejici uvedeni ve formulafi
FDA 1572.

N. Any notifications  concerning
safety, medical, or similar patient-related matters

N. Jakdkoli ozndmeni
bezpe€nosti,  zdravotnich  nebo

tykajici se
podobnych
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may be communicated between the Parties and
with CRO through electronic means.

zalezitosti souvisejicich s pacientem si mohou
Strany a CRO pteddvat elektronicky.

0. A separate loan agreement will be
concluded if any equipment for the Study Site is
provided.

0. Pokud bude poskytnuto jakékoliv
vybaveni pro Misto klinického hodnoceni, bude
uzaviena separdtni smlouva o vyputjcce.

5. Protocol Modifications.

In the event future modifications in the Protocol
appear desirable, such changes may be made only
with the approval of DSI, which shall have sole
overriding discretion in such matters, and the
subsequent approval of the EC. If such
modifications can be expected to affect the cost
for the Study, Study Site will submit a written
estimate to DSI for approval and upon DSI
approval, a written amendment to the Agreement
may be concluded. Notwithstanding the
foregoing, in the course of performing the Study,
if deviation from the Protocol is necessary based
on generally accepted standards of clinical
research and medical practice relating to the
benefit, well-being and safety of patients, the
Study Site shall notify DSI and CRO in writing
prior to implementing such deviation, or in
emergency situations, within twenty-four (24)

5. Zmény Protokolu.

V ptipadé¢, ze v budoucnu vyvstane potteba zmén
Protokolu, je moZné takové zmény provést pouze
se souhlasem spolecnosti DSI, kterd bude mit
vtéchto  zdleZitostech  prdvo  konecného
rozhodnuti, a na zakladé nasledného schvaleni
EK. Pokud Ize ocekdvat, Ze takové zmény
negativné ovlivni ndklady této Studie, Misto
provddéni  klinického hodnoceni ptedlozi
spolecnosti DSI ke schvéleni pisemny odhad
ndkladt a na zaklad€ schvédleni DSI bude uzavien
pisemny dodatek ke Smlouvé. Nehledé¢ na
predchézejici ujedndni, pokud se v priubéhu
provadéni Studie ukéze, Ze je nutnd odchylka od
Protokolu na zdkladé¢ vSeobecné uzndvanych
norem klinického vyzkumu a lékaiské praxe
vzhledem Kk prosp&chu, zdravi a bezpecnosti
pacientll, Misto provaddéni klinického hodnoceni
pisemné vyrozumi spolecnost DSI a CRO pred

hours thereafter. provedenim uvedené odchylky nebo
v naléhavych pifipadech do dvaceti Ctyt

(24) hodin poté.

6. Access. 6. Pristup.
A. Authorized representatives of DSI A. Oprivnéni zdstupci spolecnosti DSI

and/or CRO shall have the right to inspect the
progress of the Study on the premises of the Study
Site at reasonable times during the term of this
Agreement. Prior to any inspection, DSI or CRO
will notify the Study Site of the date and time of
such inspection. Representatives of DSI and/or
CRO may review and/or request copies of data
derived from the Study at reasonable times, and the
Study Site shall promptly provide such data. The
Study Site agrees to cooperate with representatives
of the FDA or any other regulatory agency in the
event of an inspection of the Study, and to provide
regulatory agency representatives with access to
the above-described records. During the term of
this Agreement, the Study Site shall provide written
notification to DSI promptly after receiving notice

a/nebo CRO budou mit béhem platnosti této
Smlouvy pravo kontrolovat prabéh Studie
v prostorach ~ Mista  provadéni  klinického
hodnoceni v pfimétenych Casech. Pred kaZdou
kontrolou oznami spolecnost DSI nebo CRO
Mistu provadéni klinického hodnoceni datum
a Cas takové kontroly. Predstavitelé spolecnosti
DSI a/nebo CRO mohou kontrolovat a/nebo
pozadat o kopie udaji odvozenych ze Studie
v ptiméfenych terminech a Misto provadéni
klinického hodnoceni tyto udaje neprodlené
poskytne. Misto provadéni klinického hodnoceni
souhlasi s tim, Ze bude se zastupci FDA nebo
jakéhokoli jiného kontrolniho ufadu v ptipadé
kontroly Studie spolupracovat, a poskytne
zastupcim Kkontrolnich ufadi pfistup k vysSe

Strana8 z59

Daiichi CTA INST and INVEST Template — Czech Republic
DS8201-724

Study Site: Fakultni nemocnice Hradec Kralové
1.

Version: Redacted_26Jan2025




from the FDA or any other governmental or
regulatory body of an inspection of Study Site’s
facilities or research records. Study Site shall
provide DSI with copies of all materials,
correspondence, statements, forms and records
received by Study Site pursuant to such inspection.
Notwithstanding Section 4 hereof, any release of
patient information and data shall be made within
the bounds of legal requirements, including,
without limitation, those relating to patient
confidentiality under applicable law.

uvedenym zdznamUm. Béhem doby platnosti této
Smlouvy Misto provadéni klinického hodnoceni
pisemné informuje spoleCnost DSI bez
zbyte¢ného odkladu poté, co obdrzi ozndmeni od
FDA nebo jiného stiatntho nebo kontrolniho
organu o kontrole prostor Mista provadéni
klinického hodnoceni nebo zdznami o vyzkumu.
Misto provéadéni klinického hodnoceni poskytne

spole¢nosti  DSI  kopie vSech materidld,
korespondence, prohlésent, formulaiu

a zdznamu, které Misto provadéni klinického
hodnoceni obdrzi v souvislosti s takovou
kontrolou. Bez ohledu na Clanek 4 této Smlouvy
musi byt jakékoli pfedani informaci a dat
pacienti provedeno v souladu se zdkonnymi
pozadavky, zejména s témi, které se tykaji
davérnosti idaji pacientti podle platnych zédkont.

B. DSI shall have the right, but not the
obligation, to be present at any Study-related
inquiry, inspection or audit. Study Site and
Principal Investigator agree to take any
reasonable actions requested by DSI to cure
deficiencies noted during any audit or inspection.
In addition, DSI shall have the right to review and
approve any correspondence to FDA or any other
regulatory agency generated as a result of a
Study-related inspection prior to submission by
Study Site or Principal Investigator.

B. Spolecnost DSI mé pravo, avSak
nikoli povinnost byt pfitomna pifi jakékoli
kontrole, inspekci nebo auditu, které se vztahuji
ke Studii. Misto provadéni klinického hodnoceni
a Hlavni zkouSejici souhlasi s tim, Ze pfijmou
veSkera  pfiméfend  opatieni  vyZadovand
spolec¢nosti DSI k ndpraveé nedostatkl zjisténych
béhem jakéhokoli auditu nebo kontroly.
Spole¢nost DSI bude mit také pravo kontroly
a schvdleni veSkeré korespondence adresované
FDA nebo jinému Kkontrolnimu orgénu
ptipravené v diisledku kontroly v souvislosti se
Studii dfive, nez ji Misto provadéni klinického
hodnoceni nebo Hlavni zkouSejici odesle.

7. Records; Data Ownership.

All raw data, source data work sheets, written
records, accounts, notes, reports and other material
relating to the Study shall be kept confidential and
recorded in source documents used solely for
determinations made pursuant to the Protocol. All
such material shall be available for inspection by
DSI and CRO at reasonable times.

A. Principal Investigator and Study
Site agree to maintain complete and up-to-date

7. Zaznamy; vlastnicka prava k Datim.

VSechna nezpracovand data, vykazy zdrojovych
dat, pisemné zdznamy, evidence, poznimky,
zpravy ajiné materidly vztahujici se ke Studii
budou povaZzovany za divérné materidly a budou
zaznamendny ve zdrojovych  dokumentech
pouzivanych pouze ke zjisténim ucinénym podle
Protokolu. VSechny takové materidly budou
k dispozici ke kontrole spolecnosti DSI a CRO
v piimétené dob¢.

A. Hlavni zkousejici a Misto
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Study records during the Study, including but not
limited to eCRFs, drug supply and reconciliation
documentation and the Study Site file containing
all Study-related correspondence. All records for
the Study shall be retained for twenty-five (25)
years after completion or termination of the Study
or for the duration required by local regulations, at
DSI's expense. Inthe event that it will be necessary
to retain records for longer than twenty-five (25)
years, DSI will notify Study Site of such longer
period of time, and shall pay the costs associated
therewith, that records must be retained at DSI’s
expense. Otherwise, Study Site will be entitled to
despose such records.

provéadéni klinického hodnoceni souhlasi s tim, Ze
budou wuchovavat dplné a aktudlni zdznamy
o Studii v celém jejim prabchu, zejména formulara
eCRF, dokumentace o dodavkach a inventarizaci
1€k, jakoZ islozky Mista provadéni klinického
hodnocenti, které obsahuji veskerou korespondenci
souvisejici se Studii. VSechny zdznamy ze Studie
je tteba uchovdvat po dobu dvaceti péti (25) let po
dokonceni nebo ukoneni Studie nebo po dobu
vyZadovanou mistnimi pfedpisy, a to na ndklady
spolecnosti DSI. V piipad¢, Ze bude nutné
uchovavat zaznamy po dobu delSi nez dvacet pét
(25) let, oznami DSI Poskytovateli tuto delsi dobu
a uhradi ndklady s tim spojené, po kterou musi byt
zdznamy uchovavany na ndklady DSI. V opacném
pfipad¢€ bude Poskytovatel oprdvnén tyto zdznamy
zlikvidovat.

B. Principal Investigator and Study
Site shall contact DSI in the event of loss or
destruction of any Study records, or prior to the
removal of any Study records to another location.

C. Study Site and Principal
Investigator warrant that all hardware, software,
operating systems, mechanical devices, electronic
devices, and any other components of computer
systems which are used to produce reports and data
under this Agreement, and all documents and data
provided to DSI or CRO under this Agreement
shall be free of bugs, viruses and errors and
compliant with applicable law.

B. Hlavni zkouSejici a Misto
provddéni  klinického  hodnoceni = museji
kontaktovat spolecnost DSI v ptfipadé€ ztraty nebo
zniCeni jakychkoli zdznamt ze Studie nebo pied
pfemisténim téchto zdznami na jiné misto.

C. Misto provadéni  klinického
hodnoceni a Hlavni zkouSejici zarucuji, Ze
veSkery hardware, software, operacni systémy,
mechanicka zafizeni, elektronicka zafizeni
a vSechny ostatni souc¢dsti pocitacovych systémi,
které jsou pouZivany k vypracovani hldSeni a dat
podle této Smlouvy, a vSechny dokumenty a data
poskytovand spolecnosti DSI nebo CRO podle
této Smlouvy budou prosty zdvad, pocitacovych
virti a chyb a budou v souladu s platnymi zakony.

D. All case report forms and other
data (including without limitation, written,
printed, graphic, video and audio material, and
information contained in any computer data base
or computer readable form) generated by the
Study Site in the course of conducting the Study
(the "Data") shall be the property of DSI, which
may utilize the Data in any way it deems
appropriate, subject to and in accordance with
applicable state and federal privacy laws and
Section 4 (D) of this Agreement. Any
copyrightable work created in connection with
performance of the Study and contained in the

D. VSechny zdznamy  subjektl
hodnoceni adal$i data (zejména pisemného,
tiSténého, grafického, obrazového a zvukového
materidlu ainformaci obsaZenych v jakékoli
pocitatové databdzi nebo pocitacoveé Citelné
formé) generovand Mistem provadéni klinického
hodnoceni béhem providdéni Studie (,,data®)
budou vlastnictvim spole¢nosti DSI, kterd muze
tato data vyuZit jakymkoli zplsobem, ktery
povazuje za vhodny, na zdklad¢ a v souladu
s platnymi stidtnimi a federdlnimi zdkony na
ochranu osobnich tdajii a Clinkem 4 pism. D
této Smlouvy. Jakékoli dilo, na které se mohou
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Data (except any publication by the Principal
Investigator as provided in Section 12 hereof)
shall be property of DSI as author and owner of
the copyright in such work.

vztahovat autorskd prava, vytvorené v souvislosti
s provadénim  Studie aobsazené v datech
(s vyjimkou praci publikovanych Hlavnim
zkousejicim podle Clanku 12 této Smlouvy) bude
majetkem spolecnosti DSI jakoZto autora
a vlastnika autorskych prav k takovému dilu.

8. Cost and Payment.

As compensation for performing the Study, Study
Site shall be paid a fee by CRO on behalf of DSI in
accordance with and subject to the terms of this
Section 8 and Section 10D hereof. All Parties to
this Agreement acknowledge that (i) payment to
the Study Site is not dependent upon Study Site
obtaining of any particular findings or results
(positive or negative) in the Study, and (ii) to the
best of their knowledge, payment to the Study Site
is compensation for the fair market value of the
services provided by Study Site to DSI. The Study
Site acknowledges and agrees that its judgment
with respect to Study Site’s advice to and care of
each Study subject is not affected by the
compensation Study Site receives hereunder, and if
DSI or CRO provides any free products or items for
use in the Study, Study Site agrees that they will
not bill any Study subject, insurer or governmental
agency, or any other third party, for such free
products or items. Study Site, its representatives,
and payees under this Agreement acknowledge and
agree that they will not offer or pay anything of
value to any third parties, government officials or
otherwise, or accept offers of anything of value, to
advance the business interests of CRO or DSI.

The estimated value of this
4,428.000,00 CZK.

Agreement is

8. Naklady a platby.

Odménou za provadéni této Studie obdrzi Misto
provadéni klinického hodnoceni od spolecnosti
DSI odménu v souladu s podminkami tohoto
Clanku 8 a Cldnku 10 pism. D. Vechny Strany
této Smlouvy berou na védomi, Ze (i) platba
Mistu provadéni klinického hodnoceni nezavisi
na ziskani jakychkoli konkrétnich ndlezii nebo
vysledkih ~ Mistem  provddéni  klinického
hodnocenim (pozitivnich nebo negativnich) ve
Studii a (i1) podle jejich nejlepSiho védomi je
platba Mistu provadéni klinického hodnoceni
kompenzaci spravedlivé trzni ceny sluzeb
poskytovanych Mistu provadéni klinického
hodnoceni spolecnosti DSI. Misto provadéni
klinického hodnoceni potvrzuje a zavazuje se, ze
jeho usudek tykajici se rad a doporuceni
Subjektim studie a jejich 1écby nebude nijak
ovlivnén odménou, kterd mu bude vypldcena
podle této Smlouvy a bude-li spolecnost DSI
nebo CRO poskytovat k pouziti ve Studii n&jaké
produkty nebo polozky zdarma, zavazuje se
Misto provadéni klinického hodnoceni, Ze takové
produkty a polozky nebude tuctovat Subjektim
studie, pojiStovndm, stitnim dfadim ani jinym
tretim osobdm. Misto provadéni klinického
hodnoceni, jeho zdstupci a piifjemci plateb podle
této Smlouvy potvrzuji a zavazuji se, Ze nebudou
nabizet ani poskytovat Zadné hodnotné plnéni
Zadnym tfetim strandm, stdtnim udfednikiim ani
jinym osobdm, ani pfijimat nabidky hodnotného
plnéni vyménou za prosazovani obchodnich
zajmu CRO nebo DSI.

Predpokladand
4,428.000,00 K&

hodnota  této  Smlouvy:

A. Payment shall be made by CRO on behalf
of DSI to the Study Site’s payee (‘“Payee”) in
accordance with the Budget and Payment
Schedule attached as Attachment A. All costs
outlined in Attachment A (Budget and Payment

A. Platbu uhradi pfijemci plateb v Misté
provadéni klinického hodnoceni (ddle jen
,,Piijemce plateb*) CRO v zastoupeni spole¢nosti
DSI v souladu s Rozpisem plateb pfipojenym
jako Piiloha A. VSechny ndklady uvedené
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Schedule) shall remain firm for the duration of
the Study, unless otherwise agreed in writing by
the Study Site and DSI. Payee will be
compensated as outlined on Attachment A
(Budget and Payment Schedule) for subjects
properly enrolled in the Study. This amount
constitutes the full compensation for the work to
be completed by the Study Site and Principal
Investigator, including all work and care
specified in the Protocol for the Study, along with
all overhead and administrative services. No
compensation will be available for Study subjects
enrolled in the Study in violation of the Protocol.

v Piiloze A (Rozpocet a rozpis plateb) zlistanou
neménné po celou dobu trvani Studie, pokud se
Misto provadéni klinického hodnoceni a DSI
pisemn¢ nedohodnou jinak. Pifjemctim plateb
budou uhrady za subjekty fddn& zatazené do
Studie vypldceny zplisobem uvedenym v Piiloze
A (Rozpocet arozpis plateb). Tato ¢éstka
ptedstavuje dplnou odménu za priaci odvedenou
Mistem  provadéni  klinického  hodnoceni
a Hlavnim zkousSejicim vcetné veSkerych praci
a péce uvedenych v Protokolu Studie a vcetné
veskerych rezijnich ndklad a administrativnich
sluZzeb. Za Subjekty studie zafazené do Studie
v rozporu s Protokolem nebude vyplacena Zadna
thrada.

B. Payment to the Study Site shall be
made to the Study Site’ address listed in
Attachment A. The remuneration of the Principal
Investigator will be paid by the Study Site
according to the internal guidelines of the Study
Site.

C. Once DSI has paid funds to Study
Site for the performance of the Study by the
Principal Investigator and the Study Site, DSI shall
have no further obligation or liability to pay
Principal Investigator or Study Site any amounts
for their performance of the Study. In the event the
work conducted hereunder is less than that set forth
above for any reason, the actual funds paid for this
Study will be prorated to reflect the actual work
completed.

B. Platby Mistu provadéni klinického
hodnoceni budou provddény na adresu Mista
provadéni  klinického  hodnoceni uvedenou
v Piiloze A. Odména hlavnimu zkouSejicimu bude
vyplacena Mistem provadéni klinického hodnoceni
dle vnitini smérnice Mista klinického hodnoceni.

C. Jakmile spolec¢nost DSI zaplati
Mistu provadéni klinického hodnoceni za
provedeni Studie Hlavnim zkouSejicim a Mistem
provadéni klinického hodnoceni, nebude mit
spolecnost DSI Z4ddny dal§i zdvazek nebo
povinnost hradit Hlavnimu zkouSejicimu a Mistu
provadéni klinického hodnoceni za provedeni
této Studie jakékoli dalsi Castky. V pripadé, Ze
bude z jakéhokoli diivodu odvedeno mén¢ prace,
neZz je uvedeno vySe, bude hrazena Ccéstka
pomérn¢ sniZena tak, aby odridZela skute¢ny
objem odvedené prace.

D.  Screen Failures. A Screen Failure is
a consented Study subject who fails to meet the
screening visit criteria and is thus not eligible for
enrollment into the Study. Screen Failures will be
reimbursed, if at all, as outlined in Attachment A
(Budget and Payment Schedule).

E. Taxes. Payments shown in
Attachment A (Budget and Payment Schedule) do
not include taxes. Payee acknowledges and agrees
that it is solely responsible for the payment of any

D.  Subjekty, které neprojdou
vstupnimi vySetfenimi. Subjekt, ktery neprojde
vstupnimi vySetfenimi, je Subjekt studie, ktery
poskytl souhlas s ucasti, ale nesplni kritéria na
vstupni ndvsStéveé, aproto nebude moci byt do
Studie zafazen. Uhrady za Subjekty, které
neprojdou vstupnimi vySetfenimi, na néZ bude mit
Pt{jemce plateb narok, budou vyplaceny zplisobem
uvedenym v Piiloze A (Rozpocet a rozpis plateb).

E. Dané: Platby uvedené v piiloze A
(Rozpocet arozpis plateb) nezahrnuji dané.
Pi{jemce plateb bere na védomi a souhlasi s tim, Ze
nese vyhradni odpovédnost za platbu v§ech odvodi
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and all contributions and taxes imposed by any
applicable authority with respect to or measured by
compensation paid to Payee under this Agreement.
DSI and CRO will not be responsible for the
withholding or payment of any such required
contributions or taxes. Payee accepts full
responsibility for reporting all payments received,
under this Agreement, to the relevant taxation
authorities as required by Applicable Law.

F. If any dispute arises as to whether
Study Site is entitled to the payment of fees or is
obligated to repay DSI for any fees previously
overpaid, then the Study Site and CRO shall
attempt to resolve such dispute in good faith.
Pending such resolution, DSI may retain any
disputed funds.

a dani uloZenych jakymkoli pfisluSnym ufadem
v souvislosti s odménou vyplacenou Piijemci
plateb na zédklad¢ této Smlouvy nebo vymeéienou
podle této Smlouvy. Spolecnost DSI a CRO
neponesou za srdazku ani platbu jakychkoli
takovych poZadovanych odvodil nebo dani Zddnou
odpovédnost. Prifjemce plateb pfijimd plnou
odpovédnost za hlaSeni vSech piijatych plateb
podle této Smlouvy piisluSnym danovym dfadim,
jak to vyzaduji Platné zdkony.

F.  Pokud vznikne jakykoli spor o to,
zda ma Misto provadéni klinického hodnoceni
ndrok na vyplatu odmén nebo zda je tfeba diive
vyplacené odmény vrétit spolecnosti DSI, pokusi
se Misto provadéni klinického hodnoceni a DSI
takovy spor vyfesit smirn¢. Spole¢nost DSI mtze
pozdrZet finan¢ni prostedky, jichZ se spor tyka,
az do vyreSeni sporu.

9. Term.

This Agreement shall be effective as of the
Effective Date, and shall continue until the Study is
completed, unless terminated sooner in accordance
with Section 10 hereof. The obligations of Sections
6 (Access), 7 (Records; Data Ownership), 11
(Inventions), 12 (Publications), 13
(Confidentiality), 14 (Use of Party’s Name and
Logo), 17 (Indemnification and Insurance), 21
(Notice) and 23 (Governing Law) continue beyond
termination of the Agreement.

9. Doba platnosti.

Tato Smlouva nabyva ucinnosti k Datu u¢innosti
stanoveném vySe a bude platnd az do dokonceni
této Studie, pokud nedojde k jejimu predCasnému
vypovézeni v souladu s Clinkem 10  této
Smlouvy. Zavazky podle Clanki 6 (Piistup),
7 (Zaznamy;  vlastnickd prava  k datim),
11 (Vyndlezy), 12 (Publikace), 13 (Davérnost),
14 (Pouzivani nazvu aloga  spolecnosti),
17 (OdSkodnéni  a pojisténi), 21 (Ozndmeni)
a 23 (Rozhodné pravo) ziistavaji v platnosti i po
ukonceni této Smlouvy.

The estimated Study completion date is
approximately ﬂ)and is subject to
change in accordance with the Sponsor and
Protocol requirements.

The expected number of Study Subject enrolled is

Predpoklddané datum ukonceni Studie je
h, pfiemZ toto datum miZe byt
pfedmétem zmény na zdkladé pozadavkl

Zadavatele a v souladu s podminkami Protokolu.

Predpoklddany pocet zatazenych Subjekti studie je

10. Termination.

A.This Agreement may be terminated by
either Party immediately upon prior written notice
to the other Party if any of the following conditions
occur: (1) the authorization and approval to perform
the Study in the United States is withdrawn by the
U.S. Food and Drug Administration; or (ii) DSI

10. Ukonceni platnosti Smlouvy.

A. Tato Smlouva miZe byt kteroukoli ze Stran
okamzit€¢ pisemn€ vypovézena, nastane-li jedna
z nasledujicich podminek: (i) americky Utad pro
kontrolu potravin a 1é¢iv zrusi povoleni a schvaleni
Studie ve Spojenych statech nebo (ii) spole¢nost
DSI Studii ukondi.
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terminates the Study.

B. This Agreement may be terminated by
either Party upon ten (10) days prior written notice
to the other Party if any of the following conditions
occur: (i) the other Party breaches any material
obligation under this Agreement and fails to
remedy such breach within thirty (30) days after
receiving written notice of such breach from the
non-breaching Party; or (ii) the Principal
Investigator is unwilling or unable to continue to
serve, and a replacement investigator acceptable to
both the Study Site and DSI is not available.

B. Tato Smlouva muiZe byt kteroukoli ze Stran
pisemné vypovézena s vypovédni dobou deseti
(10) dnti, nastane-li jedna z nasledujicich
podminek: (i) druhd Strana podstatné porusi
jakékoli zavazky podle této Smlouvy a nenapravi
toto poruSeni béhem tficeti (30) dnti po obdrzeni
pisemného upozornéni na toto poruSeni od
vypovidajici Strany; nebo (ii) pokud Hlavni
zkousejici neni ochoten nebo schopen setrvat ve
své funkci aneni kdispozici Zddny ndhradni
zkouSejici pfijatelny jak pro Misto provadéni
klinického hodnocent, tak pro DSI.

C. This Agreement may be terminated by DSI
upon twenty (20) days prior written notice to Study
Site for any reason.

D. Upon the effective date of termination,
there shall be an accounting conducted by the Study
Site, subject to verification by CRO. Within thirty
(30) days after receipt of adequate documentation,
CRO will make payment to the Study Site for (i) all
services, not yet paid for, but properly rendered and
monies properly expended by the Study Site until
the date of termination; and (ii) reasonable non-
cancelable obligations properly incurred for the
Study by the Study Site prior to the effective date
of termination. If DSI/CRO objects to any charge,
the Parties shall use best efforts to resolve any
disagreement as expeditiously as possible. Any
funds paid to Study Site in advance will be
prorated, and any unearned funds will be returned
by Study Site to CRO.

C. Spolecnost DSI miize tuto Smlouvu
vypoveédét s vypovédni dobou dvaceti (20) dni
pisemnou vypovédi doru¢enou Mistu provadéni
klinického hodnoceni z jakéhokoli diivodu.

D. Ke dni ucinnosti ukonceni Smlouvy
provede Misto provadéni klinického hodnoceni
vyuctovani, které podléhd ovéteni ze strany CRO.
Do tficeti (30) dnli po obdrzeni odpovidajici
dokumentace proplati CRO Mistu provadéni
klinického hodnoceni (i) vSechny sluzby, které
jest¢ nebyly zaplaceny, ale byly jiz tadné
poskytnuty, a prostiedky, které byly Mistem
provadéni klinického hodnoceni fadné vynaloZeny
az do data ukonCeni Smlouvy; a (i1) pfiméfené
nezruSitelné zdvazky tadné vzniklé Mistu
provadéni klinického hodnoceni v souvislosti se
Studii pfed datem ukonceni platnosti. Pokud mé
spolec¢nost DSI/CRO vyhrady k jakékoli uctované
Castce, museji Strany vyvinout veskeré usili k co
nejrychlejSimu  vyfeSeni jakychkoli neshod.
Veskeré ptipadné zalohy predem vyplacené Mistu
provadéni klinického hodnoceni budou pomérné
upraveny a Misto provadeéni klinického hodnoceni
vréti piipadny pieplatek CRO.

E. If this Agreement is terminated prior to
completion of the Study, Study Site shall furnish to
DSI an acceptable investigator’s report for the
research completed and will cooperate fully in
providing completed Case Report Forms and
access to appropriate records.

E. Pokud bude platnost této Smlouvy
ukoncena pred dokonfenim Studie, Misto
provddéni  klinického  hodnoceni  poskytne

spole¢nosti DSI pfijatelnou zpravu zkousSejiciho za
provedenou  ¢ast vyzkumu abude plné
spolupracovat pii poskytnuti vyplnénych Zaznamu
subjektl hodnoceni a umozni piistup k ptisluSnym
zaznamum.
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F. Study Site and Principal Investigator shall
return to DSI any unused Study Drug and all DSI
confidential information, as defined in Section 13
hereof, at the earlier of the conclusion of the Study
or termination of this Agreement.

G. In the event DSI provides and/or pays for
any equipment (e.g., computer hardware, lab
equipment) to enable Study Site to conduct the
Study, such equipment shall be included in
Attachment A (including the description and cost
thereof) and shall be returned to DSI upon
completion of the Study. Any equipment provided
and/or paid for by DSI that is not returned to DSI is
subject to DSI’s disclosure requirements under
federal and state regulations.

F. Misto provadéni klinického hodnoceni
a Hlavni zkousejici vrati spole¢nosti DSI veskery
nespotiebovany hodnoceny ptipravek a veSkeré
daveérné informace spolec¢nosti DSI podle definice
v Clanku 13 této Smlouvy, a to bud’ ptfi ukonceni
Studie, nebo ukonceni této Smlouvy podle toho,
kterd z moZnosti nastane dfive.

G. V piipad¢, Ze spolecnost DSI poskytne
a/nebo zaplati jakékoli vybaveni (napf. pocitacovy
hardware, laboratorni zafizeni), aby Mistu
provadéni  klinického  hodnoceni umoZnilo
provadéni Studie, musi byt toto vybaveni uvedeno
v Piiloze A (v€etné¢ jeho popisu aceny) apo
dokonceni Studie musi byt vraceno spolecnosti
DSI. Veskeré vybaveni poskytnuté a/nebo
zaplacené spolecnosti DSI, které ji neni vriceno,
podléhd podle stiatnich predpisti pozadavkiim na
zveiejnéni ze strany DSI.

11. Inventions.

It is expressly agreed that all inventions shall be
promptly and fully disclosed and described to
DSI in writing and shall be the property of DSI.
For purposes of this Agreement, inventions shall
mean discoveries, improvements or ideas
(whether patentable or not) made by the Study
Site, the Principal Investigator, or other Study
Site personnel performing services in connection
with the Study, either solely or jointly with
others, conceived and reduced to practice in the
course and scope of this Agreement. DSI shall
have the sole and exclusive right to obtain, at its
option, patent protection in the United States and
other countries on any such invention or
discovery. Principal Investigator and Study Site
hereby agree to assign to DSI all rights, title, and
interest in and to any such invention, and provide
reasonable assistance to obtain patents on such
inventions, for which DSI will pay all related
expenses.

11. Objevy.

Strany se vyslovné dohodly na tom, Ze vSechny
objevy budou neprodlené a uplné zpfistupnény
a pisemné popsdny spolecnosti DSI a stanou se
majetkem spole¢nosti DSI. Pro ucely této
Smlouvy budou objevy znamenat vyndlezy,
zlepSeni nebo navrhy (patentovatelné ¢i nikoli),
které ucini Misto provddéni klinického
hodnoceni, Hlavni zkouSejici nebo jini pracovnici
Mista provadéni klinického hodnoceni, ktefi
poskytuji sluzby v souvislosti s touto Studii, bud’
sami, nebo spolecné s ostatnimi, vytvofené
auvedené do praxe v dob¢ platnosti a v rozsahu
této Smlouvy. Spole¢nost DSI bude mit jediné
a vyluéné pravo obstarat si dle vlastniho uvazeni
patentovou ochranu ve Spojenych statech
americkych avjinych zemich pro kterykoli
takovy vyndlez ¢i objev. Hlavni zkouSejici
a Misto provadéni klinického hodnoceni timto
souhlasi stim, Ze postoupi spolec¢nosti DSI
vSechna prava, pravni tituly a zdjmy na kazdém
takovém objevu a poskytnou pfiméfenou pomoc
k ziskdni patentl na zminéné objevy, pfiCemzZ
spole¢nost DSI zaplati vSechny vydaje s tim
spojené.

12. Publication.

Study Site acknowledges that the Study is a

12. Publikovani.

Misto provadéni klinického hodnoceni potvrzuje,
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multicenter study, and that the information and
data generated by Study Site or individual
Principal Investigators, or study sites are not
sufficient to draw meaningful conclusions.
Accordingly, Study Site agrees that any results of
the Study shall not be published individually or
collectively in whole or part by Study Site, its
employees or agents until after the coordinated
multicenter publication or one year after the
termination of the Study, whichever occurs first.
After such time, Study Site shall submit any
publication to DSI for review at least forty-five
(45) days prior to submission. If during this
review, DSI identifies its confidential
information as defined in Section 13 hereof, it
shall be deleted. If during this review DSI
identifies any patentable material requiring
protection, then Study Site agrees to delay
publication for an additional sixty (60) days for
the purpose of permitting DSI to seek appropriate
legal protection, including without limitation,
patent protection. Any publication shall comply
with the International Committee of Medical
Journal Editors (ICMJE) Criteria for Authorship.
In addition, potential conflicts of interest as
defined in the ICMJE Form for Disclosure of
Potential Conflicts of Interest shall be disclosed
in manuscripts, journal submissions and related
documents. Nothing in this Section 12 shall be
taken as giving DSI any right of editorial control
over any publication prepared by Study Site.

Ze tato Studie je multicentrickou studii, aZe

informace nebo data vytvofend Mistem
provadéni  klinického  hodnoceni  nebo
jednotlivymi Hlavnimi zkouSejicimi nebo misty
provadéni  klinického  hodnoceni  nestaci

k odvozeni smysluplnych zavérd. Z tohoto
diivodu souhlasi Misto provadéni klinického
hodnoceni s tim, Zze Misto provadéni klinického
hodnoceni, jeho zamé&stnanci ani jeho zdstupci
nezvefejni Zadné z vysledkii této  Studie
jednotlivé ¢i spolecné, veelku nebo ¢astecné, a to
az do doby koordinovaného zvefejnéni vysledk
za vSechna zuCastnénd mista provadéni
klinického hodnoceni nebo jeden rok po skonceni
Studie podle toho, kterd z moZnosti nastane diive.
Po této dobé predlozi Misto provadéni klinického
hodnoceni spolecnosti DSI kazdou uvaZovanou
publikaci ke kontrole, ato alesponl Ctyficet pét
(45) dni pfed odesldnim ke zvetejnéni. Pokud
béhem prezkumu zjisti spole¢nost DSI divérné
informace definované v Clanku 13, budou
odstranény. Pokud b&hem kontroly spolecnost
DSI zjisti patentovatelny material, ktery vyZaduje
pravni ochranu, Misto provadéni klinického
hodnoceni bude souhlasit s odloZzenim publikace

o dalSich Sedesat (60)dnd, aby umozZnila
spoleCnosti DSI obstardni pfisluSné pravni

ochrany, zejména patentové ochrany. VSechny
publikace museji spliovat kritéria pro autorstvi
stanovend Mezindrodnim vyborem editorti
lékatskych casopisi (ICMJE). V rukopisech,
¢lancich predlozenych k publikaci v €asopisech
a souvisejicich dokumentech museji byt také
zvefejnény potencidlni stfety z4jmu dle definice
formuldre ke zvefejnéni potencidlnich stretl
zajmtt ICMJE. Nic v tomto Clanku 12 nebude
vykladdno jako poskytnuti prava redakcni
kontroly spolecnosti DSI jakychkoli publikaci
vypracovanych Mistem provadéni klinického
hodnoceni.

13. Confidentiality.

Except as permitted under Section 12, the Study
Site shall not use or disclose to any person or
entity, other than those persons directly
connected with the Study and the Protocol, any
data, material or information disclosed to the
Study Site by DSI or CRO for a period of ten (10)

13. Duvérnost.

Kromé vyjimek povolenych v Clanku 12, Misto
provadéni klinického hodnoceni nepouZije ani
neprozradi zadné fyzické ani pravnické osobg,
s vyjimkou osob piimo zdcastnénych na
provadéni Studie arealizaci protokolu, Zadna
data, materidly ani informace poskytnuté Mistu
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years from the date of this Agreement without
obtaining the prior written consent of DSI. The
obligations of non-disclosure shall not apply to
information that (a) was at the time of disclosure
by DSI or CRO in the public domain; (b) after
disclosure by DSI or CRO lawfully becomes part
of the public domain by publication or otherwise
except by breach of this Agreement; (c) was
lawfully in possession of Study Site at the time of
disclosure by DSI or CRO and was not acquired,
directly or indirectly, from DSI or CRO; provided
such prior possession was lawful as proven by
documentary evidence; (d) was lawfully received
from third parties; provided such information was
not unlawfully obtained by such parties, directly
or indirectly, from DSI or CRO on a confidential
basis; or (e) was independently developed
lawfully by Study Site personnel not connected
with the Study; provided such independent
development can be proven by documentary
evidence.

provadéni klinického hodnoceni spolecnosti DSI
nebo CRO po dobu deseti (10) let od data této
Smlouvy bez predchoziho pisemného souhlasu
spolecnosti DSI. Povinnost neprozradit data se
nebude vztahovat na informace, které (a) byly
v dobé& zptistupnéni spole¢nosti DSI nebo CRO
vefejné zndmé; (b) po zptistupnéni spole¢nosti
DSI nebo CRO se legdlné staly vefejné znamymi
prostfednictvim publikace ¢i jinak, pokud k tomu
nedoSlo poruSenim této Smlouvy; (c) byly
v legdlnim drZzeni Mista provadéni klinického
hodnoceni v dob¢ jejich zptistupnéni spolecnosti
DSI nebo CRO anebyly nabyty, pfimo ani
nepiimo, od spole¢nosti DSI nebo CRO; pokud
jejich predchozi drZeni bylo zdkonné alze je
dolozit prikkaznou dokumentaci; (d) Misto
provadéni klinického hodnoceni je prdvoplatné
obdrzelo od tfeti strany, avSak za predpokladu, Ze
takové informace nebyly nelegdlné ziskdny
uvedenou tieti stranou, piimo nebo nepiimo, od
spolecnosti DSI nebo CRO pod podminkou
zachovani duvérnosti; a(e) byly nezavisle
a pravoplatné vytvofeny pracovniky Mista
provadéni klinického hodnoceni, ktefi nejsou
spojeni s touto Studii, za ptredpokladu, Ze takovou
nezavislou tvorbu Ize prokdazat prikaznou
dokumentaci.

Parties hereby acknowledge that this Agreement
shall be published pursuant to Act no. 340/2015
Sb., on Agreements Register. Any information
which constitutes trade secret of either Party is
exempted from such publication. For the purposes
of this Agreement, trade secrets include, but are not
limited to: Attachment A — Budget and payment
schedule, expected number of Study subjects
enrolled and the expected duration of the Study.
Furthermore, personal data of the individuals are
also exempted from publication, unless they have
been previously published in another public
register. After the execution hereof, the Study Site
requires to be provided with the agreed final
version of the Agreement with highlighted sections
considered as trade secrets by Sponsor. The Study
Site will obtain prior approval from Sponsor before
further redacting the final version of the
Agreement. The Site is obliged to publish this
Agreement in accordance with the article herein
above. The Site will inform CRO of publishing the
Agreement in the Agreements Register by sending

Bez ohledu na vyse uvedené berou timto Strany na
védomi, Ze tato Smlouva bude uvefejnéna podle
zakona ¢. 340/2015 Sb., o Registru smluv.
Uvefejnéni se nevztahuje na informace, které
predstavuji obchodni tajemstvi nckteré ze Stran.
Pro dcely této Smlouvy patii k takovym
obchodnim tajemstvim zejména: Piiloha A —
Rozpocet arozpis plateb, ocekdvany pocet
Subjektl zatazenych do Studie a o¢ekdvand doba
trvdni Studie. Kromé& toho piedstavuji vyjimku
z uvetejnéni také osobni tdaje jednotlivych osob,
pokud jiz nebyly diive uvefejnény v jiném
vefejném registru. Misto provadéni klinického
hodnoceni vyzaduje pred podpisem smlouvy zaslat
odsouhlasenou findlni verzi smlouvy ve strojoveé
¢itelném formatu s podbarvenym textem, ktery DSI
povazuje za obchodni tajemstvi. Misto provadéni
klinického hodnoceni je povinno ziskat souhlas
DSI prosttednictvim IQVIA pied tim, nez bude
konecnou verzi Smlouvy dale ménit nad ramec
podbarveného textu ze strany DSI. Misto provadéni
klinického hodnoceni je povinno uvefejnit tuto
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a confirmation of publication to the following
email address: h Should the Site
fail to publish this Agreement within 5 working
days from the last signature date, it may be

published by the DSI or CRO.

The Parties agree that the initiation visit shall not
occur until the final Agreement has been published
in the Agreements Register and until then neither
DSI nor CRO shall supply any Study Drug to the
Site’s pharmacy.

Smlouvu v souladu s vySe uvedenym clankem.
Misto provadéni klinického hodnoceni bude CRO
informovat o uvetejnéni Smlouvy v registru smluv
tak, ze zasle otvrzovaci email na

. Pokud Misto provadéni
klinického hodnoceni neuvetejni tuto Smlouvu do
5 pracovnich dni od data posledniho podpisu,
muze ji uvefejnit DSI nebo CRO.

.....

navstévé do okamzZiku uvefejnéni konecného
dokumentu v registru smluv, pfi¢emZ nebude ze
strany DSI ¢i CRO pfed uvefejnénim smlouvy
dodan Zzadny hodnoceny piipravek do lékarny
Mista provadéni klinického hodnoceni.

14. Use of Party’s Name and Logo.

Neither Party shall use in advertising, publicity, or
otherwise, the name, trademark, logo, symbol, or
other image of the other Party, or of CRO, without
obtaining the prior written consent of the affected
Party. Principal Investigator and Study Site agree
that they will not issue, nor allow their employees,
agents or representatives to issue, any press release
or statement, nor initiate any written or oral
communication regarding the Study to the media or
any other third party without the prior written
consent of DSI/CRO.

14. Pouzivani nazvu a loga nékteré ze Stran.

Bez ptedchoziho pisemného souhlasu druhé Strany
nebude z4ddna ze Stran pouZzivat nizev, obchodni
znacku, logo, symbol ani jiné zobrazeni druhé
strany nebo CRO v reklamé, propagaci ani jinde.
Hlavni zkouSejici a Misto provadéni klinického
hodnoceni souhlasi stim, Ze bez predchoziho
pisemného  souhlasu  spolecnosti  DSI/CRO
nebudou vyddvat, ani nedovoli takové vydavani
svym zameéstnancim, zmocnénclim a zastupcum,
ani nebudou Sifit jakdkoli tiskova sdéleni ani
prohldSeni a nebudou iniciovat pisemnou ¢i ustni
komunikaci tykajici se této Studie s médii i tietimi
stranami.

15. Conflict of Interest.

The Principal Investigator and Study Site certify
that (i) there is no conflict of interest between
them and DSI or CRO which would inhibit or
affect performance of the work specified in this
Agreement; (i1) no collateral benefit has been
offered for participation in the Agreement, such
as promises of gifts, future employment, or travel
that is not related to the Agreement; and (iii) no
gifts or other benefits have been offered to any of
their family members. Principal Investigator and
Study Site will promptly advise DSI and CRO in
the event that any conflict of interest arises during
the term of this Agreement. Performance of the
work specified in this Agreement does not violate
any other agreement that Principal Investigator

15. Sti‘et zajmii.
Hlavni zkouSejici a Misto provadéni klinického
hodnoceni potvrzuji, Ze (i) neexistuje Zadny stfet
z4jml mezi nimi a spolecnosti DSI nebo CRO,
ktery by bréanil nebo negativné ovliviioval vykon
prace stanovené touto Smlouvou; (ii) za ucelem
UCasti na této Smlouvé nebyl nabidnut Zadny
kolaterdlni poZzitek, jako napf. pfislib dart,
budouciho zaméstnani nebo moznosti cestovani,
ktery nemd vztah k této Smlouvé; (ii1) zadné
darky ajiné pozitky nebyly nabidnuty ani
rodinnym pfisluSnikim. Pokud b&hem platnosti
této Smlouvy vznikne jakykoli stfet zdjmi,
Hlavni zkouSejici a Misto provadéni klinického
hodnoceni budou ihned informovat spolecnost
DSI a CRO. Vykon price specifikované touto
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may have with his/her employer or other third
parties.

Smlouvou neporuSuje Zddné jiné smlouvy, které
muze mit Hlavni zkousSejici uzavieny se svym
zaméstnavatelem nebo jinymi tfetimi stranami.

16. Debarment and Disqualification.

Study Site certifies that neither the Study Site,
Principal Investigator nor any person directly
employed by them in the performance of the
Study has been charged or convicted of a federal
or state offense (related to healthcare services or
to his/her medical license), debarred or
disqualified from participating in clinical
research by any regulatory authority, state or
federal agency or excluded by the Office of
Inspector General or any state agency from
participation in any federal or state health care
program. After execution of this Agreement, if
the Study Site becomes aware that the Study Site,
Principal Investigator or any employee has been,
or is in the process of being charged, convicted,
debarred, disqualified or excluded in accordance
with the aforementioned provisions, the Study
Site hereby certifies it will promptly notify DSI
in writing during the term of this Agreement and
for three (3) years following its termination or
expiration. Study Site also certifies that no
debarred or disqualified person will in the future
be employed by the Study Site in connection with
any work to be performed for or on behalf of DSI
(see the FDA Office of Regulatory Affairs
Debarment List at
http://www.fda.gov/ora/compliance ref/debar/).

16. Vyloudeni a diskvalifikace.

Misto provadéni klinického hodnoceni potvrzuje,
Zze ono samo ani Hlavni zkouSejici ani Zadna
osoba, kterou zamé&stnévaji, nebyli obvinéni nebo
usvédCeni z trestného Cinu (v souvislosti se
zdravotnickymi sluzbami nebo 1ékaiskou licenci)
ani jim nebyl uloZen zdkaz Cinnosti nebo zdkaz
Ucasti na klinickém vyzkumu Zddnym kontrolnim
organem ani statnim ufadem, ani nebyli Zddnym
dozor¢im oddélenim federdlni nebo stitni
agentury vylouceni z ucasti v Zidném federdlnim
nebo statnim programu zdravotni péce. Pokud se
Misto provadéni klinického hodnoceni kdykoli
po podpisu této Smlouvy dozvi, Ze ono samo,
Hlavni zkouSejici nebo kterykoli zaméstnanec
byli nebo  jsou obvinéni, odsouzeni,
diskvalifikovani, vylouceni nebo dostali zdkaz
cinnosti v souladu s vyse uvedenymi
ustanovenimi, Misto provadéni klinického
hodnoceni timto potvrzuje, Ze bude okamzité
v tomto smyslu pisemné informovat spolecnost
DSI, a to po dobu platnosti této Smlouvy a tii (3)
let po jejim ukonceni ¢i vyprSeni platnosti. Misto
provadéni  klinického  hodnoceni  rovnéz
potvrzuje, Ze 7Zadnd osoba se zdkazem vykonu
¢innosti nebo diskvalifikovand osoba nebude
v budoucnu zaméstndna Mistem provadéni
klinického hodnoceni ve spojitosti s pracemi
provadénymi pro spole¢nost DSI nebo jejim

jménem (viz seznam osob se zdkazem vykonu

Cinnosti  vydany  odd€lenim  regulacnich
zalezitosti FDA na adrese
http://www.fda.gov/ora/compliance ref/debar/).

17. Indemnification and Insurance

A. DSI will indemnify, defend and
hold harmless Study Site, Principal Investigator,
the sub-investigators identified in the Form FDA
1572 corresponding to the Protocol, and their
respective employees and agents (collectively
“Indemnitees”) from any third party claim, expense
or loss (“Claim”) incurred by or imposed upon the
Indemnitees, or any one of them, resulting from

17. Odskodnéni a pojisténi

A. Spole¢nost DSI odSkodni, obhdji
a zbavi odpovédnosti Misto provadéni klinického
hodnoceni, Hlavniho zkousejiciho, spoluzkousejici
uvedené ve formuldti FDA 1572 a odpovidajici
Protokolu  ajejich  pfislusSné  zaméstnance
a zastupce (spole¢n¢ ,,Odskodnované osoby*) pied
narokem, naklady ¢i ztrdtou jakékoli tieti strany
(,,Narok*) utrpénymi OdSkodfiovanymi osobami
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bodily injury (including death) to patients enrolled
in the Study incurred as a direct result of the Study
conducted pursuant to the Protocol. This indemnity
shall not apply to any such Claim which results
from (i) the negligence or willful misconduct of
one or more of the Indemnitees, (ii) the failure of
one or more of the Indemnitees to comply with
accepted medical practices, the terms of the
Protocol or any instructions relating to the use and
administration of the Study Drug, (iii) the failure of
one or more of the Indemnitees to comply with any
applicable laws or regulations, or (iv) the use of any
FDA approved drug as a comparative agent in the
Study. This Agreement does not address or
extinguish any rights DSI may have to
indemnification by any Indemnitee.

nebo jim uloZenymi, nebo na kteroukoli z nich,
které vznikly v dusledku télesného zranéni (vCetné
smrti) pacientd zafazenych do Studie jako piimy
dasledek Studie provadéné podle Protokolu. Toto
odSkodnéni se nebude vztahovat na Zadny takovy
Niérok zptsobeny (i) nedbalosti nebo védomym
pochybenim jedné nebo vice Odskodinovanych
osob, (ii) nedodrZzenim pfijatych 1ékatskych
postupli, podminek protokolu nebo pokyni
tykajicich se pouZiti a poddviani Hodnoceného
pfipravku jednou nebo vice Odskodiovanymi
osobami, (iii) nedodrzenim platnych zakona nebo
predpisi  jednou nebo vice Odskodnovanymi
osobami nebo (iv) pouzivanim nékterého 1éku
schvdleného agenturou FDA jako srovndvaciho
léku. Tato smlouva nefesi ani nerus$i préava, kterd
mize mit DSI na odSkodnéni vuci kterékoli
odskodnované osob¢.

It shall be a condition precedent to DSI’s
indemnification obligation hereunder that the
Indemnitee (i) notify DSI of any Claim for
indemnification within thirty (30) days after
Indemnitee has knowledge of such Claim, (ii)
permit DSI to conduct and control the
investigation, preparation and defense of any Claim
(including all decisions as to legal counsel,
litigation, settlement and appeal), (iii) cooperate
fully with DSI in the defense, investigation,
preparation of any Claim, and (iv) not compromise
or settle any Claim without the prior written
approval of DSI.

Skutec¢nosti podminujici zdvazek spolecnosti DSI
odskodnit odskodnovanou stranu bude, Ze
Odskodiiovand osoba (i) bude neprodlené
informovat spolecnost DSI o jakychkoli nédrocich
beéhem tficeti (30) dnti poté, kdy se Odskodnovana
osoba dozvi otakovém ndroku, (i) povoli
spolecnosti DSI vést a fidit vySetfovani, piipravu
a obhajobu proti jakémukoli ndroku (v€etné vSech
rozhodnuti tykajicich se vybéru pravniho zastupce,
vlastniho soudniho sporu, urovndni a odvoléni),
(ii1) bude pIn€ spolupracovat se spolecnosti DSI na
obhajobg¢, vysetfovani a ptiprave jakéhokoli naroku
a(iv) nepfistoupi na smirné narovnani nebo
vypofddani ndrokd bez ptfedchoziho pisemného
souhlasu spole¢nosti DSI.

B. The Study Site and Principal Investigator
(which shall include their employees, agents and
representatives) each agree to be solely responsible
for their acts of negligence and/or reckless acts or
omissions in the performance of their duties
hereunder and shall be financially and legally
responsible for all liabilities, costs, damages,
expenses and attorney fees resulting from, or
attributable to any and all such acts or omissions.

C. DSI represents and warrants that it
possesses and shall carry at its own expense
comprehensive clinical trials insurance, as required

B. Misto provadéni klinického hodnoceni
aHlavni  zkouSejici  (v€etné  zameéstnancd,
zmocnénych osob a zdstupcli) souhlasi, Ze budou
vyluéné odpovidat za vSechny piipady nedbalosti
a/nebo piipady hrubé nedbalosti nebo zanedbani
vykonu povinnosti podle této Smlouvy, a Ze budou
finan¢né a prdvné odpovidat za vSechny zavazky,
naklady, Skody, vydaje a pravni vylohy vyplyvajici
ze vSech takovych typl jednani nebo nedbalosti
nebo jim pficitatelné.

C. Spolec¢nost DSI prohlaSuje a zaruCuje se, Ze
mad ana vlastni ndklady si bude zajiStovat
komplexni pojiSténi klinickych hodnoceni, jak to
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by local law or regulation, specifically Section
58(2) of Act No. 378/2007 Coll.,, on
Pharmaceuticals.

vyZzaduji mistni zakony nebo pfedpisy, konkrétné §
58 odst. 2 zakona ¢. 378/2007 Sb., o 1é¢ivech.

18. Assignment.

This Agreement may not be assigned by either
Party without the consent of the other Party;
provided, however that either Party may, upon
notice to the other Party, assign its rights and
obligations under this Agreement to a successor of
the business to which this Agreement relates.

19. Independent Parties.

Each Party to this Agreement shall act as an
independent entity in its own name and for its own
account, and not as the agent or employee of the
other Party. Accordingly, the employees of one
Party shall not be considered to be employees of the
other Party, and neither Party shall enter into any
contract or agreement with a third party which
purports to obligate or bind the other Party.

18. Postoupeni.

Z4dna ze Stran nesmi tuto Smlouvu postoupit bez
souhlasu druhé Strany; avSak za pfedpokladu, ze
kazda ze Stran miiZe po vyrozuméni druhé Strany
postoupit sva prava a povinnosti vyplyvajici z této
Smlouvy svému pravnimu ndstupci v oblasti, na
kterou se vztahuje tato Smlouva.

19. Nezavislé Strany.

Kazda ze Stran této Smlouvy bude jednat jako
nezavisla strana pod svym jménem a na vlastni ucet
anebude jednat v postaveni zmocnénce ani
zaméstnance druhé strany. V tomto smyslu tedy
zamestnanci jedné Strany nebudou povazovani za
zaméstnance druhé Strany azddnd ze Stran
neuzavie smlouvu ani jinou dmluvu se tieti stranou,
jejimz ucelem je vytvorit zdvazek nebo povinnost
pro druhou Stranu.

20. Entire Agreement; Amendment.

This Agreement (including its Attachments)
contains the entire understanding of the Parties
with respect to the subject matter contained
herein, and supersedes all prior and
contemporaneous agreements, understandings,
statements, and conditions, whether written or
oral, between the Parties with respect to the
performance of the transactions contemplated by
this Agreement. This Agreement shall not be
amended, supplemented or modified except by a
written agreement executed by the duly
authorized officers of each Party.

20. Uplnost ujednani a zmény.

Tato Smlouva (vcetné piiloh) predstavuje tplné
ujednani Stran s ohledem na predmét uvedeny
v této Smlouvé anahrazuje vSechna predchozi
asouCasnd ujedndni, komunikace, vyjddieni,
prohldSeni a podminky, ustni ipisemné, mezi
témito Stranami s ohledem na provadéni
transakci zamySlenych touto Smlouvou. Tato
Smlouva miZe byt pozménéna, doplnéna nebo
upravena pouze pisemnou dohodou podepsanou
fadn€ zplnomocnénymi zéastupci vSech Stran.

21. Notice.

Except as otherwise provided in Section 4, all
notice required or permitted to be given hereunder
shall be in writing and shall be deemed to have been
duly given if sent by registered or certified mail,
postage prepaid, return receipt requested,
transmitted by facsimile, to the address or facsimile
number set forth below (or to such other person,
address, or facsimile number as a Party may, from

21. Oznameni.

S vyjimkou uvedenou v Cldnku 4 budou viechna
sdéleni vyzadovand nebo povolena touto Smlouvou
ucinéna pisemné a bude se mit za to, Ze byla fddné
pfedana, pokud budou vyplacené odeslana
doporu¢enym dopisem s doru¢enkou, faxem na
adresu nebo faxové Cislo uvedené nize (nebo jiné
osobé¢, na jinou adresu nebo faxové cCislo, které
muZe Strana urcit pisemnym ozndmenim) nebo na
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time to time, designate by written notice) or to
email address:

If to DSI:

211 Mt. Airy Road,
Basking Ridge, NJ 07920, USA

Contract Management Legal Operations
Phone:
Fax:

If to Study Site:

Dasa Proktipkové - Legal Department

Fakultni nemocnice Hradec Kralové,

Sokolskd 581, 500 05 Hradec Krilové - Novy
Hradec Krédlové, Czech Republic

Phone: +420 495 832 881

E-mail: dasa.prokupkova@fnhk.cz

If to Principal Investigator:

Principal Investigator

Fakultni nemocnice Hradec Kralové, Klinika
onkologie a radioterapieSokolskd 581, 500 05

Hradec Kralové, Czech Republic
Phone:
e-mail:

If to CRO:

Study Monitor
IQVIA RDS Czech Republic s.r.o. 5
Pernerova 691/42, 186 00 Praha 8 — Karlin, Ceska

e-mailovou adresu:

Oznameni zasilana spole¢nosti DSI:

Daiichi Sankyo, Inc.
211 Mt. Airy Road,
Basking Ridge, NJ 07920, USA

Contract Management Legal Operations
Telefon:
Fax:

Oznameni zasilana Mistu provadéni klinického
hodnoceni:

Dasa Proktipkova — pravni odbor

Fakultni nemocnice Hradec Kralové,

Sokolskd 581, 500 05 Hradec Krilové — Novy
Hradec Krilové, Ceskd republika

Telefon: +420 495 832 881

E-mail: dasa.prokupkova@fnhk.cz

Oznameni zasiland Hlavnimu zkouSejicimu:

Hlavni zkousSejici

Fakultni nemocnice Hradec Kralové, Klinika
onkologie a radioterapie,
Sokolskd 581, 500 05 Hradec Krilové — Novy

Hradec Kralové, Ceska republika
Telefon:
e-mail:

Oznameni zasilana CRO:

Monitor studie
IQVIA RDS Czech Repubilic s.r.o. 5
Pernerova 691/42, 186 00 Praha 8 — Karlin, Ceska

republika republika
Phone: Telefon:
22. Waiver. 22. Vzdani se prav.
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All waivers of the terms of this Agreement shall be
in writing. Failure to insist upon compliance with
any of the terms and conditions of this Agreement
shall not constitute a general waiver or
relinquishment of any such terms or conditions, but
the same shall remain at all times in full force and
effect.

23. Governing Law.

The laws of Czech Republic will govern the
validity and interpretation of the provisions, terms
and conditions of this Agreement. Any disputes
that are not resolved amicably will be heard and
determined by the competent courts in the Czech
Republic. The present Agreement and its
attachments are set forth in English and Czech
languages. In case of any dispute in its
interpretation, the Czech language version shall
prevail.

24. Counterparts.

This Agreement is executed in four counterparts,
each of which shall be deemed to be an original, but
all of which together shall constitute one and the
same instrument.

Veskera prominuti podminek této Smlouvy museji
byt ucinéna pisemné. NedodrZzeni kterékoliv
z podminek této Smlouvy nepfedstavuje vSeobecné
prominuti nebo zieknuti se prdv v souvislosti
s jakymikoli takovymi smluvnimi podminkami;
tyto naopak zustanou vzdy platné a ti¢inné v celém
rozsahu.

23. Rozhodné pravo.

Pro platnost a vyklad ustanoveni a podminek této
Smlouvy budou rozhodné zikony Ceské republiky.
Projednani a rozhodovéni ptipadnych sport, které
nebudou vyfeSeny smirem, bude feSeno s pomoci

ptislusnych soudi v Ceské republice. Tato
Smlouva ajeji piilohy jsou vyhotoveny

v anglickém a ¢eském jazyce. V piipad¢ jakychkoli
rozporll v jejim vykladu bude rozhodujici ceskd
verze.

24. Stejnopisy.

Tato smlouva bude vyhotovena ve 4 stejnopisech,
pficemz kazdy znich md platnost origindlu
a vSechny spolecné predstavuji jednu a tutéz
listinu.

25. Registration.

In connection with any data or other information
generated from the services conducted hereunder
by the Study Site or Principal Investigator, DSI
shall have the right to publish such data and
information (without approval from the Study
Site or Principal Investigator) on
ClinicalTrials.gov or other public web-based data
entry system in accordance with the Food and
Drug Administration Amendments Act of 2007
(“FDAAA”). DSI shall be exclusively
responsible for registering the Study and posting
Study results in accordance with the FDAAA,
and for updating and/or amending such clinical
trial registration and results as appropriate.

25. Registrace.

V souvislosti s jakymikoli daty nebo jinymi
informacemi ziskanymi na zdkladé sluZzeb
provddénych Mistem provadéni klinického
hodnoceni nebo Hlavnim zkouSejicim ma DSI
pravo zvefejnit tato data ainformace (bez
souhlasu Mista provadéni klinického hodnoceni
nebo Hlavniho zkouSejictho) na strankach
ClinicalTrials.gov nebo jiném internetovém
systému pro zaddvani dat v souladu s novelou
zédkona o Ufadu pro kontrolu potravin a lé&iv
(FDAAA, Food and Drug Administration
Amendments Act) z roku 2007. Spole¢nost DSI
bude mit vyhradni zodpovédnost za registraci
Studie a zvefejnéni jejich vysledkl v souladu se
zakonem FDAAA adle potifeby za aktualizaci
a/nebo upravu registrace takového klinického
hodnoceni.
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[SIGNATURE PAGE TO FOLLOW / PODPISOVA STRANA NASLEDUIJE]

IN WITNESS WHEREOF, the Parties have | NA DUKAZ TOHO Strany zastoupené Padné
hereunto signed this Agreement in their official | povéfenymi osobami podepsaly tuto Smlouvu

capacities as of the date first written above. k datu uvedenému vyse.
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IQVIA RDS Czech Republic, s.r.o. under a
Power of Attorney dated 13Dec2024, in the
name of DAIICHI SANKYO, INC./IQVIA RDS
Czech Republic, s.r.o. na zakladé plné moci dne
13.12.2024, jménem spolecnosti DAIICHI
SANKYO, INC.

By/Podepsal(a): 7.7.2025

Name/Jméno:

Title/Funkce:

IQVIA RDS Czech Republic, s.r.0./IQVIA RDS
Czech Republic, s.r.o.

By/Podepsal(a): 7.7.2025

On behalf of the Fakultni nemocnice Hradec
Kralové / Jménem Fakultni nemocnice Hradec
Kralové

By/Podepsal(a): 8. 7. 2025

Name/Jméno: MUDr. Ales Herman, Ph.D.

Title/Funkce: Director / feditel

Principal Investigator
/ Hlavni
zkousSejici

By/Podepsal(a): 2. 7. 2025

Name/Jméno: Name/Jméno: _

Title/Funkce: Title/Funkce: Principal Investigator / Hlavni
zkousSejici

Attachments: Prilohy:

Attachment A — Budget and Payment Schedule
Attachment B - Power of attorney/delegation letter
of IQVIA

Attachment C — Standard Contractual Clauses

Ptiloha A — Rozpocet a rozpis plateb
Ptiloha B — PIna moc / delega¢ni dopis pro IQVIA

Ptiloha C — Standardni smluvni dolozky

ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

PRILOHA A
ROZPOCET A ROZPIS PLATEB
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A. PAYEE DETAILS

The Parties agree that the payee designated Smluvni Strany se dohodly, Ze niZe uvedeny
below is the proper payee for this Agreement, piijemce plateb je fddnym piijemcem plateb z této
and that payments under this Agreement will be Smlouvy aZe platby vypliacené podle této
tomuto

made only to the following payee (“Payee”):

A. UDAJE O PRIJEMCI PLATEB

Smlouvy budou hrazeny vyhradné
piijemci plateb (ddle jen ,,Piijemce plateb*):

Contract Payee / Smluvni piijemce plateb

Payee Name

(Must match name in the contract) /
Nézev/jméno Piijemce plateb

(Musi se shodovat se jménem ve smlouve)

Fakultni nemocnice Hradec Kralové

Payee Address / Adresa Ptijemce plateb

Sokolska 581

500 05 Hradec Kréilové — Novy Hradec
Kralové

Czech Republic / Cesk4 republika

VAT/Tax ID

(Tax ID must exactly match the payee name
indicated above, or tax exempt when
applicable) /

DIC

(Danové identifikacni ¢islo se musi shodovat
s vySe uvedenym ndzvem/jménem piijemce
plateb; ptipadné uved’te, Ze neni platcem
DPH)

CZ00179906

Banking Information / Bankovni spojeni:

Bank Name / Nazev banky Ceskd narodni banka

Bank Street / Ulice Na Piikopé 28

Bank City / Mésto Praha 1

Bank State/Province / Stat/kraj Not Applicable

Bank Postal Code / PSC 11503

Bank Country / Zemé Czech Republic / Cesk4 republika
Receiving Account Currency / Ména uctu CZK / K¢

IBAN /IBAN

CZ23 0710 0000 0000 2463 9511

Swift Code (8 or 11 Characters) /
Ko6d SWIFT (8 nebo 11 znak)

CNBACZPP

Variable symbol / Variabilni symbol

Invoice number / Cislo faktury

If the contracted Payment Currency does not match your bank account, you may need to
provide an Intermediary Bank. Please contact your Financial institution for details. If an
Intermediary bank is required, please provide Bank Name, Account Number if applicable and
SWIFT Code of Intermediary Bank along with all other required Wire instructions /

Pokud dohodnutd ména platby neodpovida méné Vaseho bankovniho uctu, je mozné, Ze
budete muset uvést jesté zprosttedkovatelskou banku. O podrobnostech se informujte u své
banky. Bude-li nutné pouZivat zprostiedkovatelskou banku, uved’te spole¢n¢ s ostatnimi tidaji
pro bankovni pfevod také jeji ndzev a piipadné jeji ¢islo uctu a kéd SWIFT
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Contact Information / Kontaktni udaje

Name of recipient sending invoices to /
Jméno ptijemce posilajiciho faktury
spolecnosti

Ing. Jitka HaleSova

Phone number & Email /
Telefonni ¢islo a e-mail

+420 495 833 827
jitka.halesova@fnhk.cz

Language Preference / Preferovany jazyk

Czech / Cesky

Name of payment recipient to receive
payment notification and details /

Jméno ptijemce platby, kterému maji byt
zasilana oznameni a tdaje o platbach

Ing. Jitka HaleSova

Phone number & Email /
Telefonni ¢islo a e-mail

+420 495 833 827
jitka.halesova@fnhk.cz

Language Preference / Preferovany jazyk

Czech / Cesky

In case of changes in the Payee’s bank details,
Study Site is obliged to inform IQVIA Clinical

Trial Payments in writing by sending an email
to: ﬂ

Study Site shall contact its CRO study team
member to provide signed documentation of
changes to payee’s bank details. Parties agree
that in case of changes in bank details which do
not involve a change of payee or change of
country location of bank account, no further
amendments are required.

The Parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under this
Agreement.

If the Principal Investigator is not the Payee,
then the Payee's obligation to reimburse the
Principal Investigator, if any, is determined by
the Payee’s internal guidelines, which may

involve different payment amounts and
different payment intervals than the payments
made by CRO to the Payee.

Principal Investigator acknowledges that if
Principal Investigator is not the Payee, CRO
will not pay Principal Investigator even if the
Payee fails to reimburse Principal Investigator.

Dojde-li ke zméné bankovniho spojeni Piijemce
plateb, musi o tom Misto provadéni klinického
hodnoceni pisemn¢ informovat spolec¢nost IQVIA

Clinical Trial Payments e-mailem zaslanym na

Misto provadéni klinického hodnoceni kontaktuje
pfislusného ¢lena studijntho tymu CRO, aby
poskytlo podepsanou dokumentaci o zméndch
v bankovnim spojeni Piijemce plateb. Strany se
dohodly, Ze nebude nutno uzavirat Zadny dalSi
dodatek ke Smlouvg, jestlize se zména bude tykat
pouze bankovniho spojeni, avSak nezméni se
samotny pifjemce plateb ani zemé, vniz se

s 2V

nachdzi jeho bankovni tcet.

Strany timto berou na védomi, Ze uvedeny
Piijemce plateb je oprdvnén pfijimat veSkeré
platby za sluzby poskytované na zaklad¢ této
Smlouvy.

Neni-li Pi{jemcem plateb Hlavni zkouSejici, bude
pfipadnd povinnost Piijemce plateb vyplacet
Hlavnimu zkouSejicimu odménu upravena interni
smérnici Pifjemce plateb, vniZ mohou byt
stanoveny jiné Castky plateb vcetné jinych
vyplatnich terminti nez ¢astky, které bude CRO
vyplécet Piijemci plateb.

Hlavni zkouSejici bere na védomi, Ze pokud neni
Pi{jemcem plateb Hlavni zkouSejici, CRO nebude
platit Hlavnimu zkouSejicimu ani v pfipad€, Ze
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B. MINIMUM ENROLLMENT GOAL

Principal Investigator acknowledges that
Principal Investigator’s minimum enrollment
goal is I Study Subjects and that Study Site will
use its best efforts to reach the enrolment goal
within a reasonable timeframe  after
commencement of the Study at Study Site. If
Study Site fails to adhere to this principle, DSI
and/or CRO may reconsider Study Site’s
suitability to continue participation in the
Study.

C. PAYMENT TERM

CRO will make payments to the Payee
quarterly on a completed visit per Study Subject
basis in accordance with the attached budget.
Each payment due, including any Screening
Failure that may be payable under the terms of
this Agreement, will be made based upon prior
quarter’s enrollment data received from the
Study Site supporting Study subject visitation.
If the invoicing documents are sent to DSI/CRO
in December, they must be sent no later than
December 15 of the current year.

Any expense or cost incurred by Study Site in
performing this Agreement that is not
specifically designated as reimbursable by
CRO or DSI under the Agreement (including
this Budget and Payment Schedule) is the sole
responsibility of the Study Site.

In case that the Institution is a payer of VAT,
appropriate rate of VAT according to a
mandatory statute, will be included to the above
mentioned invoice amounts.

All government taxes are the sole responsibility
of the Payee.

DSI/CRO acknowledges that if the duly issued
invoice is not paid on time, the Payee is entitled

Piijemce plateb platby Hlavnimu zkouSejicimu
neprovede.

B. MINIMALNI CILOVY POCET ZARAZENI
Hlavni zkousejici bere na védomi, Ze minimalni
cilovy pocet zatazenych Subjektl studie pro
Hlavniho zkousSejiciho je I a Zze Misto provadéni
klinického hodnoceni musi vynaloZit maximalni
tsili na dosaZeni tohoto cile v pfimétené dobé po
zahdjeni Studie v Mist¢ provadéni klinického
hodnoceni. Pokud Misto provadéni klinického
hodnoceni tento zavazek nedodrzi, mohou
spole€nost DSI a/nebo CRO pfehodnotit
zpusobilost Mista provadéni klinického hodnoceni
k dal$i ucasti ve Studii.

C. PLATEBNI PODMINKY

CRO bude platby Piijemci plateb hradit ctvrtletné
na zdkladé¢ pocCtu ndvstév uskutecnénych
jednotlivymi  Subjekty studie v souladu s
pfiloZzenym rozpoctem. Kazda splatnd castka,
véetné odmény za pacienty, ktefi neprojdou
vstupnimi vySetfenimi, bude-li podle podminek
této Smlouvy hrazena, bude vyplacena na zdkladé
udajii o poctu pacientll zarazenych v predchozim
ctvrtleti obdrzenych od Mista provadéni
klinického  hodnoceni  se  zdznamy o
uskutecnénych navstévach. V piipadé, Ze by byly
podklady  k fakturaci  zasiliny =~ DSI/CRO
v prosinci, je tfeba je zaslat nejpozdé€ji do 15.

YV _ oz

prosince béZného roku.

Jakékoli ndklady a vydaje, které vzniknou Mistu
provadéni klinického hodnoceni v souvislosti
s plnénim této Smlouvy a které nejsou vyslovné
oznacCeny jako proplatitelné ze strany CRO ¢i
spolecnosti DSI za podminek této Smlouvy
(vCetné jeji casti Rozpocet a Rozpis plateb),
pijdou pln€ k tizi Mista provadeéni klinického
hodnoceni.

Pokud je Zdravotnické zafizeni platcem DPH,
bude ke vSem vySe uvedenym fakturovanym
¢astkam ptipoctena DPH v zdkonné vysi.

Platba vSech vnitrostatnich dani bude vylu¢nou
odpovédnosti Pifjemce plateb.

DSI/CRO berou na védomi, Ze pokud neuhradi
fadné vystavenou fakturu v€as, ma Pi{jemce plateb
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to legal default interest in accordance with § ndrok na zdkonné troky z prodleni v souladu s §
1970 of Act No. 89/2012 Coll., Civil Code. 1970 zdkona €. 89/2012 Sb., obCansky zdkonik.

Major, disqualifying Protocol violations are Zavazna diskvalifikujici poruseni Protokolu
not payable under this Agreement nebudou podle podminek této Smlouvy
proplacena.

D. BUDGET TABLE D. TABULKA ROZPOCTU
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E. STUDY START-UP FEE E. POPLATEK ZA INICIACI STUDIE
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A one-time, non-refundable payments will be
oaid in the amount of RN <o covor MR

Institution’s Study start-up activities (including
legal and economic revisions and Clinical Trail
department involvement) and to
cover Study start-up activities of the Study Site
personnel (including trainings and preparation
of documentation for EDP) upon contract
execution and after receipt of an original
invoice.

F. SCREENING FAILURE

Jednordzové nevratné poplatky v  Céstce
pokryvajici ¢innosti Poskytovatele
pii zahdjeni Studie (zahrnujici pravni a

ekonomické posouzeni smlouvy a tcast oddéleni

ro klinické hodnoceni) a v  Céstce
_pokr}’/vajl’ci ¢innosti centra
klinického hodnoceni pii zahdjeni studie
(zahrnujici tréninky a pifipravu inicidlnich

dokumentti) budou uhrazeny po podpisu smlouvy
a po predani faktury spole¢nosti CRO

F. SUBJEKTY, KTERE NEPROJDOU VSTUPNIM
VYSETRENIM (,,SCREENING FAILURE*‘)

For clarification purposes, any conditional Pro upiesnéni: veSkeré ukony provadéné podle
procedures performed during screening visits potfeby béhem vstupnich navstév budou uhrazeny
will be reimbursed regardless of screening bez ohledu na vySe uvedené omezeni poctu

failure cap as detailed above.

subjekti, které neprojdou vstupnimi vySetfenimi.
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G. DISCONTINUED OR EARLY TERMINATION
STUDY SUBJECTS

Reimbursement for discontinued or early

termination Study Subjects will be prorated

based on the number of confirmed completed

VISits.

H. UNSCHEDULED VISITS

Payment for unscheduled visits will be
reimbursed in the amount indicated under
Section D, Budget Table which includes
overhead. To be eligible for reimbursement for
unscheduled visits, supporting data entry must
be completed and submitted to CRO, along with
any additional information which may be
requested by CRO, to appropriately document
the unscheduled visit.

I.

CONDITIONAL PROCEDURES (WITH
INVOICE)

The following conditional procedure costs will
be reimbursed on a pass-through basis upon
receipt of an invoice in the amount indicated in
the table below (which includes overhead).
Study Subject number and procedure dates
must be included on the invoice for payment to
be issued.

G. VYRAZENE SUBJEKTY NEBO SUBJEKTY

STUDIE S PREDCASNYM UKONCENIM
Odmeéna za vytazené Subjekty studie nebo za
Subjekty studie s pfedCasnym ukoncenim bude
vyplacena v pomérné vySi podle poctu
potvrzenych uskute¢nénych navstév.

H. NEPLANOVANE NAVSTEVY

Za nepldnované navstévy budou hrazeny Castky
uvedené v Casti D, Tabulka rozpoctu (tyto ¢astky
jiz zahrnuji rezijni ndklady). Narok na dhradu
neplanovanych navstév vznika za predpokladu, Ze
budou zadidny podkladové udaje, jeZ budou
pfedlozeny CRO spolu s veSkerymi dalSimi
informacemi, které mohou byt vyZzadany ze strany
CRO za ucelem ftddného zdokumentovani
nepldnované ndvstévy.

L.

UKONY PROVADENE PODLE POTREBY (NA
ZAKLADE FAKTURY)

Nésledujici tkony provadéné podle potteby budou
hrazeny pfefakturaci po obdrzeni faktury
vystavené na ¢astku uvedenou v tabulce nize (tato
Castka jiz zahrnuje rezijni ndklady). Aby mohla
byt platba uskutecnéna, musi faktura obsahovat
¢islo Subjektu studie a data dkond.

Conditional Procedure

Ukony provadéné podle potieby

Budget (CZK) /
Rozpocet (K&)
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J. PATIENT REIMBURSEMENT J. UHRADY PACIENTUM
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Patient Reimbursement will be reimbursed
upon receipt of original supporting invoices in
amount:

- _per visit per subject per

visit
- I - biopsy visit

and are not included in the below Budget.
Reasonable travel including mileage and
parking costs will be paid following receipt of
invoice and supporting documentation.
Invoices must contain the following
information in order for a payment to be issued:
Study Subject number, amount paid, visit
number in which Study Subject travel is being
requested.

K. STUDY SITE COSTS (WITH INVOICE)

Pharmacy Set-Up Fee

A one-time, non-refundable Pharmacy Set-Up
payment of will be made upon
contract execution.

Pharmacy Close-Out Fee

A one-time, non-refundable Pharmacy Close-
out payment will be made upon receipt of
invoice at a cost of ﬂat end of
study.

Pharmacy Storage Fee: Store Study Drug
(T-DXd / Pembrolizumab / Trastuzumab),
refrigerated per month

A monthly Pharmacy storage payment of
i for the storage of T-DXd /
Pembrolizumab / Trastuzumab will be made.
Study Site will be eligible for reimbursement
upon receipt of T-DXd / Pembrolizumab /
Trastuzumab by Study Site and upon receipt of
invoice by CRO on or after the anniversary of
the signing of this Agreement. Invoices must
include the year of renewal.

Néhrady pacientli budou proplaceny po piedlozeni
origindlu faktury ve vysi:

- _Za navstévu subjektu
- _za navstévu s provedenim

biopsie

Tyto vydaje nejsou zahrnuty do nize uvedeného
rozpoctu. Pfimétené vydaje za ujeté kilometry a
parkovani budou uhrazeny po predloZeni faktury a
podkladové dokumentace. Aby mohla byt platba
provedena, musi mit faktura tyto naleZitosti: Cislo
subjektu studie, vyplacenou castku a Cislo
navstévy, za kterou se pozaduje thrada cestovnich
vyloh subjektu studie.

K. NAKLADY MISTA PROVADENI
KLINICKEHO HODNOCENI (NA
ZAKLADE FAKTURY)

Zahajovaci poplatek pro lékarnu
Jednordzovy nevratny zahajovaci poplatek pro
lékarnu ve vysi “bude uhrazen po

podpisu smlouvy.

Ukoncovaci poplatek pro lékarnu

Na konci Studie bude 1ékarn€ uhrazen na zakladé
pfijeti faktury jednordzovy nevratny ukoncovaci
poplatck ve vy [N

Poplatek 1ékarné za uchovavani Hodnoceného
pripravku: Uchovavani hodnoceného
pripravku  (T-DXd / pembrolizumabu/
trastuzumabu) v chlazeném stavu za mésic

Za uchovavani T-DXd / pembrolizumabu/
trastuzumabu bude 1€karn€¢ uhrazen mésicni
poplatek ve vysi _ Poskytovatel bude
mit na tuto dhradu narok po pijjeti T-DXd /
pembrolizumabu/ trastuzumabu Poskytovatelem a
po piijeti faktury spole¢nosti CRO v den vyroci
uzavieni této Smlouvy nebo po ném. Faktury
museji uvadét rok obnoveni.
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Pharmacy Storage Fee: Store Study Drug (5-
FU, Capecitabine, Cisplatin, Oxaliplatin),
room temperature, per month

A monthly Pharmacy storage payment of
i for the storage of 5-FU,
Capecitabine, Cisplatin, Oxaliplatin in a room
temperature will be made. Study Site will be
eligible for reimbursement upon receipt 5-FU,
Capecitabine, Cisplatin, Oxaliplatin by Study
Site and upon receipt of invoice by CRO on or
after the anniversary of the signing of this
Agreement. Invoices must include the year of
renewal.

OTHER PHARMACY FEES:

Poplatek 1ékarné za uchovavani Hodnoceného
pripravku: Uchovavani Hodnoceného
pripravku (5-FU, capecitabinu, cisplatinu,
oxaliplatinu) p¥i okolni teploté za mésic

Za uchovavani 5-FU, capecitabinu, cisplatinu,
oxaliplatinu pfi okolni teplot¢ bude I€kdrné
uhrazen mésicni poplatek ve vysi

Poskytovatel bude mit na tuto thradu nédrok po
ptijeti 5-FU, capecitabinu, cisplatinu, oxaliplatinu
Poskytovatelem a po piijeti faktury spole¢nosti
CRO v den vyroc¢i uzavieni této Smlouvy nebo po
ném. Faktury museji uvadét rok obnoveni.

DALSI POPLATKY LEKARNE:

Premedication costs

The Institution will be reimbursed for costs
related to purchase of premedication per
treatment per patient. Payment will be made on
a pass-through basis upon receipt of invoices
and third party documentation and are not
included in the attached Budget. Patient
numbers and procedure date must be included

Naklady na premedikaci

Poskytovateli budou uhrazeny ndklady spojené s
ndkupem premedikace na 1écbu kazdého subjektu.
Platby budou provadény prefakturaci po pfijeti
faktur a dokumentace externitho dodavatele. Tato
Castka neni zahrnuta do pfiloZeného rozpoctu.
Faktura musi uvadét ¢isla subjekti a datum tkonu.
Platby budou provadény pouze se souhlasem CRO
nebo DSI.
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on the invoice. Payments will only be processed
upon CRO and/or DSI approval.

Study Close-Out Fee

A one-time, non-refundable Study Close-Out
fee payment of _ will be made
upon completion and approval by CRO and DSI
of any outstanding data documentation (eCRFs
and data clarifications issued) and regulatory
documentation and upon receipt of original
invoice.

Laboratory Set-Up Fee

A one-time, non-refundable Laboratory Set-Up
fee payment of _ will be made
upon completion and receipt by CRO of all
regulatory documentation and receipt of an
original invoice

Clinical Trial Amendment Administrative
Fee

A one-time, non-refundable payment will be
paid in the amount of ﬂto cover an
administrative fee for each contract amendment
initiated by DSI or CRO, upon completion and

receipt by CRO of all contractual
documentation and receipt of invoice.

Document Storage: Archiving Fee

A record storage payment of || | | | | | | | . i1

be made upon receipt of invoice payable after
the first patient enrolment and are not included
in the attached Budget. In accordance with
DSTI’s Protocol requirements, Study Site shall
maintain all Study records in a safe and secure
location to allow easy and timely retrieval,
when needed.

L. EQUIPMENT
DSI through itself or a third-party vendor will
supply the Study Site with

Poplatek pri ukondeni Studie

Po vyhotoveni vSech dosud nepfedlozenych
dokumentti s udaji (elektronickych zaznami
subjektl hodnoceni a vyfeseni piipadnych dotazli
k ddajim) a dokumenti pro kontrolni ufady a
jejich schvdleni spoleCnosti CRO a spole¢nosti
DSI bude na zdklad¢ origindlu faktury uhrazen

jednordzovy nevratny poplatek za ukonceni Studie
popltck ve vss: NN

Zahajovaci poplatek Laboratoii

Jednordzovy nevratny zahajovaci poplatek
Laboratofi ve vysi ﬁ bude uhrazen po
vyhotoveni v§ech dokumenti pro kontrolni dfady
a predéni origindlu faktury spole¢nosti CRO.

Poplatek za dodatek ke smlouvé o Klinickém

hodnoceni

Jednordzovy nevratny poplatek v  Cdstce
i pokryvajici administrativni
poplatek za kazdy jeden dodatek iniciovany DSI
nebo CRO, bude uhrazen po zkompletovani
veSkeré smluvni dokumentace a po jejim pfijeti
CRO, a po obdrzeni faktury.

Uchovavani dokumentii: Poplatek za archivaci
Poplatek za wuchovdvdni zdznamG ve vysi
_ bude proplacen na zakladé piijaté
faktury po zafazeni prvniho pacienta. V souladu
s pozadavky Protokolu spolecnosti DSI ulozi
Misto provadeéni klinického hodnoceni vSechny
zaznamy o Studii na bezpe¢ném a zabezpeceném
misté¢, odkud je lze v piipad¢ potieby snadno
a v€as vyzvednout.

L. VYBAVENI

Spole¢nost DSI sama nebo prostrednictvim
smluvniho dodavatele dodd Mistu provadéni
klinického hodnocent:

v hodnoté - zajeden (dalejen,,Vybaveni®)
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I - vorth IEMper cach

(“Equipment”) required for the performance of
the Study under the Protocol. The Equipment
remain the sole property of DSI/vendor, as the
case may be and shall be used for the sole
purpose of the Study as defined by the Protocol.

The Study Site agrees to use the Equipment in
accordance with the manufacturer's instructions
and shall be maintained in good working order
while at the Study Site.  Upon
completion/termination of the Study at the
Study Site DSI or its third party contracted
vendor will arrange to collect the Equipment at
its own cost. The Study Site will support
DSl/third party vendor in its collection. The
provision of the Equipment is not intended to be
nor shall be construed to be an inducement for
positive results in the performance of the Study.

Equipment provided to Study Site will be also
specified in a separate loan agreement, which
will also include the terms of the loan.

M. PAYMENT DISPUTES

Study Site will have thirty (30) days from the
receipt of final payment to dispute any payment
discrepancies during the course of the Study.

N. INVOICES

Payments will be issued by CRO based on Visit
Budget, payment frequency and payment terms
as described above. Payments will be made
only upon receipt of corresponding invoices,
including back-up documentation, in the
specified currency, as described below.
Invoices will be payable within 30 days from

the date of receipt by CRO of the invoice,
including any applicable back-up
documentation.

Invoices for any additional payments to those
stated in this agreement (i.e., additional

pozadované k provadéni Studie podle Protokolu.
Vybaveni zistdvd vyhradnim vlastnictvim
spole¢nosti DSI, respektive smluvniho dodavatele
abude pouzivano vyhradné pro ucely Studie
definované Protokolem.

Misto provadéni klinického hodnoceni souhlasi,
ze bude Vybaveni pouZzivat v souladu s pokyny
vyrobce a Ze je bude po dobu, kdy bude v Misté
provadéni  klinického hodnoceni, udrZovat
v dobrém funkénim stavu. Po dokonceni/ukonéeni
Studie v Misté provadéni klinického hodnoceni
zajisti spolecnost DSI nebo jeji smluvni dodavatel
na vlastni néklady vyzvednuti Vybaveni. Misto
provadéni klinického hodnoceni poskytne pii
vyzvednuti Vybaveni spole¢nosti DSI nebo jejimu
smluvnimu dodavateli soucinnost. Poskytnuti
Vybaveni neni zamySleno anebude vykldddno
jako pobidka k pozitivnim vysledkim pfii
provadéni Studie.

Vybaveni/zatizeni dodané Mistu provadéni
klinického hodnoceni bude uvedeno v samostatné
smlouvé o vyptjcce, kterd bude rovnéz obsahovat
podminky vypujcky.

M. PLATEBNi SPORY

Jakékoli nesrovnalosti v platbach béhem Studie
bude moci Misto provadéni klinického hodnoceni
rozporovat do tficeti (30)dni po doruceni
zaveérecné platby.

N. FAKTURY

Platby budou spolecnosti CRO provadény na
zdkladé¢ rozpoCtu ndavstév, svySe uvedenou
Cetnosti apodle vySe uvedenych platebnich
podminek. Platby budou provddény pouze na
zdkladé piislusnych faktur véetné podkladt k nim,
v dohodnuté méné anize uvedenym zplsobem.
Faktury budou splatné do 30 dnti od data doruc¢eni
faktury spolecnosti CRO vcetné pftisluSnych
podkladi k faktufe.

Faktury za ptipadné dal$i platby neuvedené v této
Smlouvé  (napf. ndhrady nad  stanovenou
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reimbursements) must also be sent to CRO and maximalni ¢4stku) museji byt rovnéz zasilany

approved by DSI. All invoices shall be raised in spolecnosti CRO, ale navic je musi schvdlit také

the following manner: DSI.  VSechny faktury budou vystaveny
nésledujicim zptisobem:

Invoices to be billed to: Faktury budou vystavovany na:
IQVIA RDS Czech Republic, s.r.o., IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/42, Pernerova 691/42,

186 00 Praha 8 - Karlin, 186 00 Praha 8 — Karlin,

Czech Republic Ceska republika

Invoices including back-up to be sent to: Faktury (véetné podkladi) se zasilaji

nésledul'icim ZHﬁsobem:

In addition invoices can be submitted via portal. Faktury lze také vystavovat prostfednictvim
The Payee has received an email to create an platebniho portdlu. Pfijemci plateb byl zaslan
account in our Payments Portal. From the Portal e-mail s Zadosti o vytvofeni uCtu v naSem
Payee will be able to access Study Subject platebnim portdlu. V portdlu bude mit Piijemce
activities by protocol, submit invoices as well plateb pfistup k aktivitim subjektu podle
as view payment details for all payments made protokolu, bude moci zaddvat faktury a zobrazovat
by CRO. si udaje o platbach provedenych spolecnosti CRO.

Link to the Portal: Odkaz na portal: https://ctp.solutions.igvia.com

https://ctp.solutions.igvia.com

Emailed or uploaded invoices and backup Uprednostiiuje se zasilani faktur a podkladu

are preferred. In the event of invoices in k nim e-mailem nebo prostiednictvim portalu.
hard copy need to be sent, please send to the V pripadé, zZe bude tieba faktury zasilat
following address: v tisSténé podobé, zasilejte je na tuto adresu:
Att IQVIA Clinical Trial Payments IQVIA Clinical Trial Payments

37 The Point 37 The Point

North Wharf Road, Paddington North Wharf Road, Paddington

London, W2 1AF London, W2 1AF

United Kingdom Spojené kralovstvi

The following information should be included Na faktufe museji byt uvedeny tyto tdaje:

on the invoice:

o Complete PRINCIPAL INVESTIGATOR o
name, address and phone number

o Invoice Date o
o Invoice Number o
o Payee Name (must match Payee indicated o
in CTA)
o Payment Amount o
o Complete description of services rendered o
o Study Number: o
o Sponsor Name o
Strana39 z59

Daiichi CTA INST and INVEST Template — Czech Republic
DS8201-724

Study Site: Fakultni nemocnice Hradec Kralové
1.

Version: Redacted_26Jan2025

Jméno a piijmeni, adresa a telefonni Cislo
HLAVNIHO ZKOUSEJICIHO

Datum faktury

Cislo faktury

Jméno Piijemce plateb (musi odpovidat
Pi{jemci plateb uvedenému ve Smlouve)
Céstka k dhradé

Podrobny popis poskytnutych sluzeb

Cislo Studie:

Nazev Zadavatele



o Invoices should be printed on Study o Faktury museji byt vytiStény na hlavickovém
Site/institution letterhead papite Mista  provadéni  klinického
hodnoceni/Zdravotnického zatizeni

All invoice and payment related inquiries shall Veskeré dotazy tykajici se faktur a plateb posilejte

be addressed directly to IQVIA Clinical Trial piimo spolec¢nosti CRO Clinical Trial Payments na
Payments ot I ;I

Invoices and any accompanying documentation Faktury a jakdkoli privodni dokumentace nesméji
must not include any personally identifying obsahovat Zddné osobni identifikovatelné udaje
information of any Study Subject, including but Zaddného Subjektu studie, jako napiiklad jeho
not limited to Study Subject first or last name, jméno a pfijmeni, inicidly, datum narozend,
initials, date of birth, address, telephone, adresu, telefonni cislo, Cislo pasu, e-mailovou
passport number, email address, or credit card adresu nebo informace o kreditni karté. Pokud
information. If invoices or any accompanying faktury nebo jakdkoli privodni dokumentace
documentation do contain this information takové tudaje obsahuji, CRO otom vyrozumi
CRO will notify Payee. Payee will need to Prfijemce plateb. Pfijjemce plateb bude muset
resubmit a redacted invoice and accompanying pfedloZit upravenou fakturu a podkladovou
documentation that does not include any dokumentaci, neobsahujici  Zddné  osobni
personally identifying information of any Study identifikovatelné udaje jakéhokoli Subjektu
Subject. studie.

If the invoicing address or VAT number Pokud dojde ke zméné fakturaCni adresy nebo
changes, DSI/CRO are obliged to immediately DIC, jsou DSI/CRO povinni neprodlend
inform the Recipient of payments: DdaSa informovat Pifjemce plateb: D4Sa Proklipkova —
Proktipkova - legal department, pravni odbor, dasa.prokupkova@fnhk.cz a Ing.
dasa.prokupkova@fnhk.cz and Ing. Jitka Jitka HaleSova — OFA, jitka.halesova@fnhk.cz
HaleSova - Financial Office,

jitka.halesova@fnhk.cz
NO OTHER ADDITIONAL FUNDING ZADNE DALSI ZADOSTI
REQUESTS WILL BE CONSIDERED O FINANCOVANI NEBUDOU
SCHVALOVANY.
All amounts include all applicable taxes and ~ VSechny Castky zahrnuji veSkeré prislu$né dané¢,
excludes VAT. nikoli vSak DPH.
All payments for this Study in accordance with  VesSkeré platby za tuto Studii podle pfilozeného
the attached Budget will be paid by CRO rozpoctu bude spolec¢nost CRO hradit
electronically. elektronicky bankovnim pfevodem.
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ATTACHMENT B PRILOHA B

POWER OF ATTORNEY/DELEGATION LETTER PRILOHA B — PLNA MOC / DELEGACNI
OF IQVIA DOPIS PRO IQVIA

Strana41 z59
Daiichi CTA INST and INVEST Template — Czech Republic
DS8201-724

Study Site: Fakultni nemocnice Hradec Kralové
1 I

Version: Redacted_26Jan2025




Attachment C — Standard Contractual Clauses Pfiloha C — Standardni smluvni dolozky

MODUL 4: Processor to Controller / Preddni od Zpracovatele Sprdvci

SECTION I ODDIL I
Clause 1 DoloZka 1
Purpose and scope Ukel a oblast piisobnosti
a) The purpose of these standard contractual a) Ucelem téchto standardnich smluvnich
clauses is to ensure compliance with the doloZek je zajistit dodrZzovani pozadavk
requirements of Regulation (EU) uvedenych v nafizeni  Evropského
2016/679 of the European Parliament and parlamentu a Rady (EU) 2016/679 ze dne
of the Council of 27 April 2016 on the 27.dubna 2016 o ochrané¢ fyzickych
protection of natural persons with regard osob v souvislosti se zpracovidnim
to the processing of personal data and on osobnich tudaji aovolném pohybu
the free movement of such data (General téchto udajii (obecné nafizeni o ochrané
Data Protection Regulation)! for the udaji)1, pokud jde o pieddvani osobnich
transfer of personal data to a third udajt do tfeti zem¢.
country.
b) The parties (as named in Annex I of this b) Strany (jak jsou uvedeny v Piiloze 1
Attachment C): Standardnich smluvnich dolozek):

1. the natural or legal person(s), public 1. fyzickd nebo pravnickd osoba C¢i
authority/ies, agency/ies or other osoby, orgén ¢i orgdny vefejné moci,
body/ies (hereinafter ‘entity/ies’) agentura C¢i1 agentury nebo jiny
transferring the personal data, as subjekt ¢i jiné subjekty (ddle jen
listed in Annex LA (hereinafter each »subjekt ¢i ,,subjekty*) ptredavajici
‘data exporter’), and osobni udaje, uvedené v piiloze

I ¢asti A (déle jen ,,vyvozce udaju‘),
a

ii.  the entity/ies in a third country ii.  subjekt ¢i subjekty ve tieti zemi,

receiving the personal data from the pfijimajici piimo nebo nepiimo

1 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, 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. / Pokud je
vyvozcem udaji zpracovatel, na néjZ se vztahuje nafizeni (EU) 2016/679 a ktery jedna jménem orgdnu nebo subjektu Unie jako spravce, spoléhdni se
na tyto dolozky pfi zapojenf jiného zpracovatele (dfl¢i zpracovani), na kterého se nafizeni (EU) 2016/679 nevztahuje, rovnéz zajist'uje soulad s ¢l. 29
odst. 4 nafizeni Evropského parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna 2018 o ochran¢ fyzickych osob v souvislosti se zpracovanim osobnich
tidaji1 organy, institucemi a jinymi subjekty Unie, a o volném pohybu t&chto tidajii a o zruSeni natizeni (ES) &. 45/2001 a rozhodnuti 1247/2002/ES (UF.
vést. L 295 ze dne 21.11.2018, s. 39), v rozsahu, v némzZ jsou tyto dolozky a povinnosti tykajici se ochrany tidaji stanovené ve smlouvé nebo jiném
pravnim aktu mezi spravcem a zpracovatelem podle ¢l. 29 odst. 3 nafizeni (EU) 2018/1725 sladény. To bude zejména piipad, kdy se spravce a
zpracovatel spoléhaji na standardni smluvni dolozky obsazené v rozhodnuti 2021/915.
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d)

data exporter, directly or indirectly
via another entity also party to these
Clauses, as listed in Annex LA
(hereinafter each ‘data importer’)

have agreed to these standard contractual
clauses (hereinafter: ‘Clauses’).

These Clauses apply with respect to the
transfer of personal data as specified in
Annex [.B.

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

Clause 2

Effect and invariability of the Clauses

PI:

a)

b)

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 wupdate
information in the Appendix. This does
not prevent the parties (as named in
Annex I of this Attachment C) 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.

These Clauses are without prejudice to
obligations to which the data exporter is

9)

d)

prostiednictvim jiného subjektu, jenz
je rovnéz stranou téchto doloZek,
osobni tudaje od vyvozce udajul,
uvedené v priloze I ¢asti A (dale jen
,dovozce udaju*),
se dohodly na téchto
smluvnich  doloZkach
,dolozky*).
Tyto dolozky se pouZiji s ohledem na
predavani osobnich udaji podle piilohy
I ¢4sti B.
Dodatek k témto dolozkdm obsahujici
piilohy, na néz se v téchto dolozkach
odkazuje, tvoii nedilnou soucast téchto
dolozZek.

standardnich
(didle  jen

DoloZka 2

Uc¢inek a neménnost doloZzek

a)

b)
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Tyto doloZzky stanovi vhodné zéaruky,
véetné¢ vymahatelnych prdv subjektu
udaju aucinné pravni ochrany, podle
Cl. 46 odst. 1 acl.46 odst. 2 pism. c)
nafizeni (EU) 2016/679 a s ohledem na
predavani udaji od spravcu
zpracovatelim a/nebo od zpracovatelii
zpracovatelim,  standardni  smluvni
dolozky podle ¢l.28 odst. 7 nafizeni
(EU) 2016/679, pokud nebudou
zménény, s vyjimkou vybéru vhodného
modulu (vhodnych modulti) nebo za
ucelem pridani nebo  aktualizace
informaci v dodatku. To smluvnim
strandim (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek)
nebrani v tom, aby zahrnuly standardni
smluvni dolozky stanovené v té€chto
dolozkiach do Sir§si smlouvy a/nebo
pfidaly dals$i dolozky nebo dodatecné
zaruky, pokud nebudou piimo nebo
nepiimo v rozporu s témito dolozZkami
nebo nebudou dotéena zakladni prava
nebo svobody subjektli udaju.

Témito dolozkami nejsou doteny
povinnosti, které se vztahuji na vyvozce
udaji na zédklad¢ natizeni (EU) 2016/679.



subject by virtue of Regulation (EU)
2016/679.

Clause 3
Third-party beneficiaries

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.  Clause 1, Clause 2, Clause 3, Clause
6, Clause 7;

1ii.  Module Four: Clause 8.1 (b) and
Clause 8.3(b);

im. N/A
iv. N/A
v. Clause 13;

vi.  Clause 15.1(c), (d) and (e);
vii.  Clause 16(e);
viii.  Module Four: Clause 18.
b) Paragraph (a) is without prejudice to
rights of data subjects under Regulation
(EU) 2016/679.

Clause 4
Interpretation

a) Where these Clauses use terms that are
defined in Regulation (EU) 2016/679,
those terms shall have the same meaning
as in that Regulation.

b) These Clauses shall be read and
interpreted in the light of the provisions

Dolozka 3
Opravnéné tieti strany

a) Subjekty ddaji se mohou jako opradvnéné
treti strany ve vztahu k vyvozci a/nebo
dovozci udajii dovolédvat téchto dolozek
avymdhat je, ato s ndsledujicimi
vyjimkami:

i. dolozka 1, doloZzka 2, dolozka 3,
dolozka 6, dolozka 7;

ii. modul 4: dolozka 8.1 pism. b)
a dolozka 8.3 pism. b);

iii.  N/A

iv. N/A

v. dolozka 13;

vi.  dolozka 15.1 pism. ¢), d) a e);

vii.  doloZka 16 pism. e);

viii.  modul 4: dolozka 18.

b) Pismenem a) nejsou dotéena prava
subjektil ddaji podle nafizeni (EU)
2016/679.

DoloZka 4
Vyklad

a) Pokud tyto doloZky pouZivaji pojmy,
které jsou vymezeny vV nafizeni (EU)
2016/679, maji tyto pojmy stejny vyznam
jako v uvedeném nafizeni.

b) Tyto dolozky je tifeba Cist a vykladat
s ohledem na ustanoveni nafizeni (EU)

of Regulation (EU) 2016/679. 2016/679.
¢) These Clauses shall not be interpreted in c¢) Tyto dolozky nebudou vykladany

a way that conflicts with rights and Zadnym zpisobem, ktery by byl
obligations provided for in Regulation V rozporu S pravy a povinnostmi
(EU) 2016/679. stanovenymi v natizeni (EU) 2016/679.

Clause 5 DolozZka 5

Hierarchy Hierarchie
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In the event of a contradiction between these
Clauses and the provisions of related agreements
between the parties (as named in Annex I of this
Attachment C), existing at the time these Clauses
are agreed or entered into thereafter, these
Clauses shall prevail.

Clause 6
Description of the transfer(s)

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.

Clause 7 - Optional
N/A

SECTION II - OBLIGATIONS OF THE
PARTIES (as named in Annex I of this
Attachment C)

Clause 8
Data protection safeguards

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 organizational
measures, to satisfy its obligations under these
Clauses.

8.1 Instructions

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

b) The data exporter shall immediately
inform the data importer if it is unable to
follow those instructions, including if
such instructions infringe Regulation

V ptipadé rozporu mezi témito dolozkami
a ustanovenimi  souvisejicich dohod mezi
stranami (jak jsou uvedeny v Piiloze 1
Standardnich  smluvnich  doloZek), které
existovaly v dobé€ sjedndni téchto dolozek, nebo
které byly uzavieny aZ po jejich sjedndni, maji
tyto dolozky prednost.

Dolozka 6
Popis predavani

Podrobnosti tykajici se preddvini, zejména
kategorie osobnich ddaji, které jsou predavény,
a ucel nebo ucely, pro které jsou pifedavany, jsou
uvedeny v priloze I ¢asti B.

Dolozka 7 - Volitelnd
N/A

ODDIL II - POVINNOSTI STRAN (jak jsou
uvedeny v Piiloze 1 Standardnich smluvnich
dolozek)

DoloZka 8
Zaruky ochrany adaju

Vyvozce idajl zarucuje, Ze vynaloZzil pfiméfené
usili, aby mohl stanovit, zda je dovozce tdaji
schopen — zavedenim vhodnych technickych
a organizacnich opatfeni — plnit své povinnosti
podle téchto dolozek.

8.1. Pokyny

a) Vyvozce udaji zpracovava osobni udaje
pouze na zdklad¢ doloZenych pokyni od
dovozce udaju, ktery jednd jako jeho
spravce.

b) Vyvozce udaji neprodlené informuje
dovozce udaji, pokud neni schopen tyto
pokyny dodrZovat, v¢etné piipadl, kdy
tyto pokyny porusuji nafizeni (EU)
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c)

d)

(EU) 2016/679 or other Union or
Member State data protection law.

The data importer shall refrain from any
action that would prevent the data
exporter from fulfilling its obligations
under Regulation (EU) 2016/679,
including in the context of sub-
processing or as regards cooperation with
competent supervisory authorities.

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 Security of processing

a)

The parties (as named in Annex I of this
Attachment C) shall implement
appropriate technical and organizational
measures to ensure the security of the
data, including during transmission, and
protection against a breach of security
leading to accidental or unlawful
destruction, loss, alteration, unauthorized
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
pseudonymization, including during
transmission, where the purpose of

c)

d)

a)

2016/679 nebo jiné pravni predpisy Unie
nebo Clenského stitu v oblasti ochrany
udaji.

Dovozce udaji se zdrzi pfijimani
jakychkoli opatfeni, kterd by vyvozci
udajii brdnila v plnéni jeho povinnosti
podle natizeni (EU) 2016/679, mimo jiné
v kontextu dil¢tho zpracovani, nebo
pokud se jedna o spolupréci
s ptisluSnymi dozorovymi tfady.

Po skonceni poskytovani
zpracovatelskych sluzeb vyvozce udaji

vsouladu svolbou dovozce udajh
vymaze  vSechny  osobni  udaje
zpracovavané jménem dovozce udajl

a potvrdi dovozci udajii, Ze tak ucinil,
nebo dovozci ddaju vrati vSechny osobni
udaje  zpracovdvané jeho jménem
a vymaze vSechny existujici kopie.

8.2. Zabezpeceni zpracovani

Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek)
zavedou vhodnd technickd a organizacni
opateni k zajiSténi zabezpeceni udaju,
a to 1 béhem pieddvani, a zajisti ochranu
pfed poruSenim zabezpeCeni vedoucim
k ndhodnému  nebo  protiprdvnimu
zniceni, ztrdté, zméné, neopravnénému
poskytnuti nebo zpfistupnéni (dile jen
,,poruseni zabezpeceni osobnich tdaji*).
Pfi  posuzovani  vhodné  tdrovné
zabezpecCeni strany ndlezité¢ zohledni
aktudlni stav techniky, ndklady na
provedeni, povahu osobnich udaji2,
povahu, rozsah, kontext aucel nebo
ucely zpracovani arizika pro subjekty
udaji spojend se zpracovanim, a zejména
zZvazi pouZiti Sifrovani nebo
pseudonymizace, a to i béhem preddvani,
pokud lze timto zplisobem splnit ucel
zpracovani.

2 This includes whether the transfer and further processing involves personal data revealing racial or ethnic origin, political opinions, religious or
philosophical beliefs, or trade union membership, genetic data or biometric data for the purpose of uniquely identifying a natural person, data
concerning health or a person’s sex life or sexual orientation, or data relating to criminal convictions or offences. / To vyZaduje anonymizaci udajt
takovym zpiisobem, aby jiZ nikdo nemohl byt nikym identifikovatelny, v souladu s 26. bodem odiivodnéni natizeni (EU) 2016/679, a aby byl tento
proces nevratny.
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processing can be fulfilled in that
manner.

b) The data exporter shall assist the data
importer in ensuring appropriate security
of the data in 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¢) The data exporter shall ensure that
persons authorized to process the
personal data have committed themselves
to confidentiality or are under an
appropriate  statutory obligation of
confidentiality.

8.3 Documentation and compliance

a) The parties (as named in Annex I of this
Attachment C) shall be able to
demonstrate compliance with these
Clauses.

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.

Clause 9

N/A

Clause 10

Data subject rights

The parties (as named in Annex [ of this
Attachment C) 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.

b) Vyvozce idaji pomdhd dovozci tidajl pfi
zajiStovani odpovidajicitho zabezpeceni

tdaji  vsouladu spismenem  a).
V pripadé poruseni zabezpeceni

osobnich tdaji tykajictho se osobnich
udajii zpracovdvanych vyvozcem udajl
podle téchto doloZek vyvozce tdaji poda
hlaSeni dovozci udaji bez zbyte¢ného
odkladu poté, co se oném dozveédél,
adovozci udaji  bude pifi feSeni
uvedeného poruseni ndpomocen.

¢) Vyvozce udaji zajisti, aby se osoby
opravnéné zpracovdavat osobni udaje
zavazaly k mlcenlivosti, nebo aby se na
n¢ vztahovala zdkonnd povinnost
mlcenlivosti.

8.3. Dokumentace a plnéni povinnosti

a) Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich doloZek) musi
byt schopny prokézat dodrzovani téchto
dolozZek.

b) Vyvozce udaji poskytne dovozci udaji
veSkeré informace potiebné k doloZeni
toho, Ze byly splnény povinnosti
stanovené v téchto dolozkach, umozni
provedeni audit a bude k nim pfispivat.

DoloZka 9

N/A

DoloZka 10

Prava subjekta adaji

Strany (jak jsou wuvedeny v Piiloze 1
Standardnich smluvnich doloZek) si vzdjemné
pomdhaji pfi odpoviddni na dotazy a Zadosti
subjekti  ddaji  podle mistntho  priva
pouzitelného na dovozce tdaji nebo v piipadé
zpracovani udajii dovozcem udaji v EU podle
nafizeni (EU) 2016/679.
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Clause 11

Redress

a)

The data importer shall inform data
subjects in a transparent and easily
accessible format, through individual
notice or on its website, of a contact point
authorized to handle complaints. It shall
deal promptly with any complaints it
receives from a data subject.

Clause 12

Liability

PI:

a)

b)

d)

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.

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.

Where more than one party is responsible
for any damage caused to the data subject
as a result of a breach of these Clauses,
all responsible parties (as named in
Annex I of this Attachment C) shall be
jointly and severally liable and the data
subject is entitled to bring an action in
court against any of these Parties.

The parties (as named in Annex I of this
Attachment C) 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

Dolozka 11

Naprava

a)

Dovozce tidajt transparentné a ve snadno
pfistupném formétu informuje subjekty
udajii  prostfednictvim individudlniho
oznameni nebo na svych internetovych
strankach o kontaktnim misté
opravnéném vyfizovat stiZznosti. Takové
misto neprodlené¢  vyfidi jakékoli
stiznosti, které od subjektu tdaju ptijme.

DolozZka 12

Odpovédnost

a)

b)

d)
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Kazdd strana je  va¢i  druhé
strané/ostatnim strandm odpovédnd za
jakoukoli Ujmu, kterou druhé
strané/ostatnim strandim pii porusSeni
téchto doloZek zptisobi.

KaZzd4 strana je odpovédna viici subjektu
udajii asubjekt ddaji md ndrok na
ndhradu jakékoli hmotné nebo nehmotné
Ujmy, kterou strana zpusobi subjektu
udajii  poruSenim prav ndleZejicich
opravnéné treti stran¢ na zdkladé téchto
dolozek. Tim neni dot¢ena odpovédnost
vyvozce udaji podle nafizeni (EU)
2016/679.

Pokud je za djmu zplsobenou subjektu
udaju v disledku poruseni téchto doloZek
odpovédna vice nez jedna strana, nesou
spolecnou a nerozdilnou odpovédnost
vSechny odpovédné strany (jak jsou
uvedeny v Piiloze 1 Standardnich
smluvnich dolozek) a subjekt tdaji je
opravnén proti kterékoli z t€chto stran
podat zZalobu u soudu.

Smluvni strany (jak jsou uvedeny v

Ptiloze 1 Standardnich smluvnich
doloZek) se dohodly, Ze pokud je jedna ze
smluvnich stran odpovédna podle

pismene c), je oprdvnéna poZadovat od



corresponding to its/their responsibility
for the damage.

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

Clause 13
N/A

SECTION III - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

Clause 14

Local laws and practices affecting compliance
with the Clauses

a) The parties (as named in Annex I of this
Attachment C) 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 authorizing
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) The parties (as named in Annex I of this
Attachment C) declare that in providing
the warranty in paragraph (a), they have
taken due account in particular of the
following elements:

druhé smluvni strany/ostatnich

smluvnich stran zpét ¢ast nahrady Gjmy

odpovidajici jeji odpovédnosti za Gjmu.
e) Dovozce tudaji se nemiiZze dovoldvat

jednani  zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

DoloZka 13

N/A

ODDIL III - MIiSTNi PRAVNI PREDPISY
A POVINNOSTI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

DoloZka 14

Mistni pravni predpisy a postupy majici
dopad na dodrZovani doloZek

a) Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek)
zarucuji, Ze nemaji divod se domnivat,
Ze pravni predpisy a postupy ve treti zemi
urceni, které se vztahuji na zpracovani
osobnich tdaji dovozcem tudaji, veetné
jakychkoli poZzadavkli na zpfistupnéni
osobnich idaji nebo opatfeni, kterymi se
povoluje pfistup orgdnim vefejné moci,
brini dovozci udaji pfi plnéni svych
povinnosti podle téchto dolozek. To je
zalozeno na pfedpokladu, Ze pravni
pfedpisy a postupy, které respektuji
podstatu  zdkladnich prdv asvobod
a neprekracuji to, co je v demokratické
spolecnosti nezbytné a ptiméiené
k zajisténi jednoho zcilii uvedenych
v €l. 23 odst. 1 nafizeni (EU) 2016/679,
nejsou v rozporu s témito doloZkami.

b) Smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek) prohlaSuji, Ze pti poskytovani
zaruky uvedené v pismenu a) nélezité
zohlednily zejména nasledujici prvky:
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i. the specific circumstances of the
transfer, including the length of the
processing chain, the number of
actors involved, and the transmission
channels wused; 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;

ii. the laws and practices of the third
country of destination— including
those requiring the disclosure of data
to public authorities or authorizing
access by such authorities — relevant
in light of the specific circumstances
of the transfer, and the applicable
limitations and safeguards *:

iii. any relevant contractual, technical or
organizational 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¢) 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

i. konkrétni okolnosti piedani, vcetné
délky zpracovatelského fetézce, poctu
zapojenych  subjekti  a pouZitych
kandli pro prenos udaji, zamyslené
dal§i predani, druh piijemce, ucely
zpracovani, kategorie a format
preddvanych osobnich udaju,
hospodaiské odvétvi, vnémz se
predavani uskute¢iiuje, misto, kde se
pfedané udaje uchovavaji;

ii. prdvni pfedpisy a postupy tieti zemée
ureni — vcetné téch, které vyZzaduji
zptistupnéni ddaji orgdniim vefejné
moci nebo povoluji pfistup téchto
orgdnlt — relevantni s ohledem na
konkrétni okolnosti pfedéani, jakoz
1 pouZitelnd omezeni a zaruky3;

iii. veSkeré piislusné smluvni, technické
nebo organizaéni zdruky zavedené za
ucelem doplnéni zdruk podle téchto
dolozek, véetne opatfeni
uplatinovanych béhem predéani
a zpracovani osobnich udaji v zemi
urceni.

¢) Dovozce udajhi zarucuje, Ze pii provadéni

posouzeni podle pismene b) vynalozil
maximdlni usili, aby poskytl vyvozci
udaji relevantni informace, a souhlasi
s tim, Ze bude pfi zajiStovani dodrzovani
téchto doloZzek s vyvozcem tdaji
1 naddle spolupracovat.

these Clauses.

3 As regards the impact of such laws and practices on compliance with these Clauses, different elements may be considered as part of an overall
assessment. Such elements may include relevant and documented practical experience with prior instances of requests for disclosure from public
authorities, or the absence of such requests, covering a sufficiently representative timeframe. 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 whether their 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. / Pokud jde o dopad takovych pravnich pfedpist a postupti na dodrZovani téchto
dolozek, za soucast celkového posouzeni lze povazovat rizné prvky. Mezi tyto prvky mohou patfit relevantni a zdokumentované praktické zkusenosti
s pfedchozimi piipady zadosti o zpiistupnéni od orgdnu vefejné moci nebo neexistence takovych zadosti, které pokryvaji dostatecné reprezentativni
Casovy ramec. Tyka se to zejména internich zdznamu nebo jiné dokumentace, vypracovavané pribézné v souladu s nélezitou péci a certifikované na
urovni vrcholového vedenti, za predpokladu, Ze tyto informace Ize v souladu s pravnimi piedpisy sdilet se tfetimi stranami. Pokud se na zdkladé¢ této
praktické zkuSenosti dospéje k zavéru, ze dovozci udaji nebude branéno v dodrzovéni téchto dolozek, je tieba to podpofit dal§imi relevantnimi,
objektivnimi prvky a je na smluvnich strandch, aby peclivé zvazily, zda tyto prvky maji spole¢né dostate¢nou vahu na podporu tohoto zdvéru, pokud
jde o jejich spolehlivost a reprezentativnost. Smluvni strany musi zejména zohlednit, zda jsou jejich praktické zkuSenosti potvrzeny veiejné
dostupnymi nebo jinak piistupnymi spolehlivymi informacemi o existenci ¢i neexistenci zaddosti ve stejném odvétvi a/nebo o uplatiiovani prava v
praxi, jako je napiiklad judikatura a zpravy nezavislych organti dohledu, a nejsou s nimi v rozporu.
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d) The parties (as named in Annex I of this

e)

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

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).

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
organizational —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 (as named
in Annex I of this Attachment C), the data
exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
named in Annex I of this Attachment C)
have agreed otherwise. Where the
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d) Strany (jak jsou uvedeny v Piiloze 1

e)

Standardnich smluvnich dolozek)
souhlasi, Ze posouzeni podle pismene b)
zdokumentuji ana pozadani zpfistupni
piisluSnému dozorovému tradu.
Dovozce udaji souhlasi stim, Ze
neprodlen¢ uvédomi vyvozce tdajl,
pokud mé po vyjadieni souhlasu s témito
ustanovenimi a po dobu trvani smlouvy
diivod se domnivat, Ze se na né&j vztahuji,
nebo se zacaly vztahovat pravni predpisy
nebo postupy, které nejsou v souladu
s pozadavky podle pismene a), a to i po
zmeéné v pravnich predpisech tfeti zemé
nebo opatfeni (jako je napiiklad Zadost
o poskytnuti ddaji), jeZ sved¢i o tom, Ze
uplatiiovdni téchto pravnich pfedpisti
vpraxi neni vsouladu s pozadavky
uvedenymi v pismeni a).

Po ozndmeni podle pismene e), nebo
pokud ma vyvozce didaji jinak divod se
domnivat, Ze dovozce idajl jiZ nemizZe
plnit své povinnosti na zdkladé téchto
dolozZek, vyvozce tdaji neprodlené urci
vhodnd opatfeni (napt. technickd nebo
organizacni opatteni k zajisténi
bezpe¢nosti a divernosti), kterd m4a
pfijmout vyvozce udajii a/nebo dovozce
udaji k feSeni situace. Vyvozce tudaji
pozastavi preddvani udaji, pokud se
domniva, Ze pro toto preddvani nemohou
byt zajistény Zadné vhodné zaruky, nebo
pokud mu d4 pokyn pfisluSny dozorovy
ufad. V tomto ptipad¢ je vyvozce udaji
opravnén vypoveédét smlouvu, pokud jde
o zpracovani osobnich tdaji podle téchto
dolozek. Jestlize smlouva zahrnuje vice
nez dv€ smluvni strany (jak jsou uvedeny
v Piiloze 1 Standardnich smluvnich
dolozek), muze vyvozce udaji toto pravo
na vypovézeni uplatnit pouze ve vztahu
k pfislusné strané, pokud se strany (jak
jsou uvedeny v Piiloze 1 Standardnich
smluvnich doloZzek) nedohodly jinak.
Jestlize je smlouva vypovézena podle
této dolozky, pouzije se dolozka 16 pism.
d)ae).



contract is terminated pursuant to this
Clause, Clause 16(d) and (e) shall apply.

Clause 15

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

15.1

PI:

Notification

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. 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

ii. 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) 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.

¢) 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

Dolozka 15

Povinnost dovozce udaji v pripadé pristupu
organi vei'ejné moci

15.1. Oznameni

a) Dovozce

udajit  souhlasi stim, Ze
neprodlen¢ uvédomi vyvozce tdaju, a je-
li to mozné, subjekt tdaji (v ptipadé
potieby s pomoci vyvozce udajit), pokud:

i. na zdkladé pravnich pfedpisi zemée

il.

urceni obdrZzi pravné zdvaznou zZadost
od orgidnu vefejné moci, vcetné
soudnich  orgdnd, o zpiistupnéni
osobnich 1udaji pfedanych podle
téchto dolozek; takové oznameni
obsahuje informace o poZadovanych
osobnich udajich, doZadujicim orgénu,
pravnim zdkladu Zadosti a poskytnuté
odpovédi, nebo

se dozvi o jakémkoli pfimém piistupu
orgdnii  vefejné moci k osobnim
Udajum pfeddvanym podle téchto
dolozZek v souladu s prdvnimi piedpisy
zem€ urCeni; takové oznameni
obsahuje vSechny informace dostupné
dovozci.

b) Pokud je podle prdvnich ptedpisii zemé
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ureni  dovozci  ddaji  zakdzano
informovat vyvozce tdaji a/nebo subjekt
udajti, souhlasi dovozce udaji s tim, Ze
za Ucelem co nejrychlejsiho sdé€leni co
nejvétStho mnozstvi informaci vynaloZi
maximdlni usili, aby od tohoto zdkazu
bylo upusténo. Dovozce udajti souhlasi,
ze zdokumentuje své maximdlni usili,
aby je mohl na Zadost vyvozce udaji
prokazat.

Je-li to povoleno pravnimi piedpisy zemé
urceni, dovozce udaji souhlasi, Ze bude
poskytovat vyvozci idajl v pravidelnych
intervalech po dobu trvani smlouvy co



d)

e)

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.).

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.
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 Review of legality and data minimization

a)

The data importer agrees to review the
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 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).
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d)

e)

15.2. Prezkum
udaji

a)

nejrelevantnéj$i informace o pfijatych
Zadostech (zejména informace o poctu
Zadosti, druhu poZadovanych udaju,
dozadujicim orgénu nebo organech, zda
byly tyto Zadosti napadeny a vysledek
takového napadenti atd.).

Dovozce tidajl souhlasi s tim, Ze po dobu
trvdni smlouvy bude informace podle
pismene a) az c) uchovavat a na vyzadani
je poskytne pfisluSnému dozorovému
tradu.

Pismeny a) aZ c) neni dotéena povinnost
dovozce udaju podle dolozky 14 pism. e)
adolozky 16 neprodlené¢ informovat
vyvozce ddajl, pokud neni schopen tyto
dolozky dodrZzovat.

zakonnosti  a minimalizace

souhlasi stim, Ze
pfezkoumd zakonnost zadosti
o poskytnuti  ddaji, zejména zda
neprekrocila meze pravomoci ud€lenych
dozadujicimu organu vefejné moci, a Ze
zadost napadne, pokud po peclivém
posouzeni dojde k zdvéru, Ze existuji
opodstatnéné divody se domnivat, Ze
Zadost je podle pravnich ptedpisti zemé
urCeni, platnych  zdvazki  podle
mezinarodniho prava a zasad
mezindrodni  zdvofilosti  protipravni.
Dovozce uddaji za stejnych podminek
vyuZzivd moznosti odvolédni. Pfi napadeni
Zadosti dovozce udaji ptijme piredbézna
opatieni scilem pozastavit ucinky
Zadosti, dokud pfisluSny soudni orgin
nerozhodne  ojeji  opodstatnénosti.
Nezpfiistupni pozadované osobni udaje,
dokud mu takovd povinnost nebude
stanovena na  zdkladé  platnych
procesnich pravidel. Témito pozadavky
nejsou dot¢eny povinnosti dovozce tdaji
podle dolozky 14 pism. e).

Dovozce udaji



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.

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

SECTION IV - FINAL PROVISIONS

Clause 16
Non-compliance with the Clauses and
termination

a) The data importer shall promptly inform

PI:

b)

the data exporter if it is unable to comply
with these Clauses, for whatever reason.
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).

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

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;

b)

Dovozce udajt souhlasi, ze
zdokumentuje své pravni posouzeni
i jakékoli napadeni Zadosti o poskytnuti
tdajii a v rozsahu povoleném pravnimi
pfedpisy zemé& urCeni  zpfistupni
dokumentaci vyvozci idajti. Na pozadani
ji  rovnéz  zpfistupni pfisluSnému
dozorovému ufadu.

Dovozce tidajii souhlasi s poskytnutim

minimélntho  pfipustného  mnoZstvi
informaci pfi odpovédi na Zadost
o zpfistupnéni, ato na  zdkladé

pfiméfeného vykladu Z4dosti.

ODDIL IV - ZAVERECNA USTANOVENI

DoloZka 16

NedodrzZeni doloZek a vypovézeni

a)

b)
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Dovozce tdaji neprodlené informuje
vyvozce udaji, pokud neni z jakéhokoli
divodu schopen tyto dolozky dodrZet.
Pokud dovozce udajii porusi tyto dolozky
nebo neni schopen tyto dolozky dodrZet,
vyvozce Udaji pozastavi pieddvani
osobnich tdaji dovozci udaji, dokud
neni dodrZzovéani opét zajiSténo nebo
smlouva vypovézena. Timto neni
dotcena dolozka 14 pism. f).

Vyvozce udajii je oprdvnén vypovedét
smlouvu v rozsahu, vnémZ se jednd
o zpracovani osobnich tdaji podle téchto
dolozek, pokud:

i. vyvozce uUdaji pozastavil
pfeddvéani osobnich ddaji
dovozci udaji podle pism.
b) adodrzovani téchto
dolozek neni v pfimétené
Ihite a v kazdém piipadée
do jednoho meésice od
pozastaveni obnoveno;



d)

ii. the data importer is in
substantial or persistent
breach of these Clauses;
or

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

In these cases, it shall inform the
competent supervisory authority of such
non-compliance. Where the contract
involves more than two parties (as named
in Annex I of this Attachment C), the
data exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
named in Annex I of this Attachment C)
have agreed otherwise.

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. 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.

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
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d)

ii. dovozce  udaji  tyto
dolozky podstatné nebo
trvale porusuje nebo

iii. dovozce tudaji nedodrZi

zavazné rozhodnuti
piisluSného soudu nebo
dozorového uradu

tykajiciho se jeho

povinnosti podle téchto

dolozek.
V takovych ptipadech o0 nedodrZeni
informuje pfisluSny dozorovy ufad.
Pokud smlouva zahrnuje vice nez dvé
smluvni strany (jak jsou uvedeny v
Priloze 1 Standardnich smluvnich
dolozZek), mize vyvozce udaji toto pravo
na vypovézeni uplatnit pouze ve vztahu
k ptislusné strang, pokud se strany (jak
jsou uvedeny v Pfiloze 1 Standardnich
smluvnich doloZek) nedohodly jinak.
Osobni udaje shromdzdéné vyvozcem
udaju v EU, které byly ptedany pied
vypovézenim smlouvy podle pismene c),
musi byt neprodlené vymazany v celém
rozsahu, vcetn¢ veSkerych jejich kopii.
Dovozce tdajii potvrdi vyvozci udaji, Ze
byly udaje vymazany. Dokud nejsou
udaje vymazany nebo vriceny, dovozce
udaji naddle zajiStuje soulad s témito
dolozkami. V pftipadé¢, Ze se na dovozce
udaji vztahuji mistni pravni piedpisy,
které mu zakazuji pfedané osobni udaje
vratit nebo vymazat, dovozce udaji
zarucuje, Ze bude inaddle zajiStovat
dodrzovéni téchto dolozek a bude udaje
zpracovavat pouze v takovém rozsahu,
a tak dlouho, jak to uvedené mistni pravo
vyzaduje.

Kterdkoli ze stran mulZe odvolat svij
souhlas s tim, Ze bude vazana témito
dolozkami, pokud 1) Evropskd komise
pfijme rozhodnuti podle ¢l. 45 odst. 3
nafizeni (EU) 2016/679 tykajici se
preddvani osobnich udajl, na které se
tyto dolozky vztahuji, nebo ii) se nafizeni



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.

Clause 17

Governing law

These Clauses shall be governed by the law of a
country allowing for third-party beneficiary
rights. The parties (as named in Annex I of this
Attachment C) agree that this shall be the law
of the Czech Republic.

Clause 18
Choice of forum and jurisdiction

Any dispute arising from these Clauses shall be
resolved by the courts of the Czech Republic.

(EU) 2016/679 stane soucésti pravniho
rdmce zem¢, do které jsou osobni udaje
pfeddvany. Tim nejsou dotCeny dalSi
povinnosti vztahujici se na dotcené
zpracovani  podle  nafizeni (EU)
2016/679.

DoloZka 17

Rozhodné pravo

Tyto dolozky se fidi pravem zemég, jeZ umoziuje
uplatiiovat prdva ndleZejici oprdvnéné tieti
strang. Strany (jak jsou uvedeny v Pfiloze 1
Standardnich smluvnich dolozek) se dohodly, Ze
se budou #idit pravem Ceské republiky.

DoloZka 18

Volba soudu a prislusnost

Veskeré spory vyplyvajici ztéchto dolozek
budou feseny soudy Ceské republiky.
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ANNEX 1 of Attachment C Data Privacy
Agreement

A. LIST OF PARTIES

Data exporter(s): [Identity and contact details of
the data exporter(s) and, where applicable, of
its/their  data protection officer and/or
representative in the European Union]

Name: Fakultni nemocnice Hradec Kralové

Address: Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Krélové, Czech Republic
Contact person’s name, position and contact
details: ., Data
protection officer, _
Activities relevant to the data transferred under
these Clauses: scientific research

Role (controller/processor): processor

Data importer(s): [Identity and contact details of
the data importer(s), including any contact
person with responsibility for data protection]

Name: Daiichi Sankyo, Inc.
Address: 211 Mount Airy Road, Basking Ridge,
New Jersey 07920 U.S.A.

Contact person’s name, position and contact
details:
Phone:

Activities relevant to the data transferred under
these Clauses: Research and development
services including health and scientific research..

Role (controller/processor): controller
B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data
is transferred

PRILOHA I P¥ilohy C — Dohody o zpracovani
osobnich udaju

A. SEZNAM SMLUVNICH STRAN

Vyvozce (vyvozci) udaji: [TotoZnost
a kontaktni  tdaje  vyvozce/vyvozcii  udajii
a v prislusném pripadeé jeho/jejich povérence pro
ochranu osobnich udajii a/nebo zdstupce
v Evropské unii]

Jméno/nazev: Fakultni nemocnice Hradec

Kralové

Adresa: Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Cesk4 republika
Jméno, funkce akontaktni udaje kontaktni

osoby: _, Povétenec pro
ochranu osobnich ddaju, _
Cinnosti relevantni pro preddvani udaji na
zaklad¢ téchto dolozek: védecky vyzkum

Uloha (spravce/zpracovatel): zpracovatel

Dovozce nebo dovozci 1daji: [TotoZnost
a kontaktni tidaje dovozce/dovozcu vidajii, véetné
Jjakékoli kontaktni osoby, kterd je odpovednd za
ochranu udajit]

Jméno: Daiichi Sankyo, Inc.
Adresa: 211 Mount Airy Road, Basking Ridge,
New Jersey 07920, Spojené staty americké

Jméno, funkce a kontaktni ddaje kontaktni
osoby: ,
telefon:

Cinnosti souvisejici s tdaji pfeddvanymi podle
téchto dolozek: Vyzkumné a vyvojové sluzby
vcetné zdravotnického a védeckého vyzkumu.
Uloha (spravce/zpracovatel): spravce

B. POPIS PREDANI

Kategorie subjektl udaj, jejichZ osobni ddaje se
predavaji
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Site staff: (sub) invesigators and research
personel of the Study Site.

Study subjects: the individuals who voluntary
participate in the clinical trial.

Categories of personal data transferred

Site staff: Name; contact details; personal data
that is part of the investigator’s current
curriculum  vitae (such as professional
qualification, education, employment); financial
information.

Study subjects: Pseudonymized data of study
subjects involved in the clinical trial, these data
include the following categories:

- health

- biological samples

data;

Sensitive data

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.

Security measures

- Pseudonymization, this measure is taken to
protect personal data. This involves the use of
entering a code as an identifier in the electronic
Case Report Form (eCRF), instead of entering
directly identifiable data (name, address,
patient number, date of birth). The pseudonym
and the identifiable data are recorded in the
subject identification log, which is kept
separately from the research data. The subject
identification code list is not transferred to the
SPONSOF.

Zameéstnanci  Mista  provddeni  klinického
hodnoceni:  (sub)vyzkumni  pracovnici a
vyzkumny persondl Mista provddeni klinického
hodnocen.

Subjekty studie: osoby, které se dobrovolné
ticastni klinického hodnoceni.

Kategorie preddvanych osobnich tidajt

Zameéstnanci  Mista  provddeni  klinického
hodnoceni: Jméno; kontaktni iudaje; osobni
tidaje, které jsou soucdsti aktudlniho Zivotopisu
ZkouSejictho  (napr.  odbornd  kvalifikace,
vzdéldni, zamestndni); financni informace.

Subjekty
subjektii
hodnocent,
kategorie:

studie:  Pseudonymizované idaje
studie zapojenych do klinického
tyto udaje zahrnuji ndsledujict

- zdravotni vudaje;
- biologické vzorky

Citlivé udaje

Preddvané citlivé udaje (je-li to relevantni) a
uplatiiovand omezeni nebo ochrannd opatreni,
kterd plné zohlednuji povahu iidajii a souvisejici
rizika, jako je napriklad prisné omezeni iicelu,
omezeni pristupu (vietné pristupu pouze pro
pracovniky, kteri absolvovali specializované
Skoleni), vedeni zdznamii o pristupu k udajiim,
omezeni pro dalsi preddvdani nebo dodatecnd
bezpecnostni opatreni.

Bezpecnostni opatieni

- Pseudonymizace, toto opatieni se prijimd k
ochrané osobnich iudajii. Jednd se o pouZiti
zadanit kodu jako identifikdtoru v elektronickém
formuldri pro hldSeni pripadu (eCRF) namisto
zaddni primo identifikovatelnych tidajii (jméno,
adresa, cislo pacienta, datum narozeni).
Pseudonym a identifikovatelné iidaje jsou
zaznamendny v protokolu o identifikaci subjektu,
ktery je uchovdvdn oddélené od vyzkumnych
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- Minimalization, data collection only contains
the data that is specified in the study protocol.

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

The data shall be transferred on a continuous
basis while a clinical trial is ongoing.
Nature of the processing

Performance of clinical trial activities according
to the standard operating procedures (SOPs),
including data capture in electronic case report
forms (CRF), collection, storage, transfer,
retention/archiving, and erasure or destruction
of data.

Purpose(s) of the data transfer and further
processing

Conducting the clinical trial and for the
regulatory submission process.

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

All (source) data will be kept for a period of 25
years from the end of the clinical trial.
For transfers to (sub-) processors, also specify

tdajii. Seznam identifikacnich kodu subjektu se
zadavateli nepreddvd.

- Minimalizace, sbér dat obsahuje pouze udaje,
které jsou uvedeny v protokolu studie.

Cetnost pfeddvani (napf. zda jsou udaje
predavany jednordazove nebo pribézng).

Udaje se pieddvaji pribéiné, dokud probihd
klinické hodnoceni.
Povaha zpracovani

Provadeni cinnosti  klinického hodnoceni v
souladu se standardnimi operacnimi postupy
(SOP), vcetné zaznamendvdni udaju do
elektronickych formuldri pro hldseni pripadii
(CRF), shromaZdovdni, ukldddni, prenosu,
uchovdvdni/archivace a mazdni nebo niceni
tidajui.

Ucel nebo ticely predani tidaji a dali zpracovani

Provadeéni klinického hodnoceni a proces
predkldaddni regulacnim orgdniim.
Doba, po kterou budou osobni udaje

uchovavany, nebo neni-li ji mozné urcit, kritéria
pouZitd pro stanoveni této doby

VSechny (zdrojové) udaje budou uchovdvdny po
dobu 25 let od ukonceni klinického hodnoceni.
Pokud jde o pfeddvani (dil¢im) zpracovateltim,

subject matter, nature and duration of the rovnéZ uvedte pifedmét, povahu a trvani
processing zpracovani
Not applicable Neuplatni se
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