CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement (‘Agreement”) is
made by and between:

Fakultni nemocnice v Motole, state budgetary
organization, having aplace of business at
V Uvalu 84, 105 06 Praha 5, Czech Republic,
Identification number: 00064203, Tax
identification number: CZ00064203, represented
by , based on a mandate
(the “Institution”); and

IQVIA RDS Czech Republic s.r.o., having
a place of business at Pernerova 691/42, 186 00
Praha 8 - Karlin, Czech Republic, Identification
number: 24768651, Tax identification number:
CZ24768651, represented by Ing. Eva Falbrova,
Managing Director (“IQVIA”); and

Dong-A ST Co. Ltd., having a place of business
at 64 Cheonho-daero, Dongdaemun-gu, Seoul,
Korea (“Sponsor”).

Each a “Party” and together the “Parties”.

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (,Smlouva®) je
uzavirana mezi nasledujicimi stranami:

Fakultni nemocnhice v Motole, statni
prispévkova organizace, se sidlem V Uvalu 84,
105 06 Praha 5, Ceskéa republika, Identifikagni
Cislo: 00064203, Danové identifikacni &islo:
cz00064203, zastoupena [ GTGTGTNGNG.
na zékladé povéfeni (,Poskytovatel); a

IQVIA RDS Czech Republic s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin,
Ceska republika, Identifikagni &islo: 24768651,
Dariové identifikacni  Gislo: CZ24768651,
zastoupena Ing. Evou Falbrovou, jednatelkou
(,IQVIA®); a

Dong-A ST Co. Ltd., se sidlem 64 Cheonho-
daero, Dongdaemun-gu, Seoul, Korejska
republika (,Zadavatel®).

Kazda samostatné jako ,Strana“ a spole¢né jako

LStrany®.
Protocol DMB-3115-2 2
Number: Cislo
A Randomized, Double-Blind, Protokolu: DMB-3115-2
Multicentric, Parallel Group
Therapeutic Equivalence Randomizovana, dvojité
Study Comparing Efficacy, zaslepena, multicentricka
Safety and Immunogenicity of studie se soub&znymi
Subcutaneous DMB-3115 and skupinami hodnotici
. EU Sourced Stelara® in terapeutickou ekvivalenci
Protocol Title: . ; L A !
Patients with Moderate to porovhanim ucéinnosti,
Severe Chronic Plaque ||| Nazev bezpecnosti a imunogenity
Psoriasis. Protokolu: subkutanné podavaného
pfipravku DMB-3115
a pripravku Stelara®
ziskaného v ramci EU
u pacientl se stfedné tézkou
Protocol Date: az téZkou chronickou
7 December 2020 loZiskovou psoriazou.
. Dong-A ST Co. Ltd., Republic ||| Datum .
Sponsor: of Korea Protokolu: 7. prosinec 2020
Country where Zadavatel: DMB-3115-2
Institution is
Conducting Czech Republic Stat, ve kterém
Study: ma sidlo .
Poskytovatel, Ceska republika
Location where C které provadi
..+ | Dermatovenerologické
the study will “ : : Studii:
) oddéleni, which is ——
be conducted: o I . Dermatovenerologické
a division/part of the Institution Misto, kde bude . . .
- rovadéna Odd‘?l,enf’ . lftera /e
Key Enrollment | 100 Calendar Days after Site gtu die: soucasti/oddélenim
Date: Initiation Visit (being the date ) Poskytovatele
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by which Site must enrol at
least one (1) subject as more
specifically set out in section
1.7 “Key Enrollment Date”
below)

ECMT /EC/RA:

ECMT / EC:

Eticka komise FN Motol,
V Uvalu 84, 150 06 Praha 5 —
Motol, Czech Republic

RA:

Statni ustav pro kontrolu IéCiv,
Srobérova 48, 100 41 Praha
10, Czech Republic

100 kalendarnich dna po
Iniciacéni  navstévé Mista
provadéni klinického
hodnoceni (a to jakoZto den,
Klicové datum | ke kterému je Misto provadeéni
zarazeni: klinického hodnoceni povinno
zafadit minimalné jeden (1)
subjekt, jak je dale podrobnéji
rozvedeno nize v odstavci 1.7
,Klicové datum zarazeni®)

MEK / LEK:
Etigké komise FN Motol,
V Uvalu 84, 150 06 Praha 5 —

MEK | EK | | Motol, Ceska republika

Statni astav pro kontrolu IéCiv,

The Srobérova 48, 100 41 Praha
“Investigator”: 10, Ceské republika

Expected »Zkousejici:

enrolment:

Expected Study
duration:

Predpokladany
pocet Subjektt
studie:

Predpokladana

The following additional definitions shall apply to
this Agreement:

Protocol: the clinical protocol referenced above
as it may be modified from time to time by the
Sponsor (defined below).

Case Report Form or CRF: case report form
(paper or electronic) to be used by Site to
record all of the Protocol-required information to
be reported to Sponsor on each Study Subject
(defined below).

Study: the clinical trial that is to be performed in
accordance with this Agreement and the
Protocol for purposes of gathering information
about the compound/medical device identified in
the Protocol.

Study Subject: an individual who participates in
the Study, either as arecipient of the
Investigational Product (defined below) or as
a control.

Study Staff: the individuals involved in
conducting the Study under the direction of the
Investigator.

doba trvani I

Studie:

Ve Smlouvé jsou pouzity nasledujici smluvni
definice:

Protokol: klinicky protokol, na ktery je odkazano
vySe, aktery muze podléhat ¢as od casu
zménam provedenym Zadavatelem (ve smyslu
nize uvedené definice).

Formulare pro zaznamy o subjektech
hodnoceni (Case Report Form) neboli CRF:
formulaf pro zaznamy o subjektech hodnoceni
(v listinné ¢i elektronické podobé) bude
pouzivan  Mistem  provadéni  klinického
hodnoceni za u€elem zaznamu veSkerych
informaci poZadovanych Protokolem, které
podléhaji oznamovani Zadavateli ve vztahu ke
kazdému Subjektu studie (ve smyslu nize
uvedené definice).

Studie: klinické hodnoceni, které bude
provedeno  vsouladu stouto  Smlouvou
a Protokolem pro ucely ziskani a shromazdeéni
informaci o slozce/zdravotnickém prostfedku
popsaném v Protokolu.

Subjekt studie: jednotlivec, ktery se u&astni
Studie, bud jakoZto pfijemce Hodnoceného
léCiva (ve smyslu nize uvedené definice) nebo
jako kontrolni subjekt.

Studijni _personal: jednotlivé fyzické osoby
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Investigational Product: the compound identified
in the Protocol that is being tested in the Study.

Good Clinical Practices or GCPs: International
Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human
Use (ICH) Harmonised Tripartite Guideline for
Good Clinical Practice as amended from time to
time and the principles set out in the Declaration
of Helsinki as revised from time to time.

Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects’ primary
medical records in medical documentation kept
by the Institution on behalf of the Study Subjects
including, without limitation, treatment entries, x-
rays, biopsy reports, ultrasound photographs
and other diagnostic images.

Study Data: all records and reports, other than
Medical Records, collected or created pursuant
to or prepared in connection with the Study
including, without limitation, reports (e.g., CRFs,
data summaries, interim reports and the final
report) required to be delivered to Sponsor
pursuant to the Protocol and all records
regarding inventories and dispositions of all
Investigational Product.

Government Official: any officer or employee of
a government or of any ministry, department,
agency, or instrumentality of a government; any
person acting in an official capacity on behalf of
a government or of any ministry, department,
agency, or instrumentality of a government; any
officer or employee of acompany or of
a business owned in whole or part by
a government; any officer or employee of
a public international organization such as the
World Bank or the United Nations; any officer or
employee of a political party or any person
acting in an official capacity on behalf of
a political party; and/or any candidate for
political office; any doctor, pharmacist, or other
healthcare professional who works for or in any
hospital, pharmacy or other healthcare facility
owned or operated by a government agency,
ministry or department.

zapojené do provadéni Studie pod dohledem
Zkousejiciho.

Hodnocené [éCivo: IéCivy pfipravek definovany
v Protokolu, ktery je pfedmétem hodnoceni ve
Studii.

Spravna _ klinicka praxe neboli GCPs:
Harmonizovana tripartitni  smérnice  pro
Spravnou klinickou praxi vydana Mezinarodni
radou pro harmonizaci technickych pozadavku
na humanni IéCivé pfFipravky (ICH), ve znéni,
jez je v pruabéhu ¢asu novelizovano a zasady
vymezené Helsinskou deklaraci, revidované
v pribéhu Casu.

Zadavatel: zadavatel Studie.

Zdravotni  zaznamy:  primarni  zdravotni
zdznamy ve zdravotnické  dokumentaci
Subjektt studie vedené Poskytovatelem ve
vztahu Kk Subjektu studie, zejména zaznamy
0 poskytnuté péci, zaznamy o RTG vySetfenich,
protokoly o provedenych biopsiich, snimky
z ultrazvukovych vysetfeni adalSi snimky
diagnostické povahy.

Studijni data a udaje: veSkeré zaznamy, zpravy
a protokoly, jez jsou odliSné od Zdravotnich
zaznamd, a které jsou ziskany, shromazdény ci
vytvofeny v navaznosti na ¢&i pfipraveny
v souvislosti se Studii, zejména zpravy,
zaznamy a protokoly (napf., CRFs, datové
pfehledy, mezitimni  zpravy a protokoly,
a zavéreCna zprava), které jsou pozadovany,
aby byly poskytnuty Zadavateli v souladu
s Protokolem a veSkerymi zaznamy ohledné
inventurni evidence a nakladani s veSkerym
mnozstvim Hodnoceného léciva.

Zastupce vefejné moci: jakykoli ufednik
jakykoli zaméstnanec viladniho dfadu
jakéhokoli ministerstva, rezortu, ufadu i
agentury, nebo =zastupce statniho/spravniho
Ufadu; jakakoli osoba jednajici v Ufedni funkci
jménem statniho/spravniho ufadu ¢i jakéhokoli
ministerstva, Ustavu, ufadu &i agentury nebo
zastupce vladniho Ufadu; jakykoli ufednik &i
zaméstnanec spole€nosti €i podnikatelského
subjektu vlastnéného statem, v diléim &i plném
rozsahu; jakykoli ufednik ¢&i zaméstnanec
mezinarodni organizace vefejného charakteru
jako napf. Svétova banka ¢i Organizace
spojenych narodu; jakykoli ufednik &i jakykoli
zameéstnanec politické strany &i jakakoli osoba
jednajici v ramci ji svéfené pravomoci jménem
politické strany; a/nebo jakykoli kandidat na
politickou funkci; jakykoli Iékaf, farmaceut &i jiny
profesional ve zdravotnictvi, pracujici pro £i

o O
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Iltem(s) of Value: should be interpreted broadly
and may include, but is not limited to, money or
payments or equivalents, such as gift
certificates; gifts or free goods; meals,
entertainment, or hospitality; travel or payment
of expenses; provision of services; purchase of
property or services at inflated prices;
assumption or forgiveness of indebtedness;
intangible benefits, such as enhanced social or
business standing (e.g., making donations to
government official’'s favored charity); and/or
benefits to third persons related to government
officials (e.g., close family members).

RECITALS:

WHEREAS, IQVIA is providing clinical research
organisation services to Sponsor under a separate
contract between IQVIA and Sponsor. IQVIA’s
services include monitoring of the Study and
contracting with clinical research sites;

WHEREAS, IQVIA Clinical Trial Payments, having
a place of business at 210 Pentonville Rd, King
Cross London N1 9JY United Kingdom,
Identification number: 06026452, an IQVIA affiliate,
will administer payments from a bank account
belonging to IQVIA RDS Inc., having a place of
business at 2626 Glenwood Ave Ste 550, Raleigh,
27608, NC, USA, ldentification number: 0119582,
bank account to the Payee (as defined below) on
this Study;

WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to conduct
the Study and IQVIA requests the Institution to
undertake such Study.

WHEREAS, this Agreement does not cover the
arrangements between Sponsor, IQVIA and
Investigator and thus, a separate Clinical Trial
Agreement with the Investigator, Sponsor and
IQVIA shall be executed, on the basis of which the
Investigator and Study Staff shall be reimbursed for
the performance of the Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws,

v jakékoli nemocnici, Iékarné Ci jakémkoli jiném
zarizeni zdravotnického typu ve vlastnictvi &i
provozovaném  statnim/spravnim Uradem,
ministerstvem ¢i ustavem.

Hodnotné véci: budou vykladany v &ir§im
smyslu amohou tak zejména zahrnovat
penézni Castky, platby &i ekvivalenty plateb,
jako napfiklad darkové certifikaty Ci poukazy;
dary ¢&i bezplatné poskytované vyrobky;
pohosténi, zabavu, &i pohostinnost; cesty Cdi
proplaceni naklad(; poskytovani sluzeb; koupé
majetku €i sluzeb za nadhodnocené castky;
prevzeti ¢i prominuti splatnych zavazk(; vyhody
nehmotného  charakteru, jako napfiklad
zvysené socialni € podnikatelské postaveni
(napf., poskytovani dard ¢&i podpory na
dobrolinné ucely, jez jsou podporovany
statnimi/spravnimi dfady); a/nebo vyhod viéi
tfetim osobam vztahujici se k zastupclim
vefejné moci (napf. blizci ¢lenové rodiny).

UVODNI CAST:

VZHLEDEM K TOMU, ze IQVIA poskytuje
Zadavateli sluzby smluvni vyzkumné organizace,
a to na zakladé samostatné smlouvy uzaviené mezi
IQVIA a Zadavatelem. Sluzby IQVIA zahrnuji
monitoring Studie a uzavirani smluv s klinickymi
vyzkumnymi centry;

VZHLEDEM K TOMU, ze IQVIA Clinical Trial
Payments, se sidlem 210 Pentonville Rd, King
Cross London N1 9JY Spojené kralovstvi,
IdentifikaCni C&islo: 06026452, pfidruZeny subjekt
spole€nosti  IQVIA, bude provadét platby
z bankovniho U¢tu spole¢nosti IQVIA RDS Inc., se
sidlem 2626 Glenwood Ave Ste 550, Raleigh,
27608, NC, USA, Identifikacni ¢&islo: 0119582,
PFijemci plateb (definovanému nize) v této Studii;

VZHLEDEM K TOMU, Ze Poskytovatel a Zkou3ejici
(dale spole¢né jen ,Misto provadéni klinického
hodnoceni“) hodlaji provést Studii alQVIA po
Poskytovateli pozaduje provedeni takové Studie.

VZHLEDEM K TOMU, zZe tato Smlouva neupravuje
ujednani mezi Zadavatelem, IQVIA a ZkouSejicim,
aproto bude mezi Zadavatelem, IQVIA
a ZkousSejicim uzaviena samostatna smlouva
0 provedeni klinického hodnoceni Ié€iv, na zakladé
které bude rovnéz ZkousSejici a Studijni personal
odménén za provedeni této Studie.

NYNi S OHLEDEM NA SHORA UVEDENE, bylo
dohodnuto nasledujici:

1. PROVEDENi STUDIE
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Requlations, and Good Clinical Practices

Institution agrees that Institution and Study

Staff shall perform the Study at Institution in
strict accordance with this Agreement, the
Protocol, any and 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 (“Act on
Pharmaceuticals”) and Decree No. 226/2008
Coll., on good clinical practice and detailed
conditions of clinical trials on medicinal
products, as amended, Act No. 372/2011
Coll., on Medical Services and terms and
conditions of performance of such services
(“Act  on Medical

replacing any of the foregoing (together

“‘Applicable Laws”). Institution and Study

Staff acknowledge that IQVIA and Sponsor,
and their respective affiliates, need to adhere
to the provisions of (i) the Bribery Act 2010 of
the United Kingdom (“Bribery Act”); (ii) the
Foreign Corrupt Practices Act 1977 of the
United States of America (“FCPA”) and (iii)
any other applicable anti-corruption legislation

1.2. Informed Consent Form

Institution agrees to use an informed consent

form that has been approved by Sponsor and
is in accordance with applicable regulations
and the requirements of the Ethics Committee
for Multicentrics Trials (“ECMT”) and Local
Ethics Committees (“‘LEC”), jointly Ethics

Committees (“EC”) that is responsible for

reviewing the Study. Site shall obtain the prior

written informed consent of each Study

Subject.

1.3. Medical Records and Study Data

1.3.1. Collection, Storage and

Services”) or any
subsequent amendments or laws substantially

Destruction: Institution shall ensure the
prompt, complete, and accurate collection,
recording and classification of the Medical
Records and Study Data.

Institution shall:

i. maintain and store Medical
Records and Study Data in
a secure manner with physical
and electronic access
restrictions, as applicable and
environmental controls

1.1. Soulad s Pravnimi predpisy, nafizenimi
a Spravnou klinickou praxi

Poskytovatel souhlasi stim, ze Poskytovatel
a Studijni personal provedou u Poskytovatele
Studii v pfisném souladu stouto Smilouvou,
Protokolem, ve8kerymi pfisluSnymi pravnimi
predpisy a nafizenimi, zejména vcetné GCP,
zak. &. 378/2007 Sb., o léCivech a zménach
nékterych  souvisejicich  zakonu (,Zakon
o lé€ivech®) aVyhlasky ¢&. 226/2008 Sb.,
o spravné klinické praxi a bliz§ich podminkach
klinického hodnoceni  1éCivych  pfipravkd,
v platném znéni, zak. ¢&. 372/2011 Sb.,
0 Zdravotnich sluzbach a podminkach jejich
poskytovani (,Zakon o zdravotnich sluzbach®)
nebo jakychkoli naslednych pozménujicich di
podstatné nahrazujicich pravnich predpist ve
vztahu ke shora uvedenym pravnim normam,
(spole¢né ,Prislusné pravni predpisy®).
Poskytovatel a Studijni personal timto berou na
védomi, ze IQVIA aZadavatel, a jejich
odpovédné pobocky, se zavazuji dodrzovat (i)
britsky zakon proti korupci zroku 2010
(,Protikorupéni zakon®); (ii) zakon USA z roku
1977 o zahraniénich korup€nich praktikach
z roku 1977 (,FCPA®) a (iii) jakékoli dalsi pravni
pfepisy na useku zakazu korup¢&nich praktik.

1.2. Formulaf pisemného informovaného
souhlasu

Poskytovatel souhlasi s tim, Ze bude pouzivat
formulaf informovaného souhlasu, ve znéni
schvaleném Zadavatelem, a ktery je v souladu
s pfisluSnymi pravnimi pfedpisy a pozadavky
Etické komise pro multicentricka hodnoceni
(,MEK®) a Mistnich etickych komisi (,LEK),
spole¢né dale jen Etickych komisi (,EK®), které
jsou zodpovédné za kontrolu Studie. Misto
provadéni klinického hodnoceni pfedem zajisti
pisemny informovany  souhlas kaZdého

Subjektu studie.

1.3. Zdravotni zaznamy a Studijni data a udaje

1.3.1. Shromazdovani, uskladnéni
a likvidace: Poskytovatel zajisti promptni,
Uplné a pfesné shromazdovani,
zaznamenavani a klasifikaCni roztfidéni
Zdravotnich  zaznamU a Studijnich dat
a udaju.

Poskytovatel bude:

i. vést askladovat Zdravotni
zaznamy a Studijni data a udaje
bezpecnym zpusobem
S omezenim fyzického

i elektronického pfistupu, dle
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appropriate to the applicable
data type and in accordance
with applicable laws, regulations
and industry standards; and

protect the Medical Records and
Study Data from unauthorized
use, access, duplication, and
disclosure. If directed by
Sponsor or IQVIA, Institution will
submit Study Data using the
electronic system provided by
Sponsor or IQVIA or their
designated representative and
in accordance with Sponsor's
instructions for electronic data
entry. Institution shall prevent
unauthorized access to the
Study Data by maintaining
physical  security of the
electronic system and ensuring
that Study Staff maintain the
confidentiality of their
passwords. Institution agrees to
collect all Study Data in Medical
Records prior to entering it into
the CRF. Institution shall ensure
the prompt submission of CRFs;
and

take measures to prevent
accidental or premature
destruction or damage of these
documents. Neither Institution
nor Investigator shall destroy or
permit the destruction of any
Medical Records or Study Data
without prior written notification
to the Sponsor. The Institution
will keep all Medical Records
and Study Data as well as any
documentation related to Study
Subjects under adequate
conditions to prevent their
damage or destruction for 15
years after completing the Study
(the “retention period”). The
Sponsor shall notify Institution
six months prior to the
expiration of the retention period
about how these Medical

podminek konkrétniho pfipadu
as kontrolou prostfedi
pfislusnou pro konkrétni typ dat
a udaji v souladu s pfislusnymi
pravnimi predpisy, nafizenimi
a technickymi standardy; a

chranit  Zdravotni  zaznamy
a Studijni data audaje proti
neopravnénému zneuziti,
pristupu, kopirovani &i odhaleni.
Bude-li tak pozadovano
Zadavatelem Ci IQVIA,
Poskytovatel predlozi Studijni
data audaje za  pouziti
elektronického systému pro
elektronicky zaznam dat, ktery
bude poskytnuty Zadavatelem
nebo IQVIA nebo jimi uréenym
zastupcem, ato v souladu
s pokyny Zadavatele pro
elektronicky zaznam dat.
Poskytovatel zabrani
neopravnénému pfistupu ke
Studijnim  datim  a udajum
zajisténim fyzické bezpecénosti
elektronického systému a dale
zajisti, Zze Studijni personal bude
zachovavat v duvérném rezimu
jim pfidélena pfistupova hesla.

Poskytovatel souhlasi, ze
shromazdi veSkera Studijni data
a udaje obsazené ve

Zdravotnich zaznamech pred
jejich  vlozenim do CREF.
Poskytovatel zajisti neprodlené
prfedkladani CRFs; a

pfijme opatfeni za G&elem
zabranéni nahodného Ci
pfed€asného zniceni Ci
poskozeni téchto dokumentd.
Ani Poskytovatel, ani ZkousSejici
nezni¢i ¢i nepovoli likvidaci
jakychkoli Zdravotnich zaznamu
¢i Studijnich dat a udaji bez
predchoziho pisemného
oznameni zaslaného Zadavateli.
Poskytovatel uchova Zdravotni
zdznamy a Studijni data
a udaje, jakoz i veSkerou
dokumentaci vztahujici se ke
Subjektim Studie v adekvatnich
podminkach zamezujicich jejich
poskozeni nebo zni¢eni po dobu
15 let od ukonceni Studie (dale
jen ,doba archivace®). Zadavatel
bude informovat Poskytovatele
nejpozdéji 6 mésicl pred
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Records and Study Data will be
handled. If Sponsor fails to
notify Institution at agreed time,
it is understood that the
Institution is entitled to destroy
the Medical Records and Study
Data. In the event that the
Sponsor requests an extension
of the retention period at the
Institution, the Institution is
entitled to demand a
proportional fee from the
Sponsor.

In case of termination of Investigator
employment relationship, the responsibility
for maintaining Medical Records and Study
Data shall be determined in accordance
with applicable regulations but Institution
will not in any case be relieved of its
obligations under this Agreement for
maintaining the Medical Records and Study
Data.

1.3.2. Ownership. Institution shall retain
and store Medical Records. The Institution
will assign to Sponsor all of its rights, title
and interest, including intellectual property
rights, to all Confidential Information (as
defined below) and any other Study Data.

1.3.3. Access, Use, Monitoring and
Inspection. Institution shall provide original
or copies (as the case may be) of all Study
Data to IQVIA and Sponsor for Sponsor’s
use. Institution shall afford Sponsor and
IQVIA and their representatives and
designees reasonable access to Institution
's facilities and to Medical Records and
Study Data so as to permit Sponsor and
IQVIA and their representatives and
designees to monitor the Study. Such
inspection/ monitoring visit shall be
announced to the Institution at least 3 days
in advance Standard operations of the
Institution shall not be disturbed by such an
audit/ monitoring visit.

Institution shall afford regulatory authorities
reasonable access to Institution ’s facilities
and to Medical Records and Study Data,
and the right to copy Medical Records and
Study Data.

uplynutim doby archivace o tom,
jakym zpusobem bude s témito
zaznamy a Studijnimi daty a
udaji nalozeno, v pfipadé, Ze
Zadavatel ve stanovené dobé
Poskytovatele informovat
nebude, ma se za to, Ze
souhlasi se skartaci. V pfipadeé,
Ze bude Zadavatel zadat o
prodlouzeni doby archivace u
Poskytovatele, je Poskytovatel
opravnén po Zadavateli
pozadovat umérné zpoplatnéni.

V pfipadé ukon€eni pracovnépravniho
poméru Zkousejiciho, odpovédnost za
vedeni Zdravotnich zaznam( a Studijnich
dat audaji bude wuréena v souladu
s pfislusSnymi pravnimi pfedpisy, av3ak
Instituce se v zadném pfipadé nezprosti
svych povinnosti, jez ji plynou ztéto
Smlouvy ve vztahu k vedeni Zdravotnich
zaznamu a Studijnich dat a udaju.

1.3.2. Vlastnictvi. Poskytovatel si ponecha
abude uchovavat Zdravotni zaznamy.
Poskytovatel pfevede na Zadavatele
vesSkera sva prava, naroky a tituly, véetné
prav duSevniho vlastnictvi k Davérnym
informacim (ve smyslu niZze uvedeném) a k
jakymkoli jinym Studijnim datiim a udajim.

1.3.3. Pristup, Pouziti, Monitoring
a Kontrola. Poskytovatel poskytne originaly
Ci  kopie (dle podminek konkrétniho
pfipadu) vSech Studijnich dat a udaju
IQVIA a Zadavateli pro moznost jejich
vyuzZiti Zadavatelem. Poskytovatel umozni
Zadavateli alQVIA ajejich zastupcim
a zmocnénclm odpovidajici pfistup do
prostor a zafizeni Poskytovatele ak
Zdravotnim zaznamim a Studijnim datim
a udajim, aby umoznilo Zadavateli a IQVIA
a jejich zastupcim a zmocnéncuim
provedeni monitoringu  Studie. Takova
kontrola/ monitoring musi byt Poskytovateli
oznamena alespoi 3 dny predem
a zaroven touto ¢innosti nesmi byt naruSen
béZny chod Poskytovatele.

Poskytovatel umozni regulatornim Gfadum
pfiméfeny pfistup do prostor a zafizeni
Poskytovatele a ke Zdravotnim zaznamuim
a Studijnim datdm a ddajum, a poskytne
opravnéni ke kopirovani Zdravotnich
zaznamu a Studijnich dat a udaja.

Poskytovatel souhlasi, ze bude
spolupracovat se zastupci IQVIA
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The Institution agrees to cooperate with the
representatives of IQVIA and Sponsor who
visit the Institution, and the Institution
agrees to ensure that the employees,
agents and representatives of the
Institution do not harass, or otherwise
create a hostile working environment for
such representatives.

The Institution shall as promptly as

possible notify IQVIA of, and provide IQVIA

copies of, any inquiries, correspondence or

communications to or from any
authority

governmental or regulatory
relating to the Study, including, but not
limited to, requests for inspection of the
Institution’s facilities, and the Institution
shall permit IQVIA and Sponsor to attend
any such inspections. The Institution will
make reasonable efforts to separate, and
not disclose, all Confidential Information
that is not required to be disclosed during
such inspections.

1.3.4. License. Sponsor hereby grants to
Institution  a perpetual, non-exclusive,

nontransferable, paid-up license, without

right to sublicense, to use Study Data (i)
subject to the obligations set forth in
section 3 “Confidentiality”, for internal, non-
commercial research and for educational
purposes, and (i) for preparation of
publications in accordance with Section 5
“Publication Rights”.

1.3.5. Survival. This section 1.3 “Medical
Records and Study Data” shall survive
termination or expiration of this Agreement.

1.4. Duties of Investigator
Investigator is responsible for the conduct of

the Study at Institution and for supervising any

individual or party to whom the Investigator
delegates in Delegation Log Study-related
duties and functions.

In particular, but without limitation, it is the
Investigator's duty to review and understand
the information in the Investigator's Brochure
or device labeling instructions. IQVIA or
Sponsor will ensure that all required reviews

and approvals by applicable regulatory

authorities and ECs are obtained. Institution
acknowledges that the Investigator is

a Zadavatele, ktefi navstivi Poskytovatele,
a Poskytovatel souhlasi, zZe zajisti, ZzZe
zameéstnanci azastupci  Poskytovatele
nebudou klast jakékoli prekazky Ci jakkoli
jinak  vytvaret nepfiznivé pracovni
podminky pro takové zastupce.

Poskytovatel bez zbyte¢ného odkladu
vyrozumi IQVIA, a v téZe souvislosti IQVIA
poskytne veskeré kopie, o jakékoli zadosti,
korespondenci & komunikaci pfijaté i
zaslané jakémukoli statnimu/spravnimu
Ufadu ¢i regulatorni autorité vztahujici se
ke Studii, zejména vCetné zadosti Ci
oznameni o kontrole prostor a zafizeni
Poskytovatele, a Poskytovatel umozni
IQVIA aZadavateli, aby se takovych
kontrol zuCastnili. Poskytovatel vyvine
nezbytné Usili za u€elem oddéleni, nikoli
vS8ak odhaleni &i zpfistupnéni, veSkerych
Davérnych informaci, jejichz odhaleni ¢i
zpfistupnéni  neni  vtéto  souvislosti
vyzadovano béhem takovych kontrol.

1.3.4. Licené&ni opravnéni. Zadavatel timto
Poskytovateli poskytuje trvalé, nevyhradni,
nepfevoditelné, jiz hrazené licenéni
opravnéni, bez prava udéleni sublicence,
k uziti Studijnich dat a udaji (i) v souladu
se zavazky stanovenymi v Clanku 3
,D0vérny rezim*“, pro vnitfni ucely, vyzkum
nekomeréniho charakteru a pro edukativni
Ucely, a (ii) pro pfipravu publikaci v souladu
s Clankem 5 ,Prava na zvefejnéni“.

1.3.5. Pretrvavaijici platnost. Tento
odstavec 1.3 ,Zdravotni zdznamy a Studijni
data a udaje“ zlistane zavazny iv pfipadé
ukon&eni Smlouvy &i uplynuti doby trvani
této Smlouvy.

1.4. Povinnosti ZkouS$ejiciho

ZkouSejici je odpovédny za provedeni Studie u
Poskytovatele a za dohled nad vSemi fyzickymi
¢i pravnickymi osobami, kterym svéfi v tzv.
Delegation Log povinnosti a funkce v souvislosti
se Studii.

Konkrétné pak jde zejména ale nejen
0 povinnost Zkousejiciho zkontrolovat
a porozumét informacim obsazenym v Souboru
informaci pro zkouSejiciho ¢&i  pokynech
k pfistroji. IQVIA nebo Zadavatel zajisti, ze
budou opatfena veskera pozadovana kontrolni
schvaleni od pfislusnych regulatornich Gfadu
a EK. Poskytovatel bere na védomi, ze
ZkouSejici se zavazuje, ze pfed zahajenim
Studie zajisti, ze byly ziskany veSkeré souhlasy
a povoleni pfislusnych regulatornich ufadu a EK
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responsible prior to commencement of the
study to ensure that all approvals by
applicable regulatory authorities and ECs have
been obtained and to to review all CRFs to
ensure their accuracy and completeness.

If the Investigator and Institution retain the
services of any individual or party to perform
Study-related duties and functions, the
Institution and Investigator shall ensure this
individual or party is qualified to perform those
Study-related duties and functions and shall
implement procedures to ensure the integrity
of the Study-related duties and functions
performed and any data generated.

Institution agrees to provide prompt advance
notice to Sponsor and IQVIA if Investigator will
be terminating its employment relationship in
the Institution or is otherwise no longer able to
perform the Study. The appointment of a new
Investigator must have the prior approval of
Sponsor and IQVIA.

1.5. Adverse Events

The Investigator shall report adverse events
and serious adverse events as directed in the
Protocol and by applicable laws and
regulations. Institution acknowledges that the
Investigator shall cooperate with Sponsor in its
efforts to follow-up on any adverse events.
The Site shall comply with its LEC reporting
obligations.

Sponsor will promptly report to the Site, the
Institution’s LEC, and IQVIA, any finding that
could affect the safety of participants or their
willingness to continue participation in the
Study, influence the conduct of the Study, or
alter the Institution’s LEC approval to continue
the Study.

1.6. Use and Return of Investigational
Product and Equipment

Sponsor or aduly authorized agent of
Sponsor, shall supply Institution with sufficient
amount of Investigational Product as
described in the Protocol.

Sponsor via vendor shall secure distribution of
shipment of the Investigational Product to the
pharmacy of the Institution, where the
shipment shall be received and examined by

a Ze byly zkontrolovany vSechny CRF tak, aby
byla zajisténa jejich pfesnost a Uplnost.

Pokud ZkouSejici a Poskytovatel vyuzivaji
k plnéni povinnosti a funkci v souvislosti se
Studii sluzby jakékoli fyzické nebo pravnické
osoby, museji zajistit, aby tyto fyzické nebo
pravnické osoby byly kplnéni pfisluSnych
povinnosti afunkci souvisejicich se Studii
zplsobilé, a zavést postupy zaruCujici integritu
povinnosti a funkci provadénych v souvislosti se
Studii a veskerych generovanych udaju.

Poskytovatel souhlasi, Ze zaSle predem
promptni oznameni  Zadavateli alQVIA
v pfipadé, ze ZkouSejici ukonci pracovni pomér
u Poskytovatele ¢€i nebude-li ZkouSejici
z jakéhokoli jiného dlvodu schopen provadét
Studii. Ustanoveni nového ZkouS$ejiciho bude
podléhat pfedchozimu schvaleni Zadavatele
a IQVIA.

1.5. Nez&douci pfihody

Zkousejici oznami nezadouci prihody
azavazné nezadouci pfihody v souladu
s pozadavky Protokolu a pfislusnymi pravnimi
pfedpisy a nafizenimi. Poskytovatel bere na
védomi zavazek Zkousejiciho, Ze bude
spolupracovat se Zadavatelem v souvislosti
s jeho usilim vynaloZzeném v ramci kontrolniho
procesu ve vztahu k jakékoli nezadouci pfihodé.
Misto provadéni klinického hodnoceni bude
jednat v souladu s oznamovacimi povinnostmi
vyzadovanymi jeho LEK.

Zadavatel bez zbyte€ného odkladu vyrozumi
Misto provadéni Kklinického hodnoceni, LEK
Poskytovatele alQVIA, ohledné jakéhokoli
zZjisténi, jez je zpUsobilé ovlivnit bezpecenost
UCastnikG ¢&i jejich vuli aochotu pokracovat
v UCasti ve Studii, mit vliv na provadéni Studie,
¢i zmeénit vydané souhlasné stanovisko LEK
Poskytovatele vztahujici se k pokracovani ve
Studii.

1.6. Pouziti a vraceni Hodnoceného |éciva
a Vybaveni
Zadavatel, €i jeho fadné opravnény zastupce,
doda Poskytovateli dostate€né mnozZstvi
Hodnoceného |é&iva dle podminek popsanych
v Protokolu.

Zadavatel prostfednictvim treti osoby zajisti
distribuci zasilkky Hodnoceného IéCiva do
lekarny Poskytovatele, kde je Iékarnik pfevezme
a zkontroluje (jako jiné zasilky - tzn. neni-li
poSkozena, v pfipadé zvlastnich pozadavku na
transport, byly-li tyto pozadavky dodrzeny,
pfijem zasilky potvrdi), Hodnocené IéCivo bude
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the pharmacist (in the same manner as any
other shipment — e.g. whether the delivery is
unharmed, in case of any specific
requirements as to the means of transport also
whether such requirements were duly met,
and confirms due acceptance of the delivery),
Investigational Product shall be stored and
furthermore, on the basis of an order form, the
Investigator shall collect the Investigational
Product and transport it to the site.

IQVIA shall notify the Institution via e-mail, to
email address

and
or by phone

to the appointed pharmacist, who is authorized
for the Study by pharmacy of the Institution,
within 3 working days prior to the delivery, as
to when the shipment is to be delivered to the
pharmacy.

Disposal of any unused Investigational
Product shall be performed by IQVIA at the
expense of Sponsor. IQVIA shall secure
delivery to following address: Fakultni
nemocnice Motol, nemocnicni |ékédrna, V
Uvalu 84, 150 06 Praha 5, Czech Repubilic,
with label of the authorized pharmacist.

The Institution shall use the Investigational
Product and any comparator products
provided in connection with the Study, solely
for the purpose of properly completing the
Study and shall maintain the Investigational
Product as specified by Sponsor and
according to applicable laws and regulations,
including storage in a locked, secured area at
all times.

Upon completion or termination of the Study,
the Institution shall destroy the Investigational
Product, comparator products, and materials
and all Confidential Information (as defined
below) at Sponsor’s sole expense.

Institution shall comply with all laws and
regulations governing the disposition and any
instructions from IQVIA that are not
inconsistent with such laws and regulations.

The Institution shall return any equipment or

v Iékarné uchovavano a nasledné si na Zadanku
Zkousejici Hodnocené léCivo vyzvedne na misto
vykonu klinického hodnoceni, kde je za né piné
odpovédny.

IQVIA je povinna oznamit do 3 pracovnich dnt

pfed dodanim, kdy bude zasilka do lékarny

pfedana, budto emailem, na emailovou adresu:

a

nebo

telefonicky farmaceutovi, ktery je Studii za
nemocnicni Iékarnu povéren.

Likvidaci nevyuzittho Hodnoceného Iéciva
zajisti IQVIA na nédklady Zadavatele. IQVIA
zajisti dodavku na adresu: FN Motol,
nemocniéni lékarna, V Uvalu 84, 150 06 Praha
5 Ceska republika, a oznadi ji jménem
povéfenych lékarnikd.

Poskytovatel bude pouzivat Hodnocené I[é€ivo
a jakykoli komparaéni produkt poskytnuty
v souvislosti se Studii vyhradné pro ucely
fadného dokoncéeni Studie a bude uchovavat
Hodnocené léCivo dle pokynu Zadavatele av
souladu s pfislusSnymi  pravnimi  pfedpisy,
nafizenimi  a pravidly, v€etné  povinnosti
skladovat Hodnocené I1éCivo v uzamceném
a zabezpeceném prostoru, ato po celou
pfedmétnou dobu.

V navaznosti na dokonéeni i ukonéeni Studie,
Poskytovatel zlikvidujeHodnocené léCivo,
komparacni  produkty a materidly, jakoz
i veSkeré Davérné informace (ve smyslu nize
uvedené definice) pIné avylu¢né na naklady
Zadavatele.

Poskytovatel se zavazuje, ze bude jednat
vsouladu sveskerymi pravnimi pFedpisy,
nafizenimi a pravidly upravujicimi nakladani
s Hodnocenym lé€ivem a jakymikoli instrukcemi
a pokyny poskytnutymi IQVIA, jeZ nejsou
vrozporu  stakovymi  pravnimi  pfepisy,
narizenimi a pravidly.

Poskytovatel vrati jakékoli vybaveni & materialy
poskytnuté Zadavatelem pro jejich pouziti ve
Studii, nebude-li uzavfena pisemna smlouva
mezi Zadavatelem a Poskytovatelem, na jejimz

materials provided by Sponsor for use in the zakladé Poskytovatel nabude vlastnictvi
Study unless Sponsor and Institution have k takovému vybaveni. DoSlo-li k jakémukoli
a written agreement for Institution to acquire zhodnoceni zafizeni provozovanych
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the equipment. If there are Institution facility
improvements provided by IQVIA or Sponsor
in relation to the Study, then Institution shall
enter a separate written agreement with IQVIA
or Sponsor with respect to such facility
improvements.

1.7. Key Enroliment Date

The Institution understands and agrees that if
Site has not enrolled at least one (1) Study
Subject by the Key Enrollment Date then
IQVIA or/and Sponsor may terminate this
Agreement in accordance with Section 15
“Term & Termination” Sponsor/IQVIA has the
right to limit enroliment at any time.

2. PAYMENT

In consideration for the proper performance of
the Study by Institution in compliance with the
terms and conditions of this Agreement,
payments shall be made in accordance with
the provisions set forth in Attachment A, with
the last payment being made after the Site
completes all its obligations hereunder, and
IQVIA has received all properly completed
CRFs and, if IQVIA requests, all other
Confidential Information (as defined below).

The estimated value of financial payment
under this Agreement shall be approximately
CZK 405 204.

IQVIA Clinical Trial Payments will receive Site
invoices and process payments unless
otherwise agreed. Any queries regarding Site
invoices or payments should be directed to
IQVIA Clinical Trial Payments at the contact
details outlined in Attachment A.

3. CONFIDENTIALITY

3.1. Definition

“‘Confidential Information” means the
confidential and proprietary information of
Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the
Investigational Product, technical information

Poskytovatelem, ato prostfednictvim IQVIA Ci
Zadavatele v souvislosti se Studii, Poskytovatel
se zavazuje, Zze uzavie samostatnou smlouvu
s IQVIA nebo Zadavatelem ve vztahu ka
v souvislosti s takovym zhodnocenim zafizeni
provozovanych Mistem provadéni klinického
hodnoceni.

1.7. Kli¢ové datum zafazeni

Poskytovatel je srozumén a souhlasi, ze
v pfipadé, Ze Misto provadéni Kklinického
hodnoceni nezafadi alespon jeden (1) Subjekt
studie ke KliCovému datu zafazeni, pak IQVIA
a/nebo Zadavatel budou opravnéni ukoncit tuto
Smilouvu v souladu s Clankem 15 ,Platnost &
Ukonceni platnosti“. Zadavatel /IQVIA jsou
opravnéni omezit zafazeni Subjektl studie, a to
v kterykoli Casovy okamzik.

PLATBY

V  souvislosti sfadnym plnénim  Studie
Poskytovatelem, ato v souladu s podminkami
a ustanovenimi této Smlouvy, budou
poskytovany platby dle podminek a ustanoveni
definovanych v Priloze A, pficemz posledni
platba bude uskuteCnéna poté, co Misto
provadéni klinického hodnoceni spini a dokonci
veSkeré zavazky, jez mu vyplyvaji ztéto
Smlouvy, alQVIA obdrzi veSkeré fadné
vyplnéné CRF a, bude-li tak IQVIA vyZadovat,
veSkeré dalSi Duvérné informace (ve smyslu
nize uvedené definice).

Pfedpokladana hodnota finanéniho pinéni dle
této Smlouvy &ini pfiblizné 405 204 K¢.

Nebude-li ujednano jinak, faktury od Mista
provadéni klinického hodnoceni obdrzi a platby
bude zpracovavat IQVIA Clinical Trial
Payments. VeSkeré dotazy ohledné faktur Mista
provadéni klinického hodnoceni nebo plateb
maji byt adresovany IQVIA Clinical Trial
Payments, jejiz kontaktni Udaje jsou uvedeny
v Pfiloze A.

DUVERNY REZIM

3.1. Definice

,Duavérné informace“ budou vykladany jako
informace  divérné  a majetkové  povahy
nalezejici Zadavateli, pfi¢emz budou zahrnovat
(i) veSkeré informace, jez byly Poskytovateli,
ZkouSejicimu ¢i kterémukoli €lenu personalu

Poskytovatele, poskytnuty, odhaleny,
zpfistupnény ¢i sdéleny Zadavatelem ¢&i jeho
jménem, zejména vcetné informaci

0 Hodnoceném 1é€ivu, technickych informaci
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relating to the Investigational Product, all Pre-
Existing Intellectual Property (as defined in
Section 4) of Sponsor, and the Protocol; and
(i) Study enrollment information, information
pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the
regulatory status of the Investigational
Product, and Study Data and Inventions (as
defined in Section 4).

Confidential Information shall not include
information that:

i. can be shown by documentation
to have been public knowledge
prior to or after disclosure by
Sponsor, other than through
wrongful acts or omissions
attributable  to  Investigator,
Institution or any of its
personnel;

ii. can be shown by documentation
to have been in the possession
of Investigator, Institution or any
of its personnel prior to
disclosure by Sponsor, from
sources other than Sponsor that
did not have an obligation of
confidentiality to Sponsor;

iii. can be shown by documentation
to have been independently
developed by Investigator,
Institution or any of its
personnel; or

iv. is permitted to be disclosed by
written authorization from

Sponsor.

3.2. Obligations

Institution and Institution’s personnel, including
Study Staff shall not

i use Confidential Information for

vztahujicich se k Hodnocenému |éCivu, veSkeré
Existujici duSevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) Zadavatele, a Protokol;
a (i) informace vztahujici se k procesu
zafazovani do Studie, informace vztahujici se
k aktualnimu stavu Studie, komunikace vugi
a od regulatornich ufadu, informace vztahujici
se k aktualnimu stavu Hodnoceného IéCiva na
regulatorni drovni a Studijnich dat a udaju,
a dale k Objeviim (ve smyslu definice uvedené
v Clanku 4).

Pojem Duvérné informace nezahrnuje
informace, ve vztahu ke kterym:
i. na zakladé pfislusné

dokumentace lze prokazat, ze
byly vefejné znamé pred
okamzikem ¢&i po okamziku
jejich odhaleni, zpfistupnéni di
sdéleni ze strany Zadavatele,
aniz by tim doslo k jakémukoli
protipravnimu jednani Ci
opominuti pfiCitatelnému
Zkousejicimu, Poskytovateli Cci
jakémukoli jejich zaméstnanci;

ii. na zakladé pfislusné
dokumentace lze prokazat, ze
byly v dispozici ZkouSejiciho,
Poskytovatele i jakéhokoli
zameéstnance pred jejich
zverejnénim, sdélenim Gi
zpfistupnénim ze strany
Zadavatele, abyly ziskany ze
zdroju odlisSnych od Zadavatele,
pficez tyto nebyly vazany

povinnosti  duavérnosti  vUGi
Zadavateli;
iii. na zakladé pfislusné

dokumentace lze prokazat, ze
byly vyvinuty nezavisle
ZkouSejicim, Poskytovatelem Ci
jakymkoli jejich zaméstnancem;
nebo

iv. jejich odhaleni, zpfistupnéni di
sdéleni Ize provést na zakladé
pisemného svoleni Zadavatele.

3.2. Povinnosti
Poskytovatel a zaméstnanci Poskytovatele, a to
v€etné Studijniho personalu, nebudou

i. vyuzivat Davérné informace pro
jakykoli jiny ucel, nezli je
provadéni Studie, nebo
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any purpose other than the
performance of the Study or

il. disclose Confidential
Information to any third party,
except as permitted by this
Section 3. or by Section 5
“Publication Rights”, or as
required by law or by
aregulatory authority or as
authorized in writing by the
disclosing party.

To protect Confidential Information, Institution
agrees to:
i. limit dissemination of Confidential
Information to only those Study
Staff having aneed to know for
purposes of performing the Study;

ii. advise all Study Staff who receive
Confidential Information of the
confidential nature of such
information; and

iii. use reasonable measures to
protect Confidential Information
from disclosure.

Nothing herein shall limit the right of Institution
to disclose Study Data as permitted by Section
5 “Publication Rights”.

3.3. Compelled Disclosure

In the event that Institution receives notice
from a third party seeking to compel disclosure
of any Confidential Information, the notice
recipient shall provide Sponsor with prompt
notice so that Sponsor may seek a protective
order or other appropriate remedy. In the
event that such protective order or other
remedy is not obtained sufficiently in advance
so that the deadline provided by the respective
authority for submission of the requested
information is met, the notice recipient shall
furnish only that portion of the Confidential
Information which is legally required to be
disclosed, and shall request confidential
treatment for the Confidential Information.

ii. odhalovat, zpfistupriovat ¢&i
sdélovat Duvérné informace
jakékoli treti strané, s vyjimkou
opravnéni povoleného v tomto
Clanku 3. nebo Clanku 5 ,Prava
na zvefejnéni, nebo povinnosti
ulozené zakonem ¢&i jakymkoli
regulatornim Gfadem nebo na
zakladé pisemného svoleni
odhalujici strany.

Za ucelem ochrany Duvérnych informaci,
Poskytovatel souhlasi, ze:
i. omezi distribuci Duvérnych
informaci pouze viéi tém &lendim
Studijniho personalu, ktefi takové
skute€nosti potfebuji znat
Vv souvislosti s provadénim Studie;

ii. bude informovat vSechny ¢&leny
Studijniho personalu, kterym budou
Divérné informace  odhaleny,
zpfistupnény ¢&i sdéleny, o davérné
povaze takovych informaci; a

iii. pfijme nezbytna opatfeni za
ucelem ochrany Duavérnych
informaci pfed jejich odhalenim ¢i
zpfistupnénim.

Zadné ze shora uvedenych ustanoveni
neomezuje opravnéni Poskytovatele odhalit,
zpfistupnit, zvefejnit ¢&i sdélit Studijni data
a udaje vpovoleném rozsahu v souladu
s upravou uvedenou v Clanku 5 ,Prava na
zvertejnéni*.

3.3. Zakonem uloZené uveiejnéni

V pfipadé, Zze Poskytovatel obdrzi oznameni &i
vyzvu od tfeti strany, kterd bude poZadovat
odhaleni, sdéleni ¢&i zpfistupnéni jakékoli
Ddvérné informace, pfijemce takové vyzvy
Zadavateli takovou skuteCnost neprodlené
oznami, aby mél Zadavatel moznost uplatnit
predbézné/ochranné opatfeni &i jakykoli jiny
vhodny ochranny ¢&i napravny prostfedek.
V pfipadé, Zze takové predbézné/ochranné
opatfeni &i jiny vhodny ochranny ¢&i napravny
prosttedek neni vydan & dosazen v
dostate€ném predstihu, aby byla zachovana
pfipadna Ihita ke splnéni povinnosti stanovena
pfislusnym organem, pfijemce vyzvy poskytne
pouze takovou ¢ast Duvérnych informaci, ato
v rozsahu, v jakém je jejich odhaleni, sdéleni Ci
zpfistupnéni pozadovano, pfiemz bude zadat
o uplatiiovani davérného rezimu ve vztahu
k témto DUvérnym informacim.

Bez ohledu na vySe uvedené, Poskytovatel,
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Notwithstanding the foregoing, Institution,
Sponsor and IQVIA hereby acknowledge that
this Agreement shall be published pursuant to
Act no. 340/2015 Shb., on Agreements
Register, as amended. As and between the
Parties, Institution agrees to publish the
Agreement pursuant to the foregoing. 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, the minimum enroliment
goal, 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. The
version of this Agreement intended for
publication will be provided to Institution by
Sponsor or IQVIA via e-mail for approval and
publication. The Institution is obliged to publish
this Agreement in accordance with the article
herein above. The Institution will inform IQVIA
of publishing the Agreement in the
Agreements Register by designating the
following email address:

as the email address to which a notification of
publication in the Agreements register shall be
sent. Should the Institution fail to publish this
Agreement within five (5) working days from
the last signature date or from being provided
with a properly redacted version (whichever
occurs later), it may be published by the
Sponsor or IQVIA

Sponsor hereby acknowledges that the
Institution as a state budgetary organization is
obliged to provide information to requesting
third parties under Act No. 106/1999 Coll., on
Free Access to Information, as amended. The
Institution will promptly notify Sponsor and
IQVIA of such a request and will inform them
what information is being requested.

3.4. Return or Destruction

Upon termination of this Agreement or upon
any earlier written request by Sponsor at any
time, Institution shall return to Sponsor, or
destroy, at Sponsor’s option, all Confidential
Information other than Study Data.

3.5. Survival
This Section 3 “Confidentiality” shall survive

Zadavatel a IQVIA timto berou na vé&domi, Ze
tato smlouva bude zvefejnéna v souladu se zak.
¢. 340/2015 Sbh., oregistru smluv, ve znéni
pozdéjSich pfedpisi. Za zvefejnéni dle
pfedchozi  véty odpovida  Poskytovatel.
Takovémuto zvefejnéni nepodléhaji ty udaje,
které tvofi obchodni tajemstvi nékteré ze
smluvnich stran. Dle této Smlouvy se
obchodnim tajemstvim rozumi zejména P¥iloha
A - RozpocCet aplatebni prehled, minimalni
cilovy pocet zafazeni, oCekavany zafazeny
pocet subjektt a otekavana délka trvani Studie.
Dale nebudou takovémuto zvefejnéni podléhat
osobni udaje fyzickych osob, ledaze jsou jiz
zvefejnény v jiném vefejné pfFistupném registru.
Verzi této Smlouvy uréené ke zvefejnéni
poskytne Zadavatel nebo spole¢nost IQVIA
k odsouhlaseni a zvefejnéni Poskytovateli
prostfednictvim e-mailu. Za zvefejnéni smlouvy
dle pfedchoziho odstavce odpovida
Poskytovatel. Poskytovatel vyrozumi IQVIA
0 zvefejnéni smlouvy Vv registru smluv tak, ze ve
formulafi pouzivaném ke zvefejnéni smlouvy
zada adresu jako emailovou
adresu, na kterou ma byt zaslana notifikace
o uvefejnéni. Neni-li Smlouva Poskytovatelem
zverejnéna ve |hté péti (5) pracovnich dni od
data posledniho podpisu nebo poskytnuti fadné
zaslepené verze (dle toho, ktera skutecnost
nastané pozdé&ji), jsou kjejimu zvefejnéni
opravnéni IQVIA ¢i Zadavatel.

Zadavatel bere na védomi, ze Poskytovatel
jakoZto statni pfispévkova organizace je
povinna na dotaz ftfeti osoby poskytnout
informace podle zak. ¢&. 106/1999 Sb.,
0 svobodném pfistupu k informacim, ve znéni
pozdéjsich predpisu. V pfipadé takového dotazu
vyrozumi Poskytovatel Zadavatele a IQVIA
a uvede, jaka informace byla pozadovana.

3.4. Vraceni Ci likvidace

V navaznosti na ukonéeni platnosti této
Smilouvy &i v kterykoli dfivéjSi okamzik na
zakladé pisemného pozadavku Zadavatele,
Poskytovatele Zadavateli vrati, pfipadné dle
pozadavku Zadavatele zlikviduje, veSkeré
Dlvérné informace, odliSné od Studijnich dat
a udaju.

3.5. Pretrvajici platnost

Tento Clanek 3 ,Duvérny rezim“ zustane
v platnosti iv pfipadé ukonCeni Smlouvy C&i
uplynuti doby trvanitéto Smlouvy, ato po dobu
deseti (10) let.

4. DUSEVNI VLASTNICTVI
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4.

termination or expiration of this Agreement for
ten (10) years.

INTELLECTUAL PROPERTY

4.1. Pre-existing Intellectual Property

Ownership of inventions, discoveries, works of
authorship and other developments existing as
of the Effective Date and all patents,
copyrights, trade secret rights and other
intellectual property rights therein (collectively,
“Pre-existing Intellectual Property”), is not
affected by this Agreement, and no Party or
Sponsor shall have any claims to or rights in
any Pre-existing Intellectual Property of

another, except as may be otherwise
expressly provided in any other written
agreement between them.

4.2. Inventions

For purposes hereof, the term “Inventions”
means all inventions, discoveries and
developments conceived, first reduced to

practice or otherwise discovered or developed
by a Party or Sponsor or any of such entity's
personnel in performance of the Study.
Sponsor shall own all Inventions, that are
conceived, first reduced to practice or
otherwise discovered or developed by the
Institution or any of its personnel in
performance of the Study.

4.3. Assignment of Inventions

Institution shall, and shall cause its personnel
to, disclose all Inventions promptly and fully to
Sponsor in writing, and Institution, on behalf of
itself and its personnel, will assign to Sponsor
all of its rights, title and interest in and to
Inventions, including all patents, copyrights
and other intellectual property rights therein
and all rights of action and claims for damages
and benefits arising due to past and present
infringement of said rights. Institution shall
cooperate and assist Sponsor by executing,
and causing its personnel to execute, all
documents reasonably necessary for Sponsor
to secure and maintain Sponsor’s ownership
rights in Inventions. Institution undertakes to
obey the obligations hereunder unless this is
inconsistent with applicable legislation.

4.4, License

4.1. Existujici duSevni vlastnictvi

Vlastnictvi vSech objevu, vynalezl, autorskych
dél ajinych vysledkd dusevni d¢innosti, jez
existuji k Datu ucinnosti, a dale veSkeré patenty,
autorska prava, obchodni tajemstvi a dalSi
prava k objektim dusevniho vlastnictvi, s timto
souvisejici (spolecné dale jen, ,Existujici
dusSevni vlastnictvi“), neni jakkoli dotéeno
touto Smlouvou, a jakakoli Strana ¢i Zadavatel
nemaji naroky v0i&i ¢&i prava kjakémukoli
pfedmétu Existujiciho duSevniho vlastnictvi
jiného, neni-li tak vyslovné pisemné ujednano

v jakékoli pisemné dohodé mezi Stranami
uzaviené.
4.2. Objevy
Pojem ,Objevy“ znamena pro Uucely této

Smlouvy veSkeré objevy, vynalezy a predméty
vyvoje, jez byly vyvinuty, uvedeny poprvé do
praxe Ci jakkoli jinak vynalezeny &i rozvinuty
Stranou ¢&i Zadavatelem nebo jakymkoli
zameéstnancem ¢i Clenem personalu takového
subjektu pfi provadéni Studie. Zadavatel bude
vlastnikem veskerych Objevl, jez budou
vyvinuty, uvedeny poprvé do praxe C&i jakkoli
jinak vynalezeny &i rozvinuty Poskytovatelem ¢i
jakymkoli jeho zaméstnancem ¢i Clenem
personalu v souvislosti s provadénim Studie.

4.3. Pfevod prav k Objevim

Poskytovatel se zavazuje, ze odhali, zpfistupni
Ci sdéli a dale zaijisti, Ze jeji zaméstnanci odhali,
zpfistupni ¢i sdéli veSkeré Objevy, ato
neprodlené a plné Zadavateli v pisemné formé,
a Poskytovatel, jménem svym ajménem av
zastoupeni svych zaméstnancu, pfevede na
Zadavatele veSkera sva prava, naroky a zajmy
k Objeviim, vCetné vSech patentl, autorskych
dél ajinych prav duSevniho vlastnictvi k tomuto
se vztahujicim, jakoZz iveSkera prava procesni
povahy a naroky na nahrady Skod a uzitky, jez
jiz vznikly v dusledku minulého &i sou€asného
poruseni shora uvedenych prav. Poskytovatel
se zavazuje, ze bude nalezité spolupracovat
a poskytne Zadavateli souc€innost pfi vyhotoveni
a uzavieni, a zajiisti, ze jeji zaméstnanci
vyhotovi  auzavfou, veSkeré dokumenty
dlvodné Zadavatelem pozadované za Ucelem
ochrany a zajisténi vlastnickych prav
Zadavatele  k Objevim.  Poskytovatel se
zavazuje ke splnéni povinnosti uvedenych
vtomto odstavci, jestlize to neni v rozporu
s platnymi pravnimi pfedpisy.

4.4, Licenéni opravnéni

Zadavatel timto udéluje Poskytovateli trvalé,
nevyhradni, nepfevoditelné, jiz hrazené licen¢ni
opravnéni, bez prava udéleni sublicence
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Sponsor hereby grants to Institution
a perpetual, non-exclusive, non-transferable,
paid-up license, without right to sublicense, to
use Inventions, subject to the obligations set
forth in Section Confidentiality, for internal,
non-commercial research and for educational
purposes.

4.5, Patent Prosecution

Institution shall cooperate, at Sponsor's
request and expense, with Sponsor's
preparation, filing, prosecution, and

maintenance of all patent applications and
patents for Inventions. If the cooperation of the
Institutuion in the enforce of the rights of the
Sponsor would be associated with an
excessive time and financial burden, the
Parties undertake to negotiate an amendment
to this Agreement. An amendment to this
Agreement would provide adequate
compensation for time and financial burdens
that are not foreseeable at the time of
concluding the Agreement.

4.6. Survival

This Section 4 “Intellectual Property” shall
survive termination or expiration of this
Agreement.

5. PUBLICATION RIGHTS

5.1. Publication and Disclosure

Institution shall have the right to publish or
present the results of Institution’s activities
conducted under this Agreement, including
Study Data, only in accordance with the
requirements of this Section. Institution agrees
to submit any proposed publication or
presentation to Sponsor for review at least
thirty (30) days prior to submitting any such
proposed publication to a publisher or
proceeding with such proposed presentation.
Within thirty (30) days of its receipt, Sponsor
shall advise Institution in writing of any
information contained therein which is
Confidential Information (other than Study
Data) or which may impair the availability of
patent protection for Inventions. Sponsor shall
have the right to require Institution, to remove
specifically identified Confidential Information
(other than Study Data) and/or to delay the
proposed publication or presentation for an
additional sixty (60) days to enable Sponsor to
seek patent protection for Inventions.

k pouziti Objevl, ato v souladu s povinnostmi
uloZzenymi v Clanku ,Davérny rezim®, pro vnitini
Ucely, vyzkum nekomeréniho charakteru a pro
edukativni ucely.

4.5. Patentoveé fizeni

Poskytovatel se  zavazuje, ze bude
spolupracovat a poskytne soucinnost, ato
v navaznosti na vyzvu Zadavatele ana jeho
naklady as jeho ucasti, Vv souvislosti
s pfipravou, podanim, vedenim patentového
fizeni audrzovanim vesSkerych patentovych
pfihlasek a patentl pro veskeré Objevy. Pokud
by souc¢innost Poskytovatele pfi uplatnéni prav
Zadavatele byla spojena s nadmeérnou ¢asovou
a financéni zatézi, Smiluvni strany se zavazuji
jednat o dodatku k této Smlouvé. Dodatkem
k této Smlouvé by byla stanovena adekvatni
kompenzace za Casovou a finanni zatéz, ktera
neni v dobé uzavirani Smlouvy pfedvidatelna.

4.6. Pretrvavaijici platnost

Tento Clanek 4 ,Dusevni vlastnictvi“ zUstane
v platnosti iv pfipadé ukonCeni Smlouvy C&i
uplynuti doby trvanitéto Smilouvy.

PRAVA NA ZVEREJNENI

5.1. Publikovani a zpfistupnéni

Poskytovatel bude opravnén  publikovat
a prezentovat vysledky c&innosti Poskytovatele,
jez je provadéna na zakladé této Smilouvy, ato
vCetné Studijnich dat a udajd, vyluéné v souladu
s pozadavky stanovenymi vtomto Clanku.
Poskytovatel souhlasi, ze Zadavateli predlozi
jakoukoli navrhovanou publikaci a prezentaci
pro Ucely jejich kontroly ve Ih(té alespon ftficeti
(30) dnl pfed predlozenim jakékoli takové
publikace pfisludnému vydavateli &i pfed jejich
navrhovanou prezentaci. Ve Ihité tficeti (30)
dni od jejich prijeti, Zadavatel se pisemné
vyjadii Poskytovateli ve vztahu k jakékoli
informaci obsazené v takovych materialech, jez
predstavuje Davérnou informaci (odliSnou od
Studijnich dat audajd) nebo jez mize
prfedstavovat prfekazku moznosti dosazeni

patentové  ochrany  pfislusného  Objevu.
Zadavatel bude opravnén pozadovat vUGi
Poskytovateli, odstranéni definovanych

informaci oznacenych jako Divérné informace
(jiez jsou odlisné od Studijnich dat a udaji)
a/nebo pozadovat odlozeni navrhované
publikace &i prezentace po dobu dodate¢nych
Sedesati (60) dnl, aby umoznil Zadavateli
uplatnéni  patentové ochrany ve vztahu
k takovému Objevu.

5.2. Multicentrické publikovani
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5.2. Multi-Center Publications

If the Study is a multi-center study, Institution
agrees that it shall not, without the Sponsor’s
prior written consent, independently publish,
present or otherwise disclose any results of or
information pertaining to Institution’s activities
conducted under this Agreement until a multi-
center publication is published; provided,
however, that if a multi-center publication is
not published within eighteen (18) months
after completion of the Study and lock of the
database at all research sites or any earlier
termination or abandonment of the Study,
Institution shall have the right to publish and
present the results of Institution’s activities
conducted under this Agreement, including
Study Data, solely in accordance with the
provisions of Section 5.3 “Confidentiality of
Unpublished Data”.

5.3. Confidentiality of Unpublished Data
Institution acknowledges and agrees that
Study Data that is not published, presented or
otherwise disclosed in accordance with
Section 5.1 or Section 5.2 (“Unpublished
Data”) remains within the definition of
Confidential Information, and Institution shall
not, and shall require its personnel not to,
disclose, without prior written consent of the
Sponsor, Unpublished Data to any third party
or disclose any Study Data to any third party in
greater detail than the same may be disclosed
in any publications, presentations or
disclosures made in accordance with Section
5.1 or Section 5.2.

5.4. Media Contacts

Institution shall not, and shall ensure that
Institution’s personnel do not engage in
interviews or other contacts with the media,
including but not limited to newspapers, radio,
television and the Internet, related to the
Study, the Investigational Product, Inventions,
or Study Data without the prior written consent
of Sponsor. This provision does not prohibit
publication or presentation of Study Data in
accordance with this section.

5.5. Use of Name, Regqistry and

Je-li tato Studie multicentrickou  studii,
Poskytovatel timto  souhlasi, Ze bez
pfedchoziho pisemného souhlasu Zadavatele
nebude nezavisle publikovat, prezentovat C&i
jakkoli jinak odhalovat, zvefejhovat, sdélovat Ci
zpfistupriovat jakékoli vysledky nebo informace
vztahujici se k ¢innostem Poskytovatele, jez
jsou provadény na zakladé této Smlouvy, ato
az do doby, nez dojde ke zvefejnéni
multicentrické publikace; to vSak za podminky,
Ze nedojde-li  k multicentrickému zvefejnéni
nejpozdéji do osmnacti (18) mésicl od
okamziku  dokoneni  Studie  auzavieni
databaze ve vSech vyzkumnych centrech i
k jakémukoli dFivéjSimu ukoncéeni platnosti ¢i
pfedéasnému ukonéeni Studie, Poskytovatel
bude opravnén publikovat a prezentovat
vysledky Cinnosti  Poskytovatele, jez je
provadéna na zakladé této Smlouvy, a to v€etné
Studijnich dat a udaji, vyhradné v souladu
s podminkami stanovenymi v odstavci 5.3
,DUvérnost nezverejnénych dat a udaja”.

5.3. Dlvérnost nepublikovanych udajl
Poskytovatel timto bere na védomi a souhlasi,
Ze Studijni data a udaje, jez nebyly publikovany,
prezentovany ¢i jakkoli jinak odhaleny,
zvefejnény, zpfistupnény Ci sdéleny na zakladé
Upravy stanovené vodstavci 5.1 nebo 5.2
(,Nepublikované udaje), zGstanou zahrnuty do
ramce definice Duvérnych informaci,
a Poskytovatel se zavazuje azavaze své
zaméstnance ve shodném rozsahu, Ze neodhali
bez  pfedchoziho  pisemného  souhlasu
Zadavatele Nepublikované udaje jakékoli treti
strané Ci nezpfistupni jakakoli Studijni data Ci
Udaje jakékoli tfeti strané& vrozsahu vétSim,
nezli vjakém mohou byt odhaleny, zvefejnény,
zpfistupnény ¢&i sdéleny v jakékoli publikaci,
prezentaci ¢€i jiném odhaleni na zakladé
odstavce 5.1 nebo 5.2.

5.4. Kontakty s médii

Poskytovatel nebude, a zaijisti, ze zaméstnanci
Poskytovatele nebudou, poskytovat jakékoli
rozhovory ¢i jiné formy kontaktd s médii,
zejména véetné vydavatelstvi novin,
provozovateli radiového vysilani, provozovateli
televizniho vysilani a spole¢nostmi plsobicimi
na internetu, ato v souvislosti se Studii,
Hodnocenym Ié€ivem, Objevy nebo Studijnimi
daty audaji bez pfedchoziho pisemného
svoleni Zadavatele. Toto ustanoveni nebrani
moznosti publikovat &i prezentovat Studijni data
a udaje v souladu s timto Clankem.

5.5. Pouziti  nazvu ¢&i  jména,
a oznamovani

Zadna strana této Smlouvy neni opravnéna

registrace
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Reporting
No Party hereto shall use any other Party’s

name, or Sponsor's name, in connection with
any advertising, publication or promotion
without prior written permission, except that
the Sponsor and IQVIA may use the
Institution’s name in Study publications and
communications, including clinical trial
websites and Study newsletters. Sponsor will
register the Study with a public clinical trials
registry in accordance with applicable laws
and regulations and will report the results of
the Study publicly when and to the extent
required by applicable laws and regulations.

5.6. Survival

This Section 5 “Publication Rights” shall
survive termination or expiration of this
Agreement.

6. PERSONAL DATA

The Institution and IQVIA agree to comply with
any applicable data privacy or data protection
legislation in the processing of personal data,
as it is defined under such applicable data
privacy or data protection legislation, and in
particular, within the Regulation of the
European Parliament and the Council (EU)
2016/679 dated 27 April 2016, on personal
data protection (,GDPR*) and Act No.
110/2019 Coll., on Personal Data Processing,
as amended.

6.1 Role and qualification of the Parties

The Institution and the Sponsor act as
independent controllers in line with the
following principles: the Sponsor is the data
controller of the Study Data processed
according to the Protocol and obtained from
the conducting of the Study. The Institution is
the data controller of the Medical Records for
healthcare purposes.

However, in the context of the performance of
the  Study, Institution and  Sponsor
acknowledge and agree to be subject to the
rights and obligations set forth under the
GDPR in relation to the processing of personal
data for the purpose of conducting the Study
in accordance with the Protocol. In that
respect, Sponsor shall be considered as “data
controller” of all personal data processed for
Study purposes. Whereas Institution shall be

pouzit jména ¢&i nazvu jiné Strany, nazvu
Zadavatele, ato vsouvislosti s jakoukoli
reklamni Cinnosti, k publikacnim Ci
marketingovym  uUéelim bez predchoziho
pisemného svoleni, s vyjimkou pfipadd, kdy
Zadavatel alQVIA budou opravnéni pouzit
nazvu Poskytovatele v souvislosti s publikacemi
tykajicimi se Studie avramci komunikace,
v€etné webovych stranek vénovanych klinickym
hodnocenim a pro ucely newsletter(
vydavanych v souvislosti se Studii. Zadavatel
bude Studii registrovat v souladu s pfisluSnymi
pravnimi  pfedpisy = anafizenimi  abude
oznamovat vysledky Studie vefejné tehdy
avrozsahu ulozeném pfislusnymi pravnimi
pfedpisy a nafizenimi.

5.6. Pretrvavaijici platnost

Tento Clanek 5 ,Prava na zvefejnéni“ zdstane
v platnosti iv pfipadé ukonCeni Smlouvy C&i
uplynuti doby trvanitéto Smlouvy.

OSOBNi UDAJE

Poskytovatel alQVIA se zavazuji dodrzovat
veskeré pfislusné pravni pfedpisy 0 soukromi
Udaji aochrané Udaji pfi zpracovavani
osobnich udaju tak, jak jsou definovany v téchto
pfislusnych pravnich predpisech 0 soukromi
udaju a ochrané udajli, konkrétné nafizeni EP a
rady (EU) 2016/679 ze dne 27.4.2016, o
ochrané osobnich udaju (,GDPR®) a zakona ¢.
110/2019 Sb., o zpracovani osobnich udaju,
v platném znéni.

6.1 Uloha a kvalifikace Stran

Poskytovatel a Zadavatel jednaji jako nezavisli
spravci v souladu s nasledujicimi zasadami:
Zadavatel je spravcem Studijnich dat a udajd
zpracovavanych podle Protokolu a ziskanych pfi
provadéni Studie. Zdravotnické zafizeni je
spravcem udaju Zdravotnich zadznam pro ucely
zdravotni péce.

V souvislosti s provadénim Studie vsSak
Poskytovatel a Zadavatel berou na védomi a
souhlasi s tim, Ze se na né vztahuji prava a
povinnosti stanovené v GDPR v souvislosti se
zpracovanim osobnich udajd pro ucely
provadéni Studie v souladu s Protokolem. V
tomto ohledu je Zadavatel povazovan za
.Spravce udaji“ vSech osobnich udaju
zpracovavanych pro ucely Studie. Poskytovatel
je povazovan za ,Zpracovatele udaja“, ktery
jedna jménem Zadavatele, pokud jde o
zpracovani osobnich Udaji pro ucely provadéni
Studie v souladu s Protokolem. Zadavatel a
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7. STUDY SUBJECT _INJURY,

considered as “data processor”, acting on
behalf of Sponsor, in relation to the processing
of personal data for the purpose of conducting
the Study in accordance with the Protocol.
Sponsor and Institution agree to govern this
relationship by a data processing agreement
annexed to this Agreement as Attachment C.

6.2 Obligations of the Parties

The Parties are obliged during the conducting
of Study to comply with the applicable
personal data protection legislation during the
processing and the transferring of Personal
Data to other countries, and in particular, in
accordance with Articles 26, 27a, art 28, art 32
and 46 and 49 of GDPR and Act No. 111/2019
Coll, on Personal Data processing, as
amended. Sponsor and IQVIA are obliged to
maintain appropriate level of personal data
protection as in the Czech Republic/EU. Thus,
the Parties have mutually agreed to maintain
transfer of personal data to Korea, which
proves to be essential for the fulfillment of
stated purpose of this Agreement, through
standard contractual clause, which forms the
Attachment D here to.

INSURANCE __ AND

DAMAGES

Sponsor hereby represents and warrants that
it will provide clinical trial insurance in
accordance with § 52, par. 3, letter f) Act on
Pharmaceuticals as may be subsequently
amended. Sponsor will maintain this insurance
with adequate coverage of all claims or
obligations that may arise under this
Agreement, including claims by Study
Subjects or on their behalf, in accordance with
the aforementioned legal provision.

Institution represents and warrants that it has
taken out insurance required by § 45, par. 2,
letter n) of the Act No. 372/2011 Coll., on
Medical Services (Medical Services Act), as
amended, which covers professional liability
arising out of provision of medical services
and the insurance must be taken out for the
entire period during which the Institution
provides medical services, ie. even for the
duration of this Study.

The Institution shall promptly notify IQVIA and
Sponsor in writing of any claim of illness or
injury actually or allegedly due to an adverse
reaction to the Investigational Product and
cooperate with Sponsor in the handling of the
adverse event.

Poskytovatel se dohodli, Ze tento vztah bude
upraven v prfiloze Dohody o zpracovani udaju,
ktera je pfipojena k této Smlouveé jako PFiloha C.

6.2_Povinnosti Stran

Strany jsou povinny v prabéhu klinického
hodnoceni i po jeho ukoneni dbat podle
pfislusnych pravnich pfedpisi o ochranu
osobnich udaji pfi jejich zpracovani i predani
do jiné zemé, a to zejm. v souladu s ¢l. 26, 27a,
28, 32 dale ¢l. 46 a 49 GDPR a zakonem ¢&.
110/2019 Sb., o zpracovani osobnich udaju a
souvisejicimi pravnimi predpisy. Zadavatel i
IQVIA jsou povinni zajistit odpovidajici Uroven
ochrany osobnich udaji jako v Ceské
republice/EU. Proto se Strany shodné dohodly,
Ze zaijisténi predani osobnich udaju do Korei,
které se ukaze byt nezbytné nutnym k naplnéni
stanoveného Ucelu této Smlouvy, provedou
prostfednictvim standardni smluvni dolozky,
ktera tvofi PFilohu €. D této Smlouvy.

POSKOZENi ZDRAVi SUBJEKTU STUDIE, POJISTENI
A ODSKODNENI

Zadavatel prohlaSuje a potvrzuje, Ze v souladu
s ust. § 52 odst. 3, pism. f) zakona €. 378/2007
Sh., o léCivech, v platném znéni, zajisti pojisténi
klinického hodnoceni. Zadavatel bude udrzovat
pojistné kryti takového druhu a s pojistnou vySi
odpovidajici okolnostem na ochranu proti
narokim nebo povinnostem, které mohou
nastat podle této Smlouvy, vCetné narokl ze
strany Subjektd Studie nebo jejich jménem, a to
v souladu se shora uvedenym ustanovenim
zékona.

Poskytovatel prohlasuje, Ze je dle ust. § 45 odst.
2 pism. n) zadkona & 372/2011 Sb., o
zdravotnich sluzbach a podminkach jejich
poskytovani (zakon o zdravotnich sluzbach), ve
znéni pozdéjsich prfedpisl, pojistén pro pfipad
odpovédnosti za Skodu zpusobenou v
souvislosti s poskytovanim zdravotnich sluzeb a
musi byt pojisténi uzavieno po celou dobu, po
kterou Poskytovatel poskytuje zdravotni pédi,
tzn. i po dobu trvani této Studie.

Poskytovatel je povinen neprodlené pisemné
vyrozumét IQVIA a Zadavatele o jakémkoli
naroku vztahujicimu se k onemocnéni ¢i Uujmé
na zdravi, knimz skute¢né ¢&i udajné doSlo
v souvislosti s nezadouci reakci na Hodnocené
|&éCivo a zavazuje se pIné spolupracovat se
Zadavatelem pfi feSeni nezadouci udalosti.

Zadavatel uhradi

Poskytovateli pfimeé,
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Sponsor shall reimburse Institution for the
direct, reasonable and necessary medical
expenses incurred by Institution for the
treatment of any adverse event experienced
by, illness of or bodily injury to a Study Subject
that is caused by treatment of the Study
Subject in accordance with the Protocol,
except to the extent that such adverse event,
illness or personal injury is caused by:

a) failure by Institution, Investigator or
any of their respective personnel to
comply with this Agreement, the
Protocol, any written instructions of
Sponsor concerning the Study, or
any applicable law, regulation or
guidance, including GCPs, issued
by any regulatory authority, or

b) negligence or willful misconduct by
Institution, Investigator or any of
their respective personnel.

The Institution is liable for the bodily injury
caused to the Study Subject by the proper
procedure according to the Protocol or by the
proper administration of the Investigational
Product. The Sponsor’s liability to reimburse
the Institution under this provision shall not be
limited to the amount payable under any
insurance required to be carried by Sponsor
but shall extend to the full amount of the
Institution’s actual damages in the amount of
subject's claim or of subject's legal
representative's claim successfully claimed
under Czech legal order.

Institution shall not be entitled to such
reimbursement according to the previous
paragraph if:

i. The injury of subject (including
death) has been caused by
wllful act, negligence, wrongful
conduct or breach of any
obligation stipulated for the
Institution or the Investigator by
legal guideline or by this
Agreement including all its
appendices;

ii. The Institution fails to notify the
Sponsor in writing within twenty
(20) working days of the date
the Institution became aware of

pfiméfené a nezbytné zdravotni vydaje, které
vznikly Poskytovateli v souvislosti s lé¢bou
jakychkoli nezadoucich udalosti, nemoci nebo
Ujmy na zdravi Subjektu studie zpuUsobené
|éEbou Subjektu studie v souladu s Protokolem,
s vyjimkou pfipadd, kdy takova nezadouci
udalost, nemoc nebo Ujma na zdravi je
zplsobeno:

a) pochybenim Poskytovatele,

ZkouSejiciho  nebo  jakéhokoliv
jejich zameéstnance jednat
v souladu s touto Smiouvou,

Protokolem, jakoukoliv pisemnou
instrukci Zadavatele tykajici se
Studie, nebo jakéhokoliv platného
zakona nebo provadéciho predpisu

nebo postupu, véetné GCP,
vydaném  jakoukoliv  regulaéni
autoritou, nebo

b) nedbalosti nebo umyslinym
nespravnym jednanim

Poskytovatele, ZkouSejicim nebo
jakymkoliv jejich zastupcem.

Poskytovatel je odpovédny za uUjmu na zdravi
zpusobenou Subjektu studie fadnym postupem
podle  Protokolu &  Ffadnym podanim
Hodnoceného léc¢iva. Odpovédnost Zadavatele
odSkodnit Poskytovatele i dle tohoto ustanoveni
nebude limitovana ¢astkou splatnou dle
jakéhokoliv pojisténi uzavieného Zadavatelem,
ale bude se vztahovat na celou ¢astku skute¢né
Skody Poskytovatele ve vysi naroku subjektu
nebo naroku jeho zakonného zastupce uspésné
uplatnéného dle ¢eského pravniho fadu.

Narok Poskytovatele na nahradu Skody dle
pfedchoziho ustanoveni nevznikd, jestlize:

i. posSkozeni zdravi (v€etné smrti)
subjektu hodnoceni bylo
zpusobeno umysiné, nedbalosti,
protipravnim  jednanim nebo

nesplnénim povinnosti
stanovené  Poskytovateli  &i
ZkouSejicimu pravnim

predpisem nebo v této Smlouve,
v€etné vSech jejich pfiloh;

ii. Poskytovatel do dvaceti (20)
pracovnich dnll ode dne, kdy se
dozvédél, ze byl vaéi nému
uplatnén narok na nahradu
Skody, neoznamil tuto
skute€nost pisemné Zadavateli.
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8.

9.

the claim for damages having
been made. The notice shall be
send by registered post to the
Sponsor.

iii. Upon Sponsor's request the
Institution has not made
possible for the Sponsor take
apart in out of court
negotiations  concerning the
claim which may result in a legal
suit at law;

iv. The Institution has recognized
the claim without prior obtaining
Sponsor’'s written consent to
such recognition.

This Section 7 subsections “Study Subject

Injury and Damages” shall survive termination
or expiration of this Agreement.

IQVIA DISCLAIMER

IQVIA expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any claim arising out
of a condition caused by or allegedly caused
by any Study procedures associated with such
product except to the extent that such liability
is caused by the negligence, willful misconduct
or breach of this Agreement by IQVIA.

This Section 8 “IQVIA Disclaimer” shall survive
termination or expiration of this Agreement.

CONSEQUENTIAL DAMAGES

Neither IQVIA nor Sponsor shall be
responsible to the Institution for any lost
profits, lost  opportunities, or  other
consequential damages, nor shall Institution
be responsible to IQVIA or Sponsor for any
lost profits, lost opportunities, or other
consequential damages.

Nothing herein is intended to exclude or limit
any liability of any party for death or personal
injury caused by the negligence of such party.

This Section 9 “Consequential Damages” shall
survive termination or expiration of the

Oznameni musi byt odeslano
doporu€enou postou Zadavateli.

iii. Na Zadost Zadavatele mu
Poskytovatel neumoznil ucastnit
se mimosoudniho vyjednavani
ovzneseném naroku nebo
nasledného soudniho fizeni;

iv. Poskytovatel uznal
narok, aniz by
pfedchozi pisemny
Zadavatele.

vzneseny
obdrzel
souhlas

Tento Clanek 7 podsekce ,Poskozeni zdravi
Subjektu  Studie  a OdSkodnéni“  zlstane
v platnosti po ukonéeni Smlouvy ¢&i uplynuti
doby trvani této Smlouvy.

ODMITNUTi ODPOVEDNOSTI IQVIA

IQVIA timto
odpovédnost
IéCivem, vcletné
jakékoliv  naroky

vyslovné odmita jakoukoli
Vv souvislosti s Hodnocenym

jakékoliv odpovédnosti za
vyplyvajici Z okolnosti
zpusobené nebo domnéle zpusobené
jakymkoliv ~ Studijnim  postupem  spojenym
s takovym |é€ivem vyjma rozsahu, v jakém je

umysinym  protipravnim  jednanim  nebo

porusenim této Smlouvy ze strany IQVIA.

Tento Clanek 8 ,Odmitnuti odpovédnosti IQVIA®
zUstane v platnosti i po ukonéeni Smlouvy C¢i
uplynuti doby trvani této Smlouvy.

NASLEDNA SKODA

Ani IQVIA ani Zadavatel nebudou Vv{ci
Poskytovateli odpovédni ve vztahu k jakémukoli
uslému zisku, ztraté obchodnich pfilezitosti, Ci
jakymkoli souvisejicim Skodam, ani
Poskytovatel nebude odpovédny vaci IQVIA
nebo Zadavateli ve vztahu k jakémukoli uSlému
zisku, ztraté obchodnich pfilezitosti, ¢i jakymkoli
souvisejicim Skodam.

Ugelem Zzadného =z ustanoveni této Smlouvy
neni vyloucit nebo omezit odpovédnost kterékoli
ze stran za umrti nebo Ujmu na zdravi osob
zplsobené nedbalosti dané strany.

Tento Clanek 9 ,Naslednd $koda“ zUstane
v platnosti po ukonceni Smlouvy ¢&i uplynuti
doby trvani této Smlouvy.

10. VYLOUCENI
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11. FINANCIAL

Agreement.
10. DEBARMENT

The Institution represents and warrants that
neither Institution nor Investigator, nor any of
Institution’s employees, agents or other
persons performing the Study at Institution,
have been debarred, disqualified or banned
from conducting clinical trials or are under
investigation by any regulatory authority for
debarment or any similar regulatory action in
any country, and the Institution shall notify
IQVIA immediately if any such investigation,
disqualification, debarment, or ban occurs.

This Section 10 “Debarment” shall survive
termination or expiration of this Agreement.

DISCLOSURE _AND _CONFLICT _OF

INTEREST

Upon Sponsor’s or IQVIA’s request, Institution
agrees that, for each listed or identified
investigator or sub-investigator who is directly
involved in the treatment or evaluation of
Study Subjects, Investigator shall promptly
return to IQVIA afinancial and conflict of
interest disclosure form that has been
completed and signed by such investigator or
sub-investigator, which shall disclose any
applicable interests held by those investigators
or sub-investigators or their spouses or
dependent children.

IQVIA may withhold payments if it does not
receive acompleted form from each such
investigator and sub-investigator.

Investigator shall ensure that all such forms
are promptly updated as needed to maintain
their accuracy and completeness during the
Study and for one (1) year after Study
completion.

Institution agrees that the completed forms
may be subject to review by governmental or
regulatory agencies, Sponsor, IQVIA, and their
agents, and the Institution consents to such
review.

11.

Poskytovatel prohlasuje a potvrzuje, ze ani
Poskytovatel, ani Zkousejici, ani kterykoli ze
zameéstnancu, zastupcl  Poskytovatele &i
jakakoli jina osoba, ktera se podili na vykonu

Studie ve Zdravotnickém zafizeni, nebyla
zbavena pfislusného opravnéni, nebyla ji
ulozena sankce zdkazu vykonu Cinnosti
klinickych hodnoceni adale, Ze kterykoli

ztéchto subjektd neni vySetfovan jakoukoli
kontrolni instituci, kdy vysledkem takového
Setfeni Ci Fizeni muUze byt ulozeni sankce
zakazu vykonu cinnosti ¢i odebrani opravnéni,
ato v kterémkoli staté, a Poskytovatel se dale
zavazuje neprodlené  vyrozumét IQVIA
v pfipadé, Ze dojde k takovému vySetiovani,
diskvalifikaci, uloZeni sankce zakazu vykonu
Cinnosti nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

Tento Clanek 10 ,Vylougeni* zistane v platnosti
po ukon&eni Smlouvy nebo uplynuti doby trvani
této Smlouvy.

FINANCNI INFORMACE A STRET ZAJMU

Poskytovatel souhlasi, ze na zakladé Zzadosti
Zadavatele nebo IQVIA ZkouSejici pro kazdého
uvedeného a identifikovaného zkouS$ejiciho
nebo spoluzkousejiciho, ktefi se pfimo podili na
Ié€eni nebo hodnoceni Subjektd  studie
neprodlené pfeda IQVIA vyplnény a podepsany
formular  finan€niho prohlaSeni  a konfliktu
zajma, ktery byl vyplnén a podepsan takovym
zkousSejicim nebo spoluzkoudejicim, ve kterém
tito zkouSejici Ci spoluzkou$ejici pfiznavaji
jakékoli pfisludné zajmy, které maji oni sami
nebo jejich manzelé/manzelky €i nezaopatfené
déti.

IQVIA je opravnén pozdrzet platby, v pfipadé,
Ze neobdrzi vyplnéné formulafe od kazdého
takového zkousejiciho a spoluzkous$ejiciho.

ZkousSejici  zajisti  urychlenou  aktualizaci
formulard dle potfeby, s cilem zajistit jejich
prfesnost a Uplnost v pribéhu realizace Studie
a jeden (1) rok po dokonceni Studie.

Poskytovatel souhlasi stim, Ze vyplnéné
formulafe mohou kontrolovat statni a regulaéni
Ufady, Zadavatel, IQVIA ajejich zastupci,
a Poskytovatel souhlasi s takovymi kontrolami.

Tento Clanek 11 ,Finanéni informace a stfet
zajmQ“ zUstane v platnosti po ukonéeni Smlouvy
Ci uplynuti doby trvani této Smlouvy.

Czech Republic _Clinical Trial Agreement _INSTITUTION based on IQVIA Global template — 1 May 2019

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Dong-A ST Co. Ltd. / DMB-3115-2

Fakultni nemocnice v Motole /

Version / Verze: Redacted_07092021

CONFIDENTIAL / DUVERNE
Page / Strana 22 of / z 61




This Section 11 “Financial Disclosure and
Conflict of Interest” shall survive termination or
expiration of this Agreement.

12. ANTI-KICKBACK AND ANTI FRAUD

Institution agrees that its judgment with
respect to the advice and care of each Study
Subject will not be affected by the
compensation it receives from this Agreement,
that such compensation does not exceed the
fair market value of the services it is providing,
and that no payments are being provided to
the Institution for the purpose of inducing it to
purchase or prescribe any drugs, devices or
products.

If the Sponsor or IQVIA provides any free
products or items for use in the Study,
Institution agrees that it will not bill any Study
Subject, insurer or governmental agency, or
any other third party, for such free products or
items.

Institution agrees that it will not bill any Study
Subject, insurer, or governmental agency for
any Vvisits, services or expenses incurred
during the Study for which it has received
compensation from IQVIA or Sponsor, or
which are not part of the ordinary care it would
normally provide for the Study Subject, and
that Institution will not pay another physician to
refer subjects to the Study.

13. ANTI-BRIBERY

Institution agrees that the fees to be paid
pursuant to this Agreement represent fair
compensation for the services to be provided
by Institution. Institution represents and
warrants that payments or Items of Value
received pursuant to this Agreement or in
relation to the Study will not influence any
decision that Institution or any of Institution’s
respective owners, directors, employees,
agents, consultants, or any payee under this
Agreement may make, as a Government
Official or otherwise, in order to assist Sponsor
or IQVIA to secure an improper advantage or
obtain or retain business.

Institution further represents and warrants that
neither Institution nor any of its respective
owners, directors, employees, agents, or

12.

13.

ZAMEZENI UPLATKARSTVi A PODVODU

Poskytovatel souhlasi, ze jeho usudek, pokud
jde o poradenstvi apéCi okazdy subjekt
hodnoceni, nebude ovlivnén uhradou, kterou
obdrzi na zakladé této Smlouvy, adéle
osvédCuje, Ze tato kompenzace nepfesahuje
realnou trzni hodnotu sluzeb, které poskytuje
aze zadné platby nejsou poskytovany za
ucelem pfimét Zdravotnické zafizeni k nakupu
nebo predepisovani jakychkoliv 1€kl, zafizeni
nebo produktd.

Pokud Zadavatel nebo IQVIA poskytnou jakékoli
produkty nebo pfedméty pro pouziti ve Studii
zdarma, Poskytovatel souhlasi, Ze nebude
zadat uhradu po Zzadném Subjektu studie,
pojistovné nebo statnim/spravnim ufadu nebo
jakékoli jiné trfeti strané za tyto zdarma
poskytnuté produkty nebo predméty.

Poskytovatel souhlasi, ze nebude zadat uhradu
po zadném Subjektu Studie, pojistovné nebo
statnim dfadé za jakékoliv navstévy, sluzby
nebo vydaje vzniklé v pribéhu Studie, za které
obdrzelo uhradu od IQVIA nebo Zadavatele,
nebo které nejsou soucasti bézné péce, kterou
by za normalnich okolnosti poskytlo Subjektu
studie aze Poskytovatel nebude poskytovat
platbu jinému lékafi za doporuc€eni subjektd do
Studie.

ZAKAZ PODPLACENI

Poskytovatel timto souhlasi, Ze platby, které
budou uhrazeny na zakladé této Smlouvy,
pfedstavuji fadnou kompenzaci za sluzby
poskytnuté Poskytovatelem. Poskytovatel timto
prohlasuje a zavazuje se, Ze platby & Hodnotné
véci, které obdrzi na zakladé této Smlouvy ci
v souvislosti se Studii jakkoli neovlivni jakékoli
rozhodnuti  Poskytovatele & jakéhokoli
pfislusného vlastnika Poskytovatele, c¢leny
spravnich organl, zaméstnance, zastupce,
konzultanty ¢&i jakékoli pfijemce pInéni na
z&kladé této Smlouvy k tomu, aby udinil, jakoZto
Zastupce vefejné moci Ci jakkoli jinak, za
UCelem poskytnuti pomoci Zadavateli &i IQVIA
v podobé zajisténi neopravnéné vyhody &i za
UCelem ziskani ¢&i zachovani si obchodni
prilezitosti.

Poskytovatel dale prohlasuje a zavazuje se, ze
ani Poskytovatel, ani jakykoli jeho vlastnik, ¢len
statutarniho organu, zastupce ¢i konzultant, ani
jakykoli pfijemce plnéni dle této Smilouvy, ato
za UCelem pomoci Zadavateli ¢&i IQVIA
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consultants, nor any payee under this
Agreement, will, in order to assist Sponsor or
IQVIA to secure an improper advantage or
obtain or retain business, directly or indirectly
pay, offer or promise to pay, or give any ltems
of Value to any person or entity for purposes
of (i) influencing any act or decision: (ii)
inducing such person or entity to do or omit to
do any act in violation of their lawful duty; (iii)
securing any improper advantage; or (iv)
inducing such person or entity to use influence
with the government or instrumentality thereof
to affect or influence any act or decision of the
government or instrumentality.

In addition to other rights or remedies under
this Agreement or at law, IQVIA or Sponsor
may terminate this Agreement if Institution
breaches any of the representations or
warranties contained in this Section or if IQVIA
or Sponsor learns that improper payments are
being or have been made to or by Institution or
Investigator or any individual or entity acting
on its or their behalf.

14. INDEPENDENT CONTRACTORS

The Institution and Study Staff are acting as
independent contractors of IQVIA and
Sponsor and shall not be considered the
employees or agents of IQVIA or Sponsor.

Neither IQVIA nor Sponsor shall be
responsible for any employee benefits,
pensions, workers’ compensation, withholding,
or employment-related taxes as to the
Institution or its staff.

15. TERM & TERMINATION

15.1. Term

This Agreement will become binding on the
date on which it is last signed by the Parties
and effective on the date of its publication in
the Register of Agreements (the ,Effective
Date®) and shall continue until completion or
until terminated in accordance with this
Section 15 “Term & Termination”.

15.2. Termination

14.

15.

k zajisténi neopravnéné vyhody &i ziskani Ci
zachovani obchodni pfilezitosti, pfimo ¢&i
nepfimo, neuhradi, nenabidne Ci neslibi uhradit,
nebo nedaruje jakoukoli Hodnotnou véc jakékoli
osobé ¢i subjektu v souvislosti s nasledujicimi
Ucely: (i) ovlivnéni jakéhokoli jednani i
rozhodnuti: (ii) pobidky ¢i pohnuti takové osoby
Ci subjektu, aby néco konal nebo se zdrzel
ur€ittho jednani vrozporu se zakonem
uloZzenou povinosti; (i) zajiSténim jakékoli
neopravnéné vyhody; nebo (iv) pobidky i
pohnuti takové osoby €i subjektu k zneuziti vlivu
vUuci statnimu/spravnimu organu &i jeho zastupci
vtéto souvislosti, ato za ucelem ovlivnéni
jakéhokoli jednani Ci rozhodnuti
statniho/spravniho organu ¢&i jeho zastupce.

Nad ramec ostatnich prav a prostfedkd napravy
dle této Smlouvy, &i na zakladé pfisluSnych
pravnich predpisl, IQVIA nebo Zadavatel budou
opravnéni ukoncit platnost této Smlouvy
v pfipadé, Zze Poskytovatel porusi jakékoli
prohlageni &i zaruky obsazené v tomto Clanku,
pfipadné, pokud IQVIA nebo Zadavatel zjisti, ze
jsou  poskytovany &i  byly  poskytnuty
neopravnéné platby vicéi & ze strany
Poskytovatele i ZkouSejiciho nebo jakéhokoli
jednotlivce ¢€i subjektu jednajiciho jejich
jménem.

NEZAVISLi POSKYTOVATELE

Poskytovatel a Studijni personal budou jednat
jako nezavisli poskytovatelé smluvniho pInéni
IQVIA anebudou jakkoli povazovani za
zaméstnance &i zastupce IQVIA nebo
Zadavatele.

Ani IQVIA ani Zadavatel nebudou mit jakoukoli
odpovédnost vztahujici se k benefitim, penzim,
nahradam, narokim k dichodovému
pfipojisténi, pracovnépravnim odmeénam,
srazkovym ¢&i jinym pracovnépravnim danim
tykajicim  se  Poskytovatele nebo jeho
zaméstnancu.

PLATNOST & UKONCENI PLATNOSTI

15.1. Platnost

Tato Smlouva nabyva platnosti dnem podpisu
posledni smluvni stranou a u&innosti k datu, kdy
bude =zvefejnéna v Registru smluv (,Datum
ucinnosti“) a zlstane v U¢innosti do okamziku
dokon€eni ¢i ukonleni vsouladu stimto
Clankem 15 ,Platnost a ukondeni platnosti*.

15.2. Ukon¢€eni platnosti
IQVIA a/nebo Zadavatel jsou opravnéni
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IQVIA and/or Sponsor may terminate this
Agreement for any reason upon thirty (30)
days prior written notice, starting as of the
date of provable delivery of the notice to the
Institution

The Institution may terminate this Agreement
for material breach, if it provides IQVIA written
notice of the breach and the breach is not
cured within thirty (30) days of receipt of the
notice.

The Institution may terminate upon written
notice if circumstances beyond the Institution’s
reasonable control prevent completion of the
Study, or if it reasonably determines that it is
unsafe to continue the Study. Upon receipt of
notice of termination, the Institution shall
immediately cease any subject recruitment,
follow the specified termination procedures,
ensure that any required subject follow-up
procedures are completed, and make all
reasonable efforts to minimize further costs,
and IQVIA shall make a final payment for visits
or milestones properly performed pursuant to
this Agreement in the amounts specified in
Attachment A; provided, however, that
Payments will be in each case reduced by ten
(10 %) percent. This reduced amount shall
represent a value of any/all activities related to
close-out of the database, and will be made
upon the final acceptance by Sponsor of all
CRF pages and all data clarifications issued
and satisfaction of all other applicable
conditions set forth herein. If a material breach
of this Agreement appears to have occurred
and termination may be required, then, except
to the extent that Study Subject safety may be
jeopardized, IQVIA and/or Sponsor may
suspend performance of all or part of this
Agreement, including, but not limited to,
subject enrollment.

16. NOTICE

Any notices required or permitted to be given
hereunder shall be given in writing and shall
be delivered

i. in person,
ii. by certified mail, postage

16.

vypovédét tuto Smlouvu z jakéhokoli diivodu
s vypovédni dobou ftficeti (30) dnl ode dne
prokazatelného doru€eni pisemné vypovédi
Poskytovateli.

Poskytovatel je opravnén ukongit tuto Smlouvu
z divodu podstatného poruseni s tim, ze zasle
IQVIA pisemnou vyzvu o poruSeni a toto
poruSeni neni napraveno do ftficeti (30) dni od
doruceni vyzvy IQVIA.

Poskytovatel je opravnén vypovédét tuto
Smlouvu pisemnym oznamenim (vypovédi)
v pfipadé, ze okolnosti, jez jsou svoji povahou
mimo moznost ovlivnéni ze strany
Poskytovatele, zabrani dokonéeni Studie, nebo
v pfipadé, Ze Poskytovatel divodné usoudi, Ze
pokracovani ve Studii neni bezpecné.
V navaznosti na doru€eni oznameni o ukonceni
platnosti  Poskytovatel neprodlené  ukonci
jakykoli nabor subjektd, bude jednat v souladu
s definovanymi postupy pro ukonc&eni, zajisti, ze
ve vztahu k subjektiim Studie budou dokonceny
jakékoli procesy kontrolni povahy, a vyvinou
nezbytné usili za ucelem limitace jakychkoli
dalSich naklada, pficemz IQVIA provede
zavéreCnou Uhradu za navstévy a milniky, jez
byly fadné provedeny na zakladé av souladu
stouto Smlouvou, ato ve vySi Castek
definovanych v Pfiloze A; av8ak za podminky,
Ze Platby budou vkazdém pfipadé snizeny
o Castku ve vysSi deseti (10 %) procent. Takto
snizena Castka bude pFedstavovat hodnotu
veSkerych €innosti  spojenych s uzavienim
databaze, a bude poskytnuta poté, co Zadavatel
schvali veSkeré stranky formulafi CRF, a dale
poté, co budou poskytnuta veSkera vyjasnéni
dat a dale dojde ke splnéni veSkerych ostatnich
podminek, jeZ jsou stanoveny v této Smiouvé.
V pfipadé, Ze dojde ke vzniku podezfeni, Ze
do8lo k podstatnému poruSeni této Smlouvy
amuze tak dojit kukonleni platnosti této
Smlouvy, pak s vyjimkou av rozsahu, v jakém
mUze byt ohrozena bezpecénost Subjektl studie,
IQVIA a/nebo Zadavatel mohou prerusit
napinéni celé ¢i Casti této Smlouvy, zejména
vCetné zarazovani Subjektd studie.

OZNAMENI
VeSkera oznameni vyZadovana nebo povolena

podle této Smlouvy budou udinéna v pisemné
podobé a budou dorucena:

i. osobné
ii. doporucéenym dopisem,
s pfedem zaplacenym

postovnym, s doru¢enkou
iii. e-mailem ve formatu pdf/scan
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prepaid, return
requested,

iii. by e-mail of pdf/scan or other
non-editable format notice with
confirmed transmission report,

or

receipt

iv. by acommercial overnight
courier that guarantees next day
delivery and provides a receipt,
and such notices shall be
addressed as follows:

Name:
Address: DONG-A ST, 64

To Sponsor: Cheonho-daero,

' Dongdaemun-gu, Seoul,
Korea
Te!: |G
Name: IQVIA RDS Czech
Republic s.r.o.
Address: Pernerova 691/42,
186 00 Praha 8 - Karlin,
Czech Republic
Tel. I
And to
. IQVIA Inc.

To IQVIA: Global Legal Department
100 IMS Drive
Parsippany, NJ 07054
USA
Attention: General Counsel
Email:

F

Name: Fakultni nemocnice v
Motole, statni prispévkova
organizace, Klinické
hodnoceni léCiv,

sekretariat naméstka pro
LPP

Address: V Uvalu 84, 150 06
Praha 5, Czech Republic
E-mail:

To Institution:

17. FORCE MAJEURE

The performance by either Party of any
obligation on its part to be performed
hereunder shall be excused by floods, fires or
any other Act of God, accidents, wars, riots,
embargoes, delay of carriers, inability to obtain
materials, failure of power or natural sources
of supply, acts, injunctions, or restraints of
government or other force majeure preventing

nebo vjiném formatu, ktery
znemoziuje zasah do obsahu
s potvrzenou zpravou o pfenosu
nebo

iv. komercni no¢ni kuryrni sluzbou,
ktera zaruCuje doruceni dalSi
den a poskytne potvrzeni. Tato
oznameni budou adresovéana
takto:

Nazev:

Adresa: DONG-A ST, 64
Cheonho-daero, Dongdaemun-
gu, Seoul, Korea

Tel:

Zadavateli:

Nazev: IQVIA RDS Czech
Republic s.r.o.

Adresa: Pernerova 691/42, 186
00 Praha 8 - Karlin, Ceska
republika

Tel:

A také

IQVIA: IQVIA Inc.

Global Legal Department
100 IMS Drive
Parsippany, NJ 07054
USA

Attention: General Counsel
Email:

—

Nazev: Fakultni nemocnice v
Motole, statni prispévkova
organizace, Klinické
hodnoceni léCiv,

sekretariat naméstka pro
LPP

Adresa: V Uvalu 84, 150 06
Praha 5, Ceska republika
E-mail;

Poskytovateli:

17. VYSSimoc

Splnéni jakékoli povinnosti kteroukoli ze Stran,
jez ma byt takovou Stranou spinéna na zakladé
podminek této Smlouvy, bude prominuto
v dusledku zaplav, pozar( ¢&i jinych projevu
Vy§§i moci, nehod, valek, nepokojli, embarg,
prodleni dopravcl, nemoznosti opatfit pfislusné
materialy, nebude-li dodana elektricka energie
¢i jiné pfirodni zdroje, v dusledku rozhodnuti,
zakaz( & omezeni statniho/spravniho Gradu &i
jiného prvku vysSi moci, ktery zabrani splnéni
takové povinnosti, bez ohledu na to, zda je
shodny ¢&i odliSny od shora uvedeného, a ktery
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such performance, whether similar or
dissimilar to the foregoing, beyond the
reasonable control of the Party bound by such
obligation, provided, however, that the Party
affected shall exert its reasonable efforts to
eliminate or cure or overcome any of such
causes and to resume performance of its
obligations with all possible speed.

18. MISCELLANEOUS

18.1. Entire Agreement

This Agreement, including its attachment(s),
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agreements relating to the
Study.

18.2. No Waiver/Enforceability
Failure to enforce any term of this Agreement
shall not constitute a waiver of such term.

If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.

18.3. Assignment of the Agreement
This Agreement shall be binding upon the
Parties and their successors and assigns.

The Institution shall not assign or transfer any
rights or obligations under this Agreement
without the written consent of IQVIA and
Sponsor.

Upon Sponsor's request, IQVIA may assign
this Agreement to Sponsor or to a third party,
and IQVIA shall not be responsible for any
obligations or liabilities under this Agreement
that arise after the date of the assignment, and
the Institution hereby consents to an
assignment to the extent allowed by applicable
law provided that the assignment shall be
appropriately notified in advance. Institution
will be given prompt notice of such assignment
by the assignee.

18.4. Applicable Law
This Agreement shall be interpreted and

enforced under the laws of Czech Republic
excluding its rules regarding the conflict of
laws. The Parties agree that the competent
court of the Czech Republic shall have
jurisdiction to decide any questions or disputes
arising from or related to this Agreement.

18.

stoji mimo moznost ovlivnéni pfislusné Strany,
ktera je takovou povinnosti vazana, to vSak za
podminky, Ze takto dotéena Strana vyvine
odpovidaji usili za u€elem odstranéni ¢i napravy
¢i prekonani jakéhokoli takového duavodu i

pfi¢éiny abude pokracovat v plnéni svych
povinnosti v nejbliz§im  mozném  Casovém
okamziku.

RUZNE

18.1. Celistvost Smlouvy

Tato Smlouva, vcéetné pfiloh, predstavuje
vyhradni, celistvé a Uplné ujednani Stran

a nahrazuje veskeré ostatni pisemné a ustni
dohody vztahuijici se k této Studii.

18.2. Vzdani se uplatnéni/Vynutitelnost
Neuplatnéni jakéhokoli prava ¢i podminky této
Smlouvy nezakldada domnénku vzdani se
uplatnéni takového prava ¢i podminky.

V pfipadé, ze bude kterakoli ¢ast této Smlouvy

shledana jako nevykonatelna, zbytek této
Smlouvy zlstane i nadale v platnosti.

18.3. Prevod Smlouvy

Tato Smlouva bude zavazna vuci Stranam
i jejich pravnim nastupcim a postupnikim.
Poskytovatel nepfevede jakakoli prava i

zavazky ztéto Smlouvy bez predchoziho
pisemného souhlasu IQVIA nebo Zadavatele.

Na zakladé ZzZadosti Zadavatele, IQVIA je
opravnén prevést tuto Smlouvu na Zadavatele
nebo jakoukoli tfeti stranu, alQVIA nebude
odpovédny za jakékoli zavazky €i odpovédnosti
dle této Smlouvy, jeZ vyplynou po datu pfevodu
a Poskytovatel timto souhlasi s postoupenim
v zakonem povoleném rozsahu za pfedpokladu,
Ze mu bude postoupeni fadné a vCas prfedem
oznameno. Poskytovateli bude  takové
postoupeni &  pfevod oznameno bez
zbytecného odkladu nabyvatelem.

18.4. Rozhodné pravo

Tato Smlouva bude vykladdana a vymahana
vsouladu s pravnim fadem Ceské republiky
vyjma jeho koliznich norem. V pfipadé
pochybnosti nebo sporll vzniklych z této
Smlouvy &i stouto Smlouvou souvisejicich je
k rozhodnuti timto ur€en mistné a vécné
prislugny soud v Ceské republice.

18.5. Rozhodna jazykova verze
Tato Smlouva je vyhotovena v anglickém
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18.5. Prevailing language

The Agreement is drawn up in English and in
Czech language versions. In case of any
dispute Czech language version shall prevail.

18.6. Survival

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive
termination or completion of this Agreement,
even if not expressly stated herein.

18.7 Counterparts
This Agreement shall be executed in three (3)
counterparts, out of which each party will
receive one counterpart.

ACKNOWLEDGED AND AGREED BY IQVIA RDS
Czech Republic s.r.o.

By:
Title:
Signature:

Date:

ACKNOWLEDGED AND AGREED BY Fakultni
nemochice v Motole

By: I

Title (must be authorized to sign on Institution's
behalf): Authorized deputy of LPP

Signature:

Date:

Signed by IQVIA RDS Czech Republic s.r.o., under
a Power of Attorney dated 7 December 2020, in the
name of Dong-A ST Co. Ltd.

a Ceském  jazykovém
jakéhokoli rozporu bude
jazykova verze.

znéni. V pfipadé
rozhodujici Ceska

18.6. Pretrvavajici platnost

Podminky této Smlouvy, jez obsahuji prava
a povinnosti, jez svoji povahou prekracuji
okamzik dokonceni Studie, zlstanou zavazné
i v pfipadé ukonc€eni €i uplynuti platnosti této
Smouvy, ato iv pfipadé, ze tak neni v této
Smlouveé vyslovné uvedeno.

18.7 Pocet vyhotoveni

Tato smlouva je vyhotovena ve tfech (3)
stejnopisech, pfiemz kazda smluvni strana
obdrzi jedno paré.

Na ddkaz souhlasu pripojuje svilij podpis
opravnény zastupce IQVIA RDS Czech Republic
S.r.o.

Jméno:

Funkce:

Podpis:

Datum:

Na dikaz souhlasu prFipojuje svlj podpis
opravnény zastupce Fakulthi nemocnice
v Motole

Jméno: [N
Funkce (musi se jednat o podpis opravnéného
zastupce Poskytovatele): Nameéstek LPP na
zakladé povéreni

Podpis:
Datum:
Podepsano IQVIA RDS Czech Republic s.r.0., na

zakladé PIné moci vystavené dne 7. prosince 2020,
jménem Dong-A ST Co. Ltd.

Podpis:
By: Funkce:
Title: Datum:
Date:

Prilohy:
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Attachments:

Attachment A - Budget and payment schedule
Attachment B - Power of attorney/delegation letter
of IQVIA

Attachment C — Data Processing Agreement
Attachment D — Standard Contactual Clause

I, hereunder signed, | NENEEN

as the Investigator, hereby certify, that | have duly
read this Agreement along with any/all
documentation submitted in relation to this Study
and | do further oblige to ensure the fulfilment of the
obligations stipulated herein. | do further affirm not
to disclose any information related to this Study
unless prior approval of Sponsor is obtained, and
also oblige to maintain secrecy about any/all
submitted information, to maintain such information
as confidential and to refrain from any use of such
information and results other than for purposes of
this Study. As the Investigator, | consent to the
collection, use, processing and disclosure of my
personal data by Sponsor (or IQVIA), including
name, qualification and experience in clinical trials,
my financial data concerning, including but not
limited to, received remuneration and financial
compensation and other personal data for
administrative purposes in relation to the Study, or
for disclosure to ethics committees and applicable
regulatory authorities and | agree to obtain such
consents also from Co-Investigator(s) and other
members of Study team.

Name: [N
Position: Investigator
Date:

Signature:

Pfiloha A - Rozpocet a platebni pfrehled
Pfiloha B - PIna moc/delegacni dopis pro IQVIA
Pfiloha C — Dohoda o zpracovani udajl
Pfiloha D — Standardni smluvni dolozky

Ja, nize podepsana, [N
jako ZkousSejici potvrzuji, ze jsem se fFadné
seznamila se Smlouvou a pfisluSnou dokumentaci
k této Studii a zavazuji se zajistit dodrzovani
povinnosti z nich vyplyvajicich. Déale se zavazuiji
nezvefejiiovat informace tykajici se predmétné
Studie bez predchoziho pisemného souhlasu
Zadavatele, zachovavat mi€enlivost o vSech
poskytnutych informacich, povazovat tyto za
divérné a zdrzet se jakéhokoliv jiného uziti téchto
informaci a vysledk(l nez pro Ucely této Studie.
Jako ZkouS$ejici souhlasim s tim, ze Zadavatel (a
popF. i IQVIA) bude/budou shromazdovat, pouzivat,
zpracovavat a zvefejnovat mé osobni udaje, véetné
jména, kvalifikace a zkuSenosti v klinickém
hodnoceni, mé finanéni Udaje vztahujici se mimo
jiné k obdrzené odméné a finan¢ni nahradé a dalsi
osobni Udaje k administrativnim G¢ellm v
souvislosti se Studii, popf. k poskytnuti etickym
komisim a statnim Gfadim a zavazuji se zaijistit
tento souhlas i od spoluzkouSejici(ho/ch) a
ostatnich ¢len studijniho tymu.

Jméno: I
Funkce: Zkousejici
Datum:

Podpis:
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

The Parties agree that the payee designated below is the
proper payee for this Agreement, and that payments under
this Agreement will be made only to the following payee
(“Payee”):

Contract Payee / Prijemce plateb

PRILOHA A
ROzPOCET A ROZPIS PLATEB

A. UDAJE O PRIJEMCI PLATEB

Smluvni Strany se dohodly, Ze niZze uvedeny pfijemce plateb
je fadnym pfijemcem plateb ztéto Smlouvy aZe platby
vyplacené podle této Smlouvy budou hrazeny vyhradné
tomuto pfijemci plateb (dale jen ,Prijemce plateb®):

Payee Name

(Must match name in the contract)
Jméno pfijemce plateb

(musi souhlasit se jménem ve smlouvé)

Fakultni nemocnice v Motole

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

Payee Address 4 Uvalu 84, 150 06 Praha 5, Czech Republic /
Adresa pfijemce plateb Ceska republika
VAT/Tax ID

CZ00064203

Banking Information:
Bankovni Gdaje

Bank Name/Nazev banky

Ceska narodni banka

Bank Address/Adresa banky

Na Prikopé 28, 115 03 Praha 1, Czech Republic /
Ceska republika

Swift Code (8 or 11 Characters)

Receiving Account Currency/Ména CZK/Kc
IBAN CZ42 0710 0000 0000 1793 7051
CNBACZPP

Contact Information / Kontaktni informace

Name of recipient sending invoices to IQVIA Clinical
Trial Payments/Jméno pfijemce zasilajiciho faktury
do spole€nosti IQVIA Clinical Trial Payments

Fakultni nemocnice v Motole

Phone number & Email/Telefonni ¢islo & Email

Language Preference/Preferovany jazyk

Czech / Cesky

Name of payment recipient to receive payment
notification and details/

Jméno pfijemce platby pro pfijem oznameni o
platbé a podrobnosti

Fakultni nemocnice v Motole

Phone number & Email/Telefonni ¢islo & Email

Language Preference /Preferovany jazyk

Czech / Cesky

In case of changes in the Payee’s bank details, Institution is
obliged to inform IQVIA Clinical Trial Paymentsin writing by
sending an email to; [N

Institution shall contact its IQVIA 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

Dojde-li ke zméné bankovniho spojeni Pfijemce plateb, musi
otom Poskytovatel pisemné informovat spole¢nost IQVIA

Clinical Trial Paiments e-mailem zaslanym na adresu:

Poskytovatel kontaktuje pfisludného ¢&lena studijniho tymu
IQVIA, aby poskytlo podepsanou dokumentaci o zménach
v bankovnim spojeni Pfijemce plateb. Strany se dohodly, Ze
nebude nutno uzavirat zadny dalSi dodatek ke Smlouve,
jestlize se zména bude tykat pouze bankovniho spojeni,
av8ak nezméni se samotny pfijemce plateb ani zemé, v niz
se nachazi jeho bankovni Gcet.

Strany timto berou na védomi, Ze uvedeny Pfijemce plateb je
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authorized to receive all of the payments for the services
performed under this Agreement.

If the Institution is not the Payee, then the Payee's obligation
to reimburse the Institution, if any, is determined by a
separate agreement between Institution and Payee, which
may involve different payment amounts and different payment
intervals than the payments made by IQVIA to the Payee.

Institution acknowledges that if Institution is not the Payee,
IQVIA will not pay Institution even if the Payee fails to
reimburse Institution.

B. MINIMUM ENROLLMENT GOAL

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

C. PAYMENT TERM

IQVIA will pay the Payee every ] months, on a completed
visit per subject basis in accordance with the attached
budget.

Payments including any Screening Failure that may be
payable will be made based upon enrolment
data confirmed by subject CRFs received from the
Investigator and data verification supporting subject visitation.
A proforma statement, which contains the completed subject
visits and associated payments for the period, will be sent to
the Payee. The Payee will raise their invoice to match the
statement. Invoices will be payable within 30 days from the
date of receipt by IQVIA Clinical Trial Payments of the
invoice, including any applicable back-up documentation.
Payments will be in each case reduced by ten (10 %)
percent. This reduced amount shall represent a value of
any/all activities related to close-out of the database,
including all CRFs pages, all data clarifications issued, the
receipt and approval of any outstanding regulatory
documents as required by IQVIA and/or Sponsor, the return
of all unused supplies to IQVIA, and upon satisfaction of all
other applicable conditions set forth in the Agreement..

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

In case that the Institution is a payer of VAT, appropriate rate

opravnén prijimat veSkeré platby za sluzby poskytované na
zakladé této Smiouvy.

Neni-li Poskytovatel Pfijemcem plateb, bude pfipadna
povinnost Prfijemce plateb vyplacet Poskytovateli odménu
upravena Vv samostatné dohodé mezi Poskytovatelem
a PFfijemcem plateb, v niZ mohou byt stanoveny jiné &astky
plateb vcetné jinych vyplatnich terminG nez &astky, které
bude IQVIA vyplacet PFijemci plateb.

Poskytovatel bere timto na védomi, Ze neni-li Poskytovatel
Pfijemcem plateb, IQVIA neposkytne jakoukoliv uUhradu
Poskytovateli ani v pfipadé, Ze Pfijemce plateb porusi
zavazek poukazat platbu Poskytovateli.

B. MINIMALNI CiLOVY POCET ZARAZENI
Poskytovatel bere na védomi, Zze minimalni cilovy pocet
zarazenych ucastnikll pro ZkousSejiciho je I a ze Misto
provadéni klinického hodnoceni musi vynalozit maximalni
usili na dosazeni tohoto cile v pfiméfené dobé& po zahajeni
Studie v Misté provadéni klinického hodnoceni. Pokud Misto
provadéni klinického hodnoceni tento zavazek nedodrzi,
mohou Zadavatel a/nebo spole¢nost IQVIA prehodnotit
zpusobilost Mista provadéni klinického hodnoceni k dalsi
ucasti ve Studii.
C. PLATEBNi PODMINKY
Spole¢nost IQVIA bude poskytovat finan¢ni plnéni Pfijemci
plateb kazdé [l mésice v souladu s pFiloZzenym rozpodtem
vzdy za uskutecnéné navstévy jednotlivych subjektd
hodnoceni.
Platby, v€etné pfipadnych plateb za jakékoli subjekty, které
neprojdou vstupnimi vySetfenimi (,screening failure“), budou
vyplaceny na zakladé udaju o podtu subjektll zafazenych
dolozenych formulafi CRF subjektt obdrzenych
od ZkousSejictho apo ovéfeni udaju o uskute¢nénych
navstévach subjektll. Prijemci bude zaslan pfedbézny vykaz,
ktery bude obsahovat uskute¢néné navstévy subjektl
v daném obdobi a souvisejici platby. PFfijemce plateb vystavi
fakturu odpovidajici vykazu. Faktury budou splatné do 30 dnu
od data pfijeti faktury IQVIA Clinical Trial Payments, v&etné
pfisludné zalozni dokumentace. Platby budou ve vSech
pfipadech sniZzeny o deset procent (10 %). Tato sniZena
Castka predstavuje hodnotu vesSkerych ukonl souvisejicich
s uzavienim databaze vcetné predani vSech stranek
formulafd CRF, vysvétleni pfipadnych nejasnosti ohledné
dat, doru€eni a schvaleni pfipadnych dalSich dokladi od
kontrolnich Gfad(i vyzadovanych spolecnosti IQVIA a/nebo
Zadavatelem, vraceni vSech nespotfebovanych pomucek
a materidlu spole¢nosti IQVIA a splnéni vSech ostatnich
podminek této Smlouvy.

Jakékoli néklady a vydaje, které vzniknou Poskytovateli
v souvislosti s pInénim této Smlouvy a které nejsou vyslovné
oznaleny jako proplatitelné ze strany spole¢nosti IQVIA i
Zadavatele za podminek této Smlouvy (vCetné jeji Casti
Rozpocet a Rozpis plateb), pujdou piné k tizi Poskytovatele.

Pokud je Poskytovatel platcem DPH, bude ke vSem vyse
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of VAT according to a mandatory statute on the day of uvedenym fakturovanym ¢astkam pfipo¢tena DPH v zakonné
invoicing by the Institution, will be included to the above vySiv den fakturace Poskytovatelem.
mentioned invoice amounts.

All government taxes are the sole responsibility of the Payee.  Platba vSech vnitrostatnich dani bude vyluénou odpovédnosti
Pfijemce plateb.

Major, disqualifying Protocol violations are not payable Zavazna diskvalifikujici poruseni Protokolu nebudou

under this Agreement podle podminek této Smlouvy proplacena.
D. BUDGET TABLE D. TABULKA ROZPOCTU
Visit Visit NAVSTEVA CASTKA ZA
AMOUNT NAVSTEVU

Total Cost per Patient for 52 Weeks Celkové naklady za pacienta za 52
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* Discontinued Treatment visits are intended to be paid
instead of a regular study visit for those participants who
need to be discontinued from study treatment (for example
NO satisfactory response as measured by PASI).

** Unscheduled Visit can occur more than once

E. STUDY START-UP FEE

A one-time, non-refundable payment will be paid in the
amount of to cover Study start-up activities upon
completion and receipt by IQVIA of all contractual and
regulatory documentation and receipt of invoice.

F. SCREENING FAILURE

Reimbursement for screen failures will be at the amount
indicated on the screening visit of the budget table above, not

*

Prerusené lécebné navstévy budou uhrazeny misto
pravidelné studijni navstévy u téch ucastnikd, ktefi potrebuji
prerusit studijni lé¢bu (napfiklad nedoSlo k uspokojivé
odpovédi dle méreni PASI).

** Neplanovana navstéva mize probéhnout vice nez jednou

E. POPLATEK ZA ZAHAJENI KLINICKEHO HODNOCENi

Jednorazovy nevratny poplatek v ¢astce |l pokryvajici
¢innosti pfi zahajeni Klinického hodnoceni bude uhrazen po
zkompletovani  vesSkeré plvodni smluvni aregulaéni
dokumentace apo jejim pfijeti spoleCnosti IQVIA, apo
obdrzeni faktury.

F. SUBJEKTY, KTERE NEPROJDOU VSTUPNIM VYSETRENIM
(,;SCREENING FAILURE")

Uhrada nakladtd na ,screening failure® bude vyplacena
v astce tak, jak je uvedeno pro vstupni navstévu vySe,
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to exceed [JJscreen failure paid per | subject randomized.

To be eligible for reimbursement of a screening visit,
supporting data entry must be completed and submitted to
IQVIA along with any additional information, which may be
requested by IQVIA to appropriately document the subject
screening procedures.

G. DISCONTINUED OR EARLY TERMINATION SUBJECTS

Reimbursement for discontinued or early termination 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, as denoted in the Budget Table above. To be
eligible for reimbursement for unscheduled visits, supporting
data entry must be completed and submitted to IQVIA, along
with any additional information which may be requested by
IQVIA, to appropriately document the unscheduled visit.

l. 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). Subject number and procedure dates must be
included on the invoice for payment to be issued.

neptesahujici [l .screening failure“ placeny na [}
randomizovany subjekt.

Narok na uhradu za vstupni navstévu vznika za predpokladu,
Ze spole¢nosti IQVIA budou predlozeny vypinéné podkladové
Udaje spolu s jakymikoli dodateénymi informacemi, které
mulze spolec¢nost IQVIA vyzadovat k fadnému prokazani
vstupnich vy$etfeni subjektu.

G. VYRAZENE SUBJEKTY NEBO SUBJEKTY S PREDCASNYM
UKONCENIM

Odména =za vyfazené subjekty nebo za subjekty
s pfed€asnym ukonCenim bude vyplacena v pomérné vysi
podle poctu potvrzenych uskute¢nénych navstév.

H. NEPLANOVANE NAVSTEVY

Platby za neplanované navstévy budou uhrazeny v Castce,
jak je uvedeno v Tabulce rozpoctu vySe. Narok na uhradu za
neplanovanou navstévu vznika za predpokladu, ze
spole€nosti IQVIA budou predlozeny vyplnéné podkladové
Udaje spolu s jakymikoli dodate€nymi informacemi, které
mulze spolecénost IQVIA vyZadovat k fadnému prokazani
neplanované navstévy.

l. UKONY PROVADENE PODLE POTREBY (NA ZAKLADE
FAKTURY)

Nasledujici ukony provadéné podle potfeby budou hrazeny
prefakturaci po obdrzeni faktury vystavené na ¢astku
uvedenou v tabulce nize (tato C€astka jiz zahrnuje rezijni
naklady). Aby mohla byt platba uskuteénéna, musi faktura
obsahovat Cislo subjektu a data ukonu.

Procedure amount
(CZK)

Procedure

Castka za ukon

(K¢)

Ukon
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J. EC FEES

EC costs will be paid upon receipt of an invoice issued by the
EC, and are not included in the attached Budget. Payment
will be made directly to the EC. Any subsequent re-
submissions or renewals, upon approval by IQVIA and
Sponsor, will be paid upon receipt of appropriate
documentation.

K. SUBJECT STIPEND

ADVANCE PAYMENT FOR SUBJECT STIPEND REIMBURSEMENT

The Sponsor shall provide to each Study subject
reimbursement of incurred costs (travel costs, loss of work
and extra time) in relation to study visits conducted as per

Protocol in a flat amount of of subject,
further a flat of amount of for meal per
which takes more then and further only if

necessery a flat of amount for stay in hotel

, for accomodation, meals and transportation
to/from site) - the payment will only be limited to those
subjects travelling long distances and /or the
Pharmacokinetics visit |l (if applicable. Above
mentioned compensation will be reimbursed to Study
Subjects through financial accounting department of
Institution to individual Study subject by Institution.

Upon completion and receipt by IQVIA of all original
contractual and regulatory documentation, Institution shall
receive an advance payment of [JJJJll (the ,Advance®) for
the purpose of covering the Study subject reimbursement
related to study visits pursuant to Protocol. The Advance shall
be paid by IQVIA upon receipt of an invoice issued by
Institution.

Should the Institution foresee the need for an additional
advance payment to cover patient reimbursement for study
visits, Institution shall be entitled to receive an additional
Advance payment upon IQVIA/sponsor approval and based
on an original invoice with the conditions as stipulated above.

Once Institution has earned the entire Advance payments or
upon completion or termination of this Agreement, the
Institution shall made the Advance payment invoicing that
needs to contain the subject number, visit and amount paid.

If the Advance payments are not earned in full amount, the
Institution shall promptly remit the difference to IQVIA.

L._PHARMACY FEES

J. POPLATKY ETICKYM KOMISIM

Poplatky etickym komisim budou proplaceny po obdrzeni
faktury vystavené etickou komisi, a nejsou zahrnuty do
pfilozeného rozpodtu. Platby budou hrazeny pfimo etické
komisi. Platby za pfipadna nasledna opakovana podani nebo
prodlouzeni budou se souhlasem spole¢nosti IQVIA
a Zadavatele hrazeny po predloZeni odpovidajicich dokladd.

K. ODMENY PRO SUBJEKTY

ZALOHOVE PLATBY NA NAHRADY SUBJEKTUM STUDIE
Zadavatel poskytne kazdému Subjektu studie nahradu
vzniklych nakladu (naklady za dopravu, nahrada uslé mzdy
a straveného €asu) v souvislosti s navs§tévami provadénymi
podle Protokolu v pausalni ¢astce za
kazdého Subjektu studie, dale ¢astku za stravu za
I <tcra bude tvrat déle nez a pouze v
pripadé potireby castku na pobyt v hotelu
; zahrnuje ubytovani, stravu a dopravu na / z
centra klinického hodnoceni) — platba bude omezena
pouze na Subjekty studie, ktefi cestuji na dlouhé
vzdalenosti a /nebo pfi navstévé s farmakokinetikou
. VySe zminéna nahrada bude jednotlivym Subjektiim
studie vyplacena subjektim hodnoceni prostfednictvim
finanéni uétarny Poskytovatele.

Jakmile bude mit IQVIA k dispozici kompletni originaly
pfisludné smluvni a regulatorni dokumentace k této Studii,
bude Poskytovateli vyplacena zaloha ve vysi (dale
jen ,Zaloha“) za ucelem pokryti nahrad Subjektu studie
souvisejicich s navstévami v souladu s protokolem. Tato
Zaloha bude vyplacena ze strany IQVIA na zakladé faktury
vystavené Poskytovatelem.

Pokud Poskytovatel zjisti, Z2e budou zifejm& nutné
dodate¢né zalohy pro pokryti nahrad Subjektd studie
souvisejicich s navatévami, budou Zdravotnickému zafizeni
vyplaceny dodateéné zalohy po schvaleni ze strany
IQVIA/Zadavatele, a to na zakladé originalu faktury za vyse
stanovenych podminek.

Poté, co Poskytovatel vyplati celou Zalohu, nebo pfi ukonceni
této Smlouvy, Poskytovatel vylctuje Zalohu tak, aby
prislusné faktury obsahovaly Cdisla subjektu, navstév a
zaplacenou Castku.

Pokud Zaloha neni vyplacena v celém rozsahu, je
Poskytovatel povinen vratit rozdil IQVIA bez zbyteéného
odkladu.

L. LEKARENSKE POPLATKY

Pharmacy

payment: unit

amount (CzZK)

Odmeéna

LéKarny: Jednotka

Castka (K¢)
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M. AMENDMENT FEE (INITIATED BY SPONSOR/IQVIA)

In case of amendments to this Agreement, IQVIA shall pay
a fee of for negotiation of each amendment to the
Agreement, which includes Institution’s costs connected with
the administration and negotiation of the amendment from
legal and economic perspective. This fee shall be invoiced for
upon the execution of the amendment.

N. LABORATORY CERTIFICATE: [l per 1 certificate

O. LABORATORY SET-UP FEE — PER EACH LABORATORY

A one-time, non-refundable Laboratory Set-Up payment of

per each laboratory, will be made upon completion
and receipt by IQVIA of all original contractual and regulatory
documentation and receipt of an invoice.

P. RECORD STORAGE FEE/ARCHIVING FEE

A record storage payment of - will be made upon receipt
all original contractual and regulatory documentation and are
not included in the attached Budget. In accordance with
Protocol requirements, Study Site shall maintain all Site
Study records in a safe and secure location to allow easy and
timely retrieval, when needed.

Q. INVOICES

Payments will be issued by IQVIA Clinical Trial Payments
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 IQVIA Clinical Trial Payments of the invoice,
including any applicable back-up documentation.

Invoices for any additional payments to those stated in this
agreement (i.e., additional reimbursements) must also be
sent to IQVIA Clinical Trial Payments and approved by
sponsor. All invoices shall be raised in the following manner:

M. POPLATEK ZA DODATEK (INICIOVANY
ZADAVATELEM/IQVIA)
V pfipadé  dodatku ktéto Smlouvé uhradi IQVIA

Zdravotnickému zafizeni za vyjedani dodatku poplatek ve
vySi , ktery bude pokryvat administrativni naklady
Zdravotnického zafizeni spojené s vyjednanim dodatku
v pravni a ekonomické ¢asti. Tento poplatek bude uhrazen na
zakladé faktury vystavené po podpisu dodatku.

N. L ABORATORNI CERTIFIKAT: [l za 1 certifikat

O. ZAHAJOVACI POPLATEK LABORATORI — ZA KAZDOU

LABORATOR

Jednorazova nevratna platba za nastaveni laboratofe ve vysi
za kazdou laboratof bude provedena po obdrzeni

vesSkeré vyplnéné puvodni smluvni a regulaéni dokumentace

spolecnosti IQVIA a po pfijeti faktury.

P. POPLATEK ZA UCHOVANi ZAZNAMU / ARCHIVACE

DOKUMENTACE

Platba za uchovani zaznamu ve vysi [JJJJlij bude provedena
po obdrzeni veSkeré puvodni smluvni a regulacéni
dokumentace a neni zahrnuta v pfilozeném rozpoctu. V
souladu s pozadavky protokolu bude Misto provadéni
klinického hodnoceni udrZovat viechny zdznamy Klinického
hodnoceni na bezpe€ném a zabezpefeném misté, aby bylo
mozné je v pfipadé potfeby snadno a v€asné vyhledat.

Q. FAKTURY

Platby budou vystaveny IQVIA Clinical Trial Paymentsna
zakladé rozpocltu navstévy, frekvence plateb a platebnich
podminek, jak je popsano vyse. Platby budou provedeny az
po obdrzeni pFislusnych faktur, v€etné zalozni dokumentace,
v zadané méng, jak je popsano nize. Faktury budou splatné
do 30 dnu od data pfijeti faktury IQVIA Clinical Trial
Payments, v€etné veskeré pfislusné zalozni dokumentace.

Faktury za jakékoli dalSi platby k platbam, které jsou uvedeny
v této dohodé (ij. dalSi platby), musi byt také zaslany IQVIA
Clinical Trial Payments a schvaleny Zadavatelem. V3echny
faktury budou vystaveny nasledujicim zplsobem:
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Invoices to be billed to:

IQVIA RDS Czech Republic s.r.o.
Care of: IQVIA Clinical Trial Payments
Pernerova 691/42

186 00 Praha 8 — Karlin

Czech Republic

Identification number: 24768651

Tax identification number: CZ24768651

Invoices to be sent to:

IQVIA Clinical Trial Payments
IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Email:

The following information should be included on
the invoice:

o Complete INVESTIGATOR name, address

and phone number

o Invoice Date

o Invoice Number
Payee Name (must match Payee indicated in
CTA)
Payment Amount
Complete description of services rendered
Study Number:
Sponsor Name
Invoices should be printed on site/institution
letterhead

@)

O O O O O

All invoice and payment related inquiries shall be addressed
directly to IQVIA Clinical Trial Paymentsat
telephone , or fax .
All invoicing data shall be sent to . All notices
to the Institution shall be sent to Fakultni nemocnice v Motole,
Klinicka hodnoceni |éCiv, sekretariat naméstka pro LPP,V
Uvalu 84, 150 06, Praha 5, Czech Republic or to contact
email .

Payments for services performed by the Department of
Imaging Methods of the 2nd Medical Faculty of Charles
University and the FN Motol (KZM) will be made quarterly.
The I prepares a spporng
documentation for invoicing on a quarterly basis for
radiological services performed in the Study, which are listed
in the financial Attachment hereto, and sends them for
approval to the responsible person of the Sponsor
(responsible monitor). The approved supporting
documentation for invoicing will be sent by the responsible
representative of the Sponsor to the financial accounting
office of the Insitution Based on the
supporting documentation, the financial accounting office of
the Institution will prepare an invoice, which it will send to the
Sponsor according to the instructions set out in this
Agreement.

Faktury budou vystaveny na adresu:
IQVIA RDS Czech Republic s.r.o.
Care of: IQVIA Clinical Trial Payments
Pernerova 691/42

186 00 Praha 8 — Karlin

Ceska republika

IC: 24768651

DIC: CZ24768651

Faktury boudou odesilany na adresu:
IQVIA Clinical Trial Payments

IQVIA , 5th floor.

210 Pentonville Rd, King Cross

London N1 9JY

United Kingdom

Email:

Na faktufe musi byt nasledujici informace:

o Celé jméno ZKOUSEJICIHO LEKARE,
adresu a telefonni Cislo

o Datum faktury

o Cislo faktury

Jméno pfijemce platby (musi souhlasit s

pfijemcem platby uvedenym ve Smlouveé ke

klinickému hodnoceni)

Castka platby

Kompletni popis poskytovanych sluzeb

Cislo klinického hodnoceni

Jméno zadavatele

Faktury musi byt vytiStény s hlavickou

centra/instituce

VeSkeré dotazy tykajici se faktur a plateb smé&fujte pfimo na
IQVIA Clinical Trial Paymentsnw
telefon | nebo fax

Podklady pro fakturaci studie budou zaslany na adresu
*. Veskera oznameni Poskytovateli budou
zaslana na adresu Fakultni nemocnice v Motole, Klinicka

hodnoceni leCiv, sekretariat naméstka pro LPP,V Uvalu 84,
150 06, Praha 5, Ceska republika ¢i na kontaktni email

@)

o O O O O

Platby za sluzby provadéné Klinikou zobrazovacich metod 2.
LF UK a FN Motol (KZM) budou probihat ¢tvrtletné. Zastupce
d - pFipravi &tvrtletné podklad k fakturaci
za radiologické sluzby provedené ve Studii, jeZ jsou uvedeny
ve finanéni pfiloze této Smlouvy, a zaSle je ke schvéleni
zodpovédné osobé Zadavatele (odpovédny monitor).
Schvaleny podklad k fakturaci bude zodpovédnym zastupcem
Zadavatele zaslan do finanéni Gc&tarny Poskytovatele

. Na zakladé podkladu pfipravi financni
uctarna Poskytovatele fakturu, kterou zaSle Zadavateli dle
instrukci uvedenych v této Smiouvé.
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the Institution’s
. The pharmacy

Payments for
pharmacy will
representative
prepares a supporting documentation for invoicing for
pharmacy services performed in the Study, which are listed in
the Attachment hereto, and sends them for approval to the
responsible person of the Sponsor (responsible monitor). The
approved supporting documentation for invoicing will be sent
by the responsible representative of the Sponsor to the
financial accounting office of the Insitution _
Based on the supporting documentation, the financial
accounting office of the Institution will prepare an invoice,
which it will send to the Sponsor according to the instructions
set out in this Agreement.

services performed by
be made

NO OTHER ADDITIONAL FUNDING REQUESTS WILL BE
CONSIDERED

All amounts include all applicable taxes and excludes VAT.
All payments for this Study in accordance with the attached

Budget will be administered by IQVIA Clinical Trial Payments
and paid by IQVIA electronically.

Platby za sluzby provadéné lékarnou Poskytovatele budou
probihat

Zastupce Iékarny:

pfipravi podklad k
fakturaci za sluzby lékarny provedené ve Studii, jez jsou
uvedeny v této Smlouve, a zasle je ke schvaleni odpovédné
osobé zadavatele (odpovédny monitor). Schvaleny podklad k
fakturaci bude odpovédnym zastupcem Zadavatele zaslan do
finanni uctarny Poskytovatele . Na zakladé
podkladu pfipravi finanéni G&tarna Poskytovatele fakturu,
kterou zaSle Zadavateli dle instrukci uvedenych v této
Smilouve.

ZADNE DALSI ZADOSTI O FINANCOVANi NEBUDOU
SCHVALOVANY.

VSechny ¢astky zahrnuji veSkeré pfislusné dané, nikoli vSak
DPH.

VSechny platby za tuto Studii v souladu s pfilozenym
Rozpocétem budou spravovany spole¢nosti IQVIA Clinical
Trial Payments a hrazeny spole¢nosti IQVIA elektronicky.

Czech Republic _Clinical Trial Agreement _INSTITUTION based on IQVIA Global template — 1 May 2019

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Dong-A ST Co. Ltd. / DMB-3115-2

Fakultni nemocnice v Motole /

Version / Verze: Redacted_07092021

CONFIDENTIAL / DUVERNE
Page / Strana 39 of / z 61



ATTACHMENT C
DATA PROCESSING AGREEMENT

BETWEEN

o Fakultni nemocnice v Motole, state budgetary
organization, having aplace of business at
V Uvalu 84, 105 06 Praha 5, Czech Republic,
Identification number: 00064203, Tax
identification number: CZ00064203, represented
by . Hascc on a mandate
(the “Institution” or “Data Processor”); and

e Dong-A ST Co. Ltd., having a place of business
at 64 Cheonho-daero, Dongdaemun-gu, Seoul,
Korea (“Sponsor” or ,Data Controller®).

Hereafter together referred as ‘THE PARTIES’

WHEREAS the Parties have entered into a
CLINICAL TRIAL AGREEMENT (‘the Contract)) in
connection with the Processing of Personal Data
during the performance of the Services.

WHEREAS the entry into force of the EU n°
2016/679 General Data Protection Regulation
(‘GDPR’), Institution acts as a Data Processor as
defined under Article 4(8) of the GDPR (“Data
Processor”) for DONG-A ST Co. Ltd. who acts as
Data Controller as defined under Article 4(7) of the
GDPR (“Data Controller”), Institution processes
Personal Data for DONG-A ST Co. Ltd. as set out
in Annex 1 of this Data Processing Agreement.

WHEREAS the Sponsor is the Data Controller of the
Study Data and data processed under the Protocol
and obtained in the conduct of the Study and the
Institution is the Data Processor acting on behalf of
the Sponsor in respect of the processing of Personal
Data for the purposes of the conduct of the Study in
accordance with the Protocol and the Data
Controller in respect of the medical records for
healthcare purposes as defined in the Agreement,

NOW THEREFORE, the Parties agree to set out this
Data Processing Agreement in order to comply with
the requirements of the GDPR, especially Article 28
‘Processor’. This Data Processing Agreement,
including its Annex 1, supersede any provisions of
the Contract relating to Personal Data protection (if

any).

PRILOHA C
DOHODA O ZPRACOVANI UDAJU

MEZ|

e Fakultni nemocnici v Motole, statni
pfispévkova organizace, se sidlem V Uvalu 84,
105 06 Praha 5, IC: 00064203, DIC:
CZ00064203, zastoupena
na zakladé povéfeni (dale jen ,Zdravotnické
zarizeni* nebo ,Zpracovatel udaji*); a

e spole¢nosti Dong-A ST Co. Ltd., se sidlem 64
Cheonho-daero, Dongdaemun-gu, Soul, Korea
(dale jen ,Zadavatel” nebo ,Sprace udaju*).

Smluvni strany jsou dale spole¢né oznacovany jako
~STRANY*

VZHLEDEM K TOMU, ze Strany uzaviely
SMLOUVU O KLINICKEM HODNOCENI (déle jen
~Smlouva“) v souvislosti se zpracovanim osobnich
Gdaju béhem poskytovani sluzeb.

VZHLEDEM K TOMU, Ze vstoupilo v platnost
obecné nafizeni o ochrané osobnich udaju EU ¢&.
2016/679 (dale jen ,GDPR"), Zdravotnické zafizeni
jedna jako Zpracovatel osobnich udaji ve smyslu ¢l.
4 odst. 8 GDPR (déle jen ,Zpracovatel osobnich
udaju“) pro spolec¢nost DONG-A ST Co. Ltd., ktera
pusobi jako Spravce osobnich Udajd ve smyslu ¢l. 4
odst. 7 GDPR (dale jen ,Spravce osobnich udaji”),
protoze Zdravotnické zafizeni zpracovava osobni
udaje pro spole¢nost DONG-A ST Co. Ltd., jak je
uvedeno v Pfiloze 1 této Dohody o zpracovani
udaja.

VZHLEDEM K TOMU, ZE Zadavatel je spravcem
Studijnich dat a udaji zpracovavanych podle
Protokolu a ziskanych pfi provadéni Studie a
Zdravotnické zafizeni je zpracovatelem udajl
jednajici jménem Zadavatele, pokud jde o
zpracovani osobnich Gdaju pro ucely provadéni
Studie v souladu s Protokolem a spravcem ve
vztahu k Zdravotnim zaznamdm pro Ucely zdravotni
péce, jak jsou tyto definovany ve Smiouvé,

PROTO SE NYNI Strany dohodly, e uzavfou tuto
Dohodu o zpracovani udaju za ucelem splnéni
pozadavku GDPR, zejména ¢lanku 28
Zpracovatel“. Tato Dohoda o zpracovani udaj,
v€etné jeji Pfilohy 1, nahrazuje veSkera ustanoveni
Smlouvy tykajici se ochrany pfipadnych osobnich
udaja.

Czech Republic _Clinical Trial Agreement _INSTITUTION based on IQVIA Global template — 1 May 2019

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Dong-A ST Co. Ltd. / DMB-3115-2

Fakultni nemocnice v Motole /

Version / Verze: Redacted_07092021

CONFIDENTIAL / DUVERNE
Page / Strana 40 of / z 61




1. DEFINITIONS

1.1 "Data Protection Legislation" means any
applicable data protection or privacy laws,
including:

(i) The EU Regulation n° 2016/679 also
referred to as the General Data
Protection Regulation ("GDPR"),
(i) Other applicable laws that are similar or
equivalent to or that are intended to or
implement the law that is identified in (i)
of this definition.
1.2 "Personal Data" means any information
relating to an identified or identifiable natural
person (“Data Subject’), including without
limitation pseudonymized information.

1.3 "Personal Data Breach" means a breach of
security leading to accidental or unlawful
destruction, loss, alteration, unauthorized

disclosure of, or access to Personal Data
transmitted, stored or otherwise processed.

"Sub-processor" means any third party that
Institution may engage in accordance with the
Data Processing Agreement to process
Personal Data on behalf of DONG-A ST Co.

Ltd. in order to provide the Services.

1.4

1.5 "Data Subject", "Processing", and
"Appropriate Technical and Organizational
Measures" shall be interpreted in accordance

with the GDPR.

2. PROCESSING OF PERSONAL DATA

2.1 The Data Processor shall only process the
Personal Data on documented instructions from
the Data Controller. The Data Processor may
not process or use Personal Data for any
purpose other than the purpose sets out in
Annex 1, or other than provided in the
instructions, including with regard to transfers
of personal data to a third country or an
international organization, unless the Data
Processor is required to do so by European
Union or Member State law to which the Data
Processor is subject. In that case, the Data
Processor shall inform the Data Controller in
writing of that legal requirement before
processing, unless that law prohibits such
information on important grounds of public
interest. Data Processing Agreement relates
exclusively to Study Data (e.g. CRFs, interim
reports, etc.) - only these are used, as defined
in the Agreement, for the purpose of recording

1. DEFINICE

1.1 ,Pravni piedpisy o ochrané udaja“ znamena
jakékoli pfislusné zakony o ochrané osobnich
udaju nebo soukromi, véetné:

(i) Nafizeni EU ¢&. 2016/679 oznalované
také jako obecné nafizeni o ochrané
osobnich udaju (dale jen ,GDPR®),

(i) Dalsi prislusné zakony, které jsou
podobné nebo rovnocenné nebo které
jsou zamysleny nebo provadéji zakony
uvedené v bodé (i) této definice.

1.2 ,Osobni udaje“ znamena jakoukoli informaci
tykajici se identifikované nebo identifikovatelné
fyzické osoby (dale jen ,Subjekt udaju”), mimo
jiné v€etné pseudonymizovanych informaci.

1.3 ,Poruseni ochrany osobnich udaju“
znamena jakékoliv porudeni zabezpeceni
vedouci k nahodnému nebo nezdkonnému
zniCeni, ztraté, zméné, neopravnénému
vyzrazeni nebo pfistupu k osobnim udajum
pfenasenym, uchovavanym nebo jinak
zpracovavanym.

1.4 ,Diléi zpracovatel® znamena jakoukoli treti
stranu, kterou muize Zdravotnické zafizeni v
souladu s Dohodou o zpracovani udaju zapojit
do zpracovani osobnich 0dajii jménem
spole€nosti DONG-A ST Co. Ltd. za ucelem
poskytovani Sluzeb.

1.5 ,Subjekt udaji“, ,Zpracovani‘ a ,Pfislusna
technicka a organizaéni opatieni“ budou
vykladany v souladu s GDPR.

2. ZPRACOVANi OSOBNICH UDAJU

2.1 Zpracovatel osobnich Gdaji zpracovava osobni
Udaje pouze na zakladé dolozenych pokyni od
Spravce osobnich Udaju. Zpracovatel osobnich
Udaju nesmi zpracovavat ani pouzivat osobni
Udaje k Zadnému jinému ucelu, nez je ucel
stanoveny v Pfiloze 1, nebo k jinym ucelim,
nez které jsou uvedeny v pokynech, a to ani
pokud jde o pfedavani osobnich udaju do treti
zemé nebo mezinarodni organizaci, pokud je
Zpracovatel osobnich udajli povinen tak Cinit
podle pravnich predpisti Evropské unie nebo
Clenského statu, které se na Zpracovatele
osobnich udaju vztahuji. V takovém pfipadé
Zpracovatel osobnich Udajd bude pred
zpracovanim pisemné informovat Spravce
osobnich udaji o tomto pravnim pozadavku,
pokud tyto pravni pfedpisy takovou informaci
nezakazuji z dullezitych dlvodl vefejného
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2.2

2.3

24

3.1

3.2

all information required by the Protocol and are
subject to notification to the Sponsor. Medical
Records are excluded from the definition of
Study Data and, although data related to the
Study are added to the Medical Records and it
is in the interest of the Sponsor (e.g. in the form
of monitors) to have access to the Medical
Records, they are at the full disposal of the
Institution, which is the controller of the Medical
Records.

The Data Processor ensures that any natural
person acting under his authority who has
access to the Personal Data does not process
them except on instructions of the Data
Controller, unless he or she is required to do so
by European Union or Member State law.

If the Data Processor considers an instruction
from the Data Controller to be in violation of the
Data Protection Legislation, the Data Processor
shall promptly inform the Data Controller in
writing about this.

The Data Processor shall not transfer Personal
Data outside the European Economic Area,
unless the Data Controller provides his consent
thereto. In the event of such transfer, the Data

Processor shall implement appropriate

safeguards.

3. THE DATA PROCESSOR'S
OBLIGATIONS

The Data Processor shall implement

Appropriate  Technical and Organizational

Measures to ensure a level of security

appropriate to the risk for the rights and
freedoms of natural persons and to prevent that
the Personal Data processed is:

(i) Accidentally or unlawfully destroyed,
lost or altered,

(i) Disclosed or made available without
authorization, or

(iiiy Otherwise processed in violation of
Data Protection Legislation.

The Appropriate Technical and Organizational
Measures for ensuring the security of the
Processing must be determined with due
regard for:

(i) The current state of the art,
(i) The costs of their implementation, and
(i) The nature, scope, context and

zajmu. Dohoda o zpracovani osobnich udaja se
tyka vyluéné Studijnich dat (napf CREF,
pribezné zpravy atd.) — pouze ty jsou totiz dle
definice ve Smlouvé uzivany za ucelem
zaznamu veskerych informaci pozadovanych
Protokolem a podléhaji oznamovani Zadavateli.
Zdravotni zaznamy jsou z definice Studijnich
dat vynaty a byt jsou do zdravotnich zaznami
doplfiovany udaje, které se Studii souvisi a je v
zajmu Zadavateli (napf. v podobé& monitord) mit
ke Zdravotnim zaznamUm pfistup, jsou v piné
dispozici Zdravotnického zafizeni, ktery je vici
zdravotnim zaznamUim spravcem.
2.2 Zpracovatel osobnich udaji zajisti, Ze jakakoli
fyzicka osoba jednajici na zakladé jeho
pravomoci, ktera ma pfistup k osobnim udajim,
je nebude zpracovavat, s vyjimkou na pokyn
Spravce osobnich Udaja, kromé pfipadu, kdy je
to vyzadovano pravnimi predpisy Evropské
unie nebo ¢lenského statu.
2.3 Pokud Zpracovatel osobnich Udajli povazuje
pokyn od Spravce za porusSeni pravnich
pfedpist o ochrané udajl, Zpracovatel o tom
bude Spravce neprodlené pisemné informovat.

2.4 Zpracovatel osobnich udaju nebude predavat
osobni udaje mimo Evropsky hospodaisky
prostor, pokud k tomu Spravce osobnich udajl
neposkytne souhlas. V pfipadé takového
prenosu musi Zpracovatel osobnich udaju

zavést vhodna ochranna opatfeni.

3. POVINNOSTI .
OSOBNICH UDAJU

ZPRACOVATELE

3.1 Zpracovatel osobnich udaju zavede vhodna
technicka a organizacni opatfeni, aby zajistil
uroven zabezpeCeni odpovidajici riziku pro
prava a svobody fyzickych osob a zabranil
tomu, aby zpracovavané osobni udaje byly:

(i) Nahodné nebo nezakonné& zniCeny,
ztraceny nebo pozménény,

(i) Zvefejnény nebo zpfistupnény bez
povoleni, nebo

(iii) Jinak zpracovany v rozporu s pravnimi
predpisy o ochrané udaju.

3.2 Prislusna technicka a organizaéni opatieni pro
zajisténi bezpelnosti Zpracovani musi byt
stanovena s nalezitym ohledem na:

(i) Soucasny stav techniky,
(i) Naklady na jejich zavedeni, a
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3.3

3.4

3.5

3.6

purposes of Processing as well as the
risk of varying likelihood and severity
for the rights and freedoms of natural
persons.

The Data Processor shall upon request provide
the Data Controller with sufficient information to
enable the Data Controller to ensure that the
Data Processor's obligations under this Data
Processing Agreement are complied with,
including ensuring that the Appropriate
Technical and Organizational Measures for
ensuring the security of the Processing have
been implemented.

Taking into account the nature of the
Processing, the Data Processor shall assist the
Data Controller, by means of Appropriate
Technical and Organizational Measures,
insofar as this is possible, in fulfilling its
obligation to respond to requests from Data
Subjects pursuant to laws and regulations in
the area of privacy and data protection (such
as, the right of access, the right to rectification,
the right to erasure, the right to restriction of
processing, the right to data portability and the
right to object).

The Data Controller is entitled to appoint, at its
own cost, an auditor experienced in the field of
data protection or IT security, who shall have
access to the Data Processor's data
Processing facilities and receive the necessary
information for the sole purpose of auditing
whether the Data Processor has implemented
and maintained said Appropriate Technical and
Organizational Measures for ensuring the
security of the Processing and is in compliance
with the obligations imposed by this Data
Processing Agreement. The expert shall upon
the Data Processor's request sign a non-
disclosure agreement provided by the Data
Processor, and treat all information obtained or
received from the Data Processor
confidentially.

The Data Processor must notify the Data
Controller without undue delay after becoming
aware and in writing (including e-mail) about:

(i) Any request for disclosure of Personal
Data processed under this Data
Processing Agreement by authorities,
unless expressly prohibited under Data
Protection Legislation,

(i) Any finding of (a) Personal Data Breach
that results in accidental or unlawful
destruction, loss, alteration,

3.3

3.4

3.5

3.6

(i) Povahu, rozsah, kontext a ucely
zpracovani, jakoz i riziko rdzné
pravdépodobnosti a zavaznosti pro

prava a svobody fyzickych osob.

Zpracovatel osobnich udaji na pozadani
poskytne Spravci osobnich udajl dostateéné
informace, aby Spravci osobnich udaji umoznil
zajistit dodrZzovani povinnosti Zpracovatele
osobnich udaji vyplyvajicich z této Dohody o
zpracovani Udajli, vcetné zajisténi toho, Zze
budou =zavedena vhodna technickd a
organizacni opatfeni pro zajisténi bezpecnosti
zpracovani.

S piihlédnutim k povaze Zpracovani bude
Zpracovatel osobnich udaji pomahat Spravci
osobnich udajli, pokud to bude mozné,
prostfednictvim  pfisluSnych technickych a
organizaCnich  opatfeni pfi plnéni jeho
povinnosti reagovat na zadosti Subjektd udaju
v souladu se zakony a pfedpisy v oblasti
ochrany soukromi a udaji (jako je pravo na
pfistup, pravo na opravu, pravo na vymaz,
pravo na omezeni zpracovani, pravo na
prenositelnost Udaji a pravo vznést namitku).

Spravce osobnich udaju je opravnén jmenovat
na své vlastni naklady auditora se zkuSenostmi
v oblasti ochrany udaju nebo bezpecnosti IT,
ktery bude mit pfistup k zafizenim pro
zpracovani Udaji Zpracovatele osobnich udaja
a bude dostavat nezbytné informace pouze za
Ucelem kontroly, zda Zpracovatel udaju
implementoval a udrZuje pfisluSna technicka a
organizaCni opatfeni pro zajisténi bezpecénosti
zpracovani a je v souladu s povinnostmi
ulozenymi touto Dohodou o zpracovani dat.
Tento odbornik na zadost Zpracovatele
osobnich  Udajii  podepiSe smlouvu o
mlcenlivosti poskytnutou Zpracovatelem udaj
a bude dudvérnym zplsobem zachazet s
veSkerymi  informacemi  ziskanymi  nebo
pfijatymi od Zpracovatele.

Zpracovatel osobnich Udaju musi pisemné
(v€etné e-mailu) informovat Spravce osobnich
udaji bez zbyte¢ného odkladu o nasledujicim:
(i) Jakakoli zadost o =zvefejnéni osobnich
Udaji ze strany ufadu zpracovavana podle
této Dohody o zpracovani udajd, pokud to
neni vyslovné zakazano pravnimi predpisy
o ochrané udaju,

Jakékoli zjisténi (a) PoruSeni ochrany
osobnich udajl, které ma za nasledek
nahodné nebo nezakonné zniceni, ztratu,
zménu, neopravnéné vyzrazeni nebo

(i)
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3.7

3.8

unauthorized disclosure of, or access
to, Personal Data transmitted, stored or
otherwise processed by the Data
Processor under this Data Processing
Agreement, or (b) other failure to
comply with the Data Processor's
obligations under Clause 3, or

(iii) Any request for access to the Personal
Data received directly from the Data
Subjects.

The Data Processor shall inform the Data
Controller about events mentioned under
Clause 3.6(ii)(a), at the latest within twenty-four
(24) hours after becoming aware of such
events.

Such a natification from the Data Processor to
the Data Controller with regard to a breach of
security as meant in Clause 3.6(ii)(a) will
contain at least the following information:

(i) The nature of the Personal Data
Breach, stating the categories and (by
approximation) the number of Data
Subjects concerned, and stating the
categories and (by approximation) the
number of the Personal Data affected,

(i) The likely consequences of the
Personal Data Breach, and

(iiiy A proposal for measures to be taken to
address the Personal Data Breach,
including (where appropriate) measures
to mitigate any possible adverse effects
of such Breach.

The Data Processor shall document (and shall
keep such documentation available for the Data
Controller) any Personal Data Breaches,
including the facts related to the Personal Data
Breach, its effects and the corrective measures
taken. After consulting with the Data Controller,
the Data Processor shall take any measures
needed to limit the (possible) adverse effects of
Personal Data Breaches (unless such
consultation cannot be awaited due to the
nature of the Personal Data Breach).

The Data Processor assists the Data
Controller, taking into account the nature of
Processing and the information available to the
Data Processor, in ensuring compliance with
obligations pursuant to Article 32 to 36 (security
of Processing — notification to the Supervisory
Authority and communication to the Data
Subject in case of Personal Data Breach — data
protection impact assessment and prior

3.7

3.8

pfistup k osobnim Gdajum pfenasenym,
ukladanym nebo jinak zpracovavanym
Zpracovatelem udaji podle této Dohody o
zpracovani udaju, nebo (b) jiné neplnéni
povinnosti Zpracovatele osobnich (dajl
podle €lanku 3, nebo

Jakakoli Zadost o pfistup k osobnim
udajim obdrzena pfimo od Subjektd udaju.

(iii)

Zpracovatel osobnich (daji bude informovat
Spravce osobnich Udaji o udalostech
uvedenych v bodé 3.6 (ii) (a) nejpozdéji do
dvaceti Ctyf (24) hodin poté, co se o téchto
udalostech dozvédél.

Takové oznameni Zpracovatele osobnich udaju
Spravci osobnich udajl, tykajici se poruseni
bezpecnosti, jak je uvedeno v bodé 3.6 (ii) (a),
bude obsahovat alespon nasledujici informace:
(i) Povaha Poruseni ochrany osobnich udaju,
s uvedenim kategorii a (podle aproximace)
poctu dotéenych Subjektd udaja, a s
uvedenim kategorii a (podle aproximace)
poctu dotéenych osobnich udaju,
Pravdépodobné disledky
ochrany osobnich Udajl a

Navrh opatfeni, ktera maji byt pfijata k
feSeni poruSeni ochrany osobnich udaj,
vCetné (je-li to vhodné) opatfeni ke
zmirnéni moznych negativnich uginki
takového poruseni.

Poruseni

(i)
(iii)

Zpracovatel osobnich udaju bude
dokumentovat (a bude uchovavat tuto
dokumentaci k dispozici pro Spravce osobnich
udaju) veskera poruseni osobnich Gdaju,
v€etné skute€nosti souvisejicich s porusenim
osobnich 0daji, jeho G&inky a pfijatymi
napravnymi opatfenimi. Po konzultaci se
Spravcem osobnich ddaji pfijme Zpracovatel
osobnich udaju veSkera opatfeni nezbytna k
omezeni (moznych) nepfiznivych  uginkd
Poruseni osobnich Udaji (s vyjimkou pfipadd,
kdy nelze na tuto konzultaci vzhledem k povaze
poruseni osobnich udajli ¢ekat).

S pfihlédnutim k povaze Zpracovani a
informacim, které ma Zpracovatel osobnich
Udaji k dispozici, bude Zpracovatel osobnich
Udaji pomahat Spravci osobnich ddaji pfi
zajistovani dodrzovani povinnosti podle ¢lanku
32 az 36 (zabezpecleni Zpracovani - oznameni
dozor€imu organu a komunikace se Subjektem
Udaju v pfipadé poruSeni ochrany osobnich
Udaju - posouzeni dopadu na ochranu udaju a
pfedchozi konzultace s dozor€im organem).
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4.1

4.2

4.3

consultation with the Supervisory Authority).

4. SUB-PROCESSORS

The Data Processor may only engage a Sub-
processor, with prior specific or general written
consent from the Data Controller. The Data
Processor undertakes to inform the Data
Controller of any intended changes concerning
the addition or replacement of a Sub-processor
by providing a reasonable prior written notice
thirty (30) days before the replacement to the
Data Controller. This notification must clearly
indicate the outsourced processing activities,
the identity and contact details of the Sub-
processor. The Data Controller may reasonably
and in a duly substantiated manner within thirty
(30) days after receipt of notice object to the
use of a Sub-processor.

It is the responsibility of the Data Processor to
ensure that the Sub-processor provides
sufficient guarantees and has implemented
Appropriate Technical and Organizational
Measures in order to ensure that the
Processing of Personal Data will meet the
requirements of the GDPR. Prior to the
engagement of a Sub-processor, the Data
Processor shall conclude a written agreement
with the Sub-processor, in which at least the
same data protection obligations as set out in
this Data Processing Agreement shall be
imposed on the Sub-processor, including
obligations to implement Appropriate Technical
and Organizational Measures and to ensure
that the transfer of Personal Data is done in
such a manner that the Processing will meet
the requirements of the Data Protection
Legislation.

The Data Controller has the right to receive a
copy of the relevant provisions of Data
Processor's agreement with the Sub-processor
related to data protection obligations. The Data
Processor shall remain fully liable to the Data
Controller for the performance of the Sub-
processor obligations under this Data
Processing Agreement. The consent of the
Data Controller to the Data Processor's use of
a Sub-processor is without prejudice for the
Data Processor's duty to comply with this Data
Processing Agreement.

5. CONFIDENTIALITY

4.1

4.2

4.3

51

4. Dil€i zpracovatelé
Zpracovatel osobnich (daji mize najmout
Diléiho zpracovatele pouze s pfedchozim

konkrétnim nebo  obecnym pisemnym
souhlasem Spravce osobnich udaja.
Zpracovatel osobnich udaju se zavazuje
informovat  Spravce osobnich ddaju o

veSkerych zamySlenych zménach tykajicich se
pfidani nebo vymény Dil¢iho zpracovatele
zaslanim pfiméfeného predchoziho pisemného
oznameni tficet (30) dnli pfed vyménou Spravci
osobnich udajia. Toto oznameni musi jasné
uvadét ¢&innosti outsourcovaného zpracovani,
totoznost a kontaktni  udaje  Dil€iho
zpracovatele. Spravce osobnich Udaju muze
rozumné a fadné odlvodnénym zpUsobem do
triceti (30) dnG od pfijeti oznameni vznést
namitku proti pouziti Dil¢iho zpracovatele.

Je odpovédnosti Zpracovatele osobnich Udajl
zajistit, aby Diléi zpracovatel poskytl
dostate€né zaruky a zavedl vhodna technicka
a organizacni opatfeni, aby bylo zajisténo, ze
zpracovani osobnich udajd bude splfiovat
pozadavky nafizeni GDPR. Pfed zapojenim
Diléiho zpracovatele uzavie Zpracovatel
osobnich uadaji s Diléim zpracovatelem
pisemnou dohodu, ve které budou Dil¢imu
zpracovateli ulozeny alespori stejné povinnosti
v oblasti ochrany osobnich udajl, jaké jsou
stanoveny v této Dohodé o zpracovani udaju,
v€etné povinnosti implementovat pfislusna
technickd a organizac¢ni opatieni a zajistit, aby
byl pfenos osobnich udajii provadén takovym
zpusobem, aby zpracovani splfiovalo
pozadavky pravnich pfedpisi o ochrané
osobnich udaja.

Spravce osobnich Udajli ma pravo obdrzet kopii
prisluSnych ustanoveni dohody Zpracovatele
osobnich udaju s Diléim zpracovatelem tykajici
se povinnosti v oblasti ochrany osobnich udaja.
Zpracovatel osobnich Udaji zustava piné
odpovédny Spravci osobnich udaji za plnéni
povinnosti Dil¢iho zpracovatele podle této
Dohody o zpracovani (daju. Souhlasem
Spravce osobnich udaju s pouzitim Dil¢iho
zpracovatele neni dotena povinnost
Zpracovatele dodrzovat tuto Dohodu o
zpracovani udaj(.

5. DUVERNOST

Zpracovatel osobnich (daji udrzuje Osobni
Udaje v tajnosti. Zpracovatel osobnich udaju
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51

5.2

5.3

6.1

6.2

The Data Processor shall keep Personal Data
confidential. The Data Processor must ensure
that persons authorized to process the
Personal Data have committed themselves to
confidentiality or are under an appropriate
statutory obligation of confidentiality.

The Data Processor shall not disclose the
Personal Data to third parties or take copies of
Personal Data unless strictly necessary for the
performance of the Data Processor's
obligations towards the Data Controller
according to this Data Processing Agreement.
The Data Processor shall notify the Data
Controller of the disclosure within thirty (30)
days unless Data Protection Legislation
prohibits such notification on important grounds
of public interest.

The Data Processor shall limit the access to
Personal Data to employees for whom access
to said Data is necessary to fulfil the Data
Processor's obligations towards the Data
Controller.

6. TERM AND TERMINATION OF THE DATA
PROCESSING AGREEMENT

At the end of the Services provided under the
Contract, the Data Processor undertakes to
return the Personal Data to the Data Controller.
The return of the Personal Data must be
accompanied by the destruction of all existing
copies in the information systems of the Data
Processor. Once destroyed, the Data
Processor must justify the destruction in writing.

If the Data Processor is required based on
European Union or Member State law to retain
all or part of the Personal Data for a longer
period than is possible based on the period
mentioned in the Annex 1, the Data Processor
shall immediately communicate this in writing to
the Data Controller, stating the basis, term and
scope of such obligation.

Dong-A ST Co. Ltd.

5.2

5.3

6.1

6.2

musi zajistit, aby se osoby opravnéné ke

zpracovani Osobnich Udaji  zavazaly k
micenlivosti nebo aby mély pfisluSnou
zakonnou povinnost mi€enlivosti.

Zpracovatel osobnich Udaju  neposkytne
Osobni Udaje tretim stranam ani nebude
pofizovat kopie Osobnich udajd, pokud to neni
nezbytné nutné pro plnéni  povinnosti
Zpracovatele osobnich udajd va¢i Spravci
osobnich  Udaja  podle této Dohody o

zpracovani Udaju. Zpracovatel osobnich Udajd
bude informovat Spravce osobnich udaju o
zverejnéni do ftficeti (30) dnfi, pokud pravni
pfedpisy o ochrané udajl nezakazuji takové
oznameni z dilezitych duavodd vefejného
zajmu.

Zpracovatel osobnich (daja omezi pFistup k
Osobnim Gdajum na zaméstnance, pro které je
pfistup k uvedenym udajim nezbytny pro
splnéni  povinnosti Zpracovatele osobnich
udaju vugci Spravci osobnich udajl.

6. DOBA PLATNOSTI A UKONCENI
DOHODY O ZPRACOVANI UDAJU

Na konci Sluzeb poskytovanych na zakladé
Smlouvy se Zpracovatel osobnich Gdaju
zavazuje vratit Osobni Udaje Spravci osobnich
Udaji. Vraceni Osobnich udaju musi byt
doprovazeno zni¢enim vSech existujicich kopii
v informaénich  systémech Zpracovatele
osobnich udaju. Po zni¢eni musi Zpracovatel
osobnich udaju zni€eni pisemné zddvodnit.

Je-li  Zpracovatel osobnich 0daji podle
pravnich pfedpisi Evropské unie nebo
Clenského statu povinen uchovat vSechny nebo
¢ast Osobnich 0daji po delSi dobu, nez je
mozné na zakladé obdobi uvedeného v Pfiloze
1, Zpracovatel osobnich udaju to neprodlené
pisemné sdéli Spravci osobnich udaju s
uvedenim zakladu, doby a rozsahu této
povinnosti.

Fakultni nemocnice v Motole
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Annex 1 — Data Processing

This Annex 1 sets out the following information
regarding the Processing of Personal Data:

e Subject-matter of the Processing

The subject-matter of the processing is the
performance of services or tasks by the Institution;
The services are provided within the scope of this
Agreement and the DMB-3115-2 Clinical Trial
Protocol.

¢ Duration of the Processing

The processing will continue until completion of the
services and for any subsequent storage or
processing period as defined in this agreement (at
least 15 years after the study end).

¢ Nature and purpose of the Processing

The processing consists in collecting, transferring,
archiving, personal data relating to the subjects
enrolled in this clinical study.

The purpose of this processing is to conduct the
clinical study in accordance with the clinical trial
protocol and Good Clinical Practices (GCP).

e Categories of Personal
sensitive data)

Data (including
Patients: gender, Patients ID, health data, ethnical
or racial origin.

Study Staff Members: Firstname, surname, emalil,
postal address, phone number

e Categories of Data Subjects

Patients: gender, Patients ID, health data, ethnical
or racial origin.

Study Staff Members: Firstname, surname, emalil,
postal address, phone number

Priloha 1 - Zpracovani udaju

Tato PFiloha 1 stanovi nasledujici informace tykajici
se zpracovani osobnich udaji:

e  Predmét zpracovani

Pfedmétem zpracovani je vykon sluzeb nebo Ukolu
Zdravotnickym zafizenim. Sluzby jsou poskytovany
v ramci této Smlouvy a Protokolu DMB-3115-2 o
klinickém hodnoceni.

e Doba zpracovani

Zpracovani bude pokraCovat az do dokonceni
sluzeb a po jakékoli dalSi obdobi skladovani nebo
zpracovani, jak je definovano v této smlouvé
(nejméné 15 let po skonCeni studie).

e Povaha a ucel zpracovani
Zpracovani spo€iva ve shromazdovani, pfenosu,
archivaci, osobnich udaji tykajicich se subjekti
zafazenych do této klinické studie.
Ugelem tohoto zpracovani je provadét klinickou

studii v souladu s protokolem o klinickém hodnoceni
a se spravnou klinickou praxi (GCP).

e Kategorie osobnich udaji (véetné citlivych
udaju)

Pacienti: pohlavi, ID pacienta, zdravotni udaje,
etnicky nebo rasovy plvod

Clenové studijniho tymu: Kfestni jméno, pfijmeni, e-
mailova adresa, postovni adresa, telefonni islo

e Kategorie subjektd udaji

Pacienti: pohlavi, ID pacienta, zdravotni udaje,
etnicky nebo rasovy plvod

Clenové studijniho tymu: Kfestni jméno, pfijmeni, e-
mailova adresa, postovni adresa, telefonni islo
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ATTACHMENT D
STANDARD CONTRACTUAL CLAUSES

SECTION |
Clause 1
Purpose and scope

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

Data Protection Regulation) for the
transfer of personal data to a third
country.

b) The Parties:

i. the natural or legal person(s), public
authority/ies, agencylies or other
body/ies  (hereinafter ‘entity/ies’)
transferring the personal data, as
listed in Annex LA (hereinafter each
‘data exporter’), and

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

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

c) These Clauses apply with respect to the
transfer of personal data as specified in

Annex |.B.
d) 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

a) These Clauses set out appropriate
safeguards, including enforceable data
subject rights and effective legal
remedies, pursuant to Article 46(1) and
Article 46(2)(c) of Regulation (EU)
2016/679 and, with respect to data
transfers from controllers to processors
and/or  processors to  processors,
standard contractual clauses pursuant to
Article 28(7) of Regulation (EV)

a) Ugelem

b)

c)

d)

a)

PRILOHA D
STANDARDNI SMLUVNi DOLOZKY

ODDIL |
Dolozka 1
Ucel a oblast ptisobnosti

téchto  standardnich  smluvnich
doloZzek je zajistit dodrzovani pozadavki
uvedenych v nafizeni Evropského parlamentu
a Rady (EU) 2016/679 ze dne 27. dubna 2016
o ochrané fyzickych osob v souvislosti se

zpracovanim osobnich ddaji a o volném
pohybu téchto udaja (obecné nafizeni
o ochrané dajll), pokud jde o pfedavani

osobnich udaja do treti zemé.

Strany:
fyzickd nebo pravnicka osoba Ci osoby,
organ €i organy vefejné moci, agentura Ci
agentury nebo jiny subjekt &i jiné subjekty
(dale jen ,subjekt” ¢i ,subjekty”) pfedavajici
osobni udaje, uvedené v pfiloze | Casti
A (dale jen ,vyvozce udaju“), a
subjekt &i subjekty ve treti zemi, pfijimajici
pfimo nebo nepfimo prostfednictvim jiného
subjektu, jenz je rovnéz stranou téchto
dolozek, osobni Udaje od vyvozce udajq,
uvedené v pfiloze |c&asti A (dale jen
~-dovozce udaju"),
se dohodly na téchto standardnich smluvnich
doloZkach (dale jen ,dolozky").

Tyto doloZzky se pouZiji sohledem na
predavani osobnich udaju podle pfilohy | ¢asti
B.

Dodatek k témto dolozkam obsahujici pfilohy,
na néz se v téchto dolozkach odkazuje, tvofi
nedilnou soucast téchto dolozek.

Dolozka 2
Uéinek a neménnost dolozek

Tyto doloZky stanovi vhodné zéaruky, véetné
vymahatelnych prav subjektu udaji a ucinné
pravni ochrany, podle ¢l. 46 odst.1 adl. 46
odst. 2 pism. c¢) nafizeni (EU) 2016/679
a s ohledem na pfedavani udaju od spravcu
zpracovatelim a/nebo od zpracovatell
zpracovatelim, standardni smluvni dolozky
podle ¢l. 28 odst. 7 nafizeni (EU) 2016/679,
pokud nebudou zménény, s vyjimkou vybéru
vhodného modulu (vhodnych moduld) nebo za
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2016/679, provided they are not modified,
except to select the appropriate
Module(s) or to add or update information
in the Appendix. This does not prevent
the Parties from including the standard
contractual clauses laid down in these
Clauses in a wider contract and/or to add
other clauses or additional safeguards,
provided that they do not contradict,
directly or indirectly, these Clauses or
prejudice the fundamental rights or
freedoms of data subjects.

b) These Clauses are without prejudice to
obligations to which the data exporter is
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;
ii. Clause 8.1 (b) and Clause 8.3(b);

iii. N/A
iv. N/A
V. Clause 13;
Vi. Clause 15.1(c), (d) and (e);
Vii. Clause 16(e);
viii. Clause 18.
b) Paragraph (a) is without prejudice to
rights of data subjects under Regulation
(EVU) 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 of
Regulation (EU) 2016/679.

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

Clause 5

Hierarchy

b)

a)

Vi.
Vii.
viii.

UCelem pfidani nebo aktualizace informaci
vdodatku. To smluvnim stranam nebrani
vtom, aby zahrnuly standardni smluvni
dolozky stanovené v téchto dolozkach do Sirsi
smlouvy a/nebo pfidaly dalSi dolozky nebo
dodate¢né zaruky, pokud nebudou pfimo nebo
nepfimo v rozporu s témito dolozkami nebo
nebudou dotéena =zakladni prava nebo
svobody subjektd udajl.

Témito doloZzkami nejsou dotéeny povinnosti,
které se vztahuji na vyvozce udaju na zakladé
narizeni (EU) 2016/679.

Dolozka 3
Opravnéné treti strany

Subjekty udajli se mohou jako opravnéné treti
strany ve vztahu k vyvozci a/nebo dovozci
Udaji dovolavat téchto dolozek a vymahat je,
a to s nasledujicimi vyjimkami:

dolozka 1, dolozka 2, dolozka 3, dolozka 6,
dolozka 7;

dolozka 8.1 pism. b) a dolozka 8.3 pism.
b);

N/A

N/A

dolozka 13;

dolozka 15.1 pism. c), d) a e);

doloZka 16 pism. e);

dolozka 18.

b) Pismenem a) nejsou dotéena prava subjektl

a)

b)

c)

udaju podle nafizeni (EU) 2016/679.

DolozZka 4
Vyklad

Pokud tyto dolozky pouzivaji pojmy, které jsou
vymezeny v nafizeni (EU) 2016/679, maji tyto
pojmy stejny vyznam jako v uvedeném
nafizeni.

Tyto doloZky je tfeba Cist a vykladat s ohledem
na ustanoveni nafizeni (EU) 2016/679.

Tyto dolozky nebudou vykladany Zadnym
zpusobem, ktery by byl vrozporu s pravy
a povinnostmi stanovenymi v nafizeni (EU)
2016/679.

Dolozka 5

Hierarchie

Czech Republic _Clinical Trial Agreement _INSTITUTION based on IQVIA Global template — 1 May 2019

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Dong-A ST Co. Ltd. / DMB-3115-2

Fakultni nemocnice v Motole /

Version / Verze: Redacted_07092021

CONFIDENTIAL / DUVERNE
Page / Strana 50 of / z 61



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

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 I.B.

Clause 7 — Optional
Docking clause

a) An entity that is not a Party to these
Clauses may, with the agreement of the
Parties, accede to these Clauses at any
time, either as a data exporter or as a
data importer, by completing the
Appendix and signing Annex |.A.

b) Once it has completed the Appendix and
signed Annex |.A, the acceding entity
shall become a Party to these Clauses
and have the rights and obligations of a
data exporter or data importer in
accordance with its designation in Annex
lLA.

c) The acceding entity shall have no rights
or obligations arising under these
Clauses from the period prior to
becoming a Party.

SECTION Il — OBLIGATIONS OF THE PARTIES
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  organisational
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

V pfipadé rozporu mezi témito dolozkami
a ustanovenimi souvisejicich dohod mezi stranami,
které existovaly v dobé sjednani téchto dolozek, nebo
které byly uzavieny az po jejich sjednani, maji tyto
dolozky prednost.

Dolozka 6
Popis predavani

Podrobnosti tykajici se pfedavani, zejména kategorie
osobnich udajl, které jsou pfedavany, a ucel nebo
ucely, pro které jsou pfedavany, jsou uvedeny v pfiloze
| Casti B.

Dolozka 7 — volitelna
Dolozka o pristoupeni

a) Subjekt, ktery neni stranou téchto dolozek,
muze se souhlasem stran k témto dolozkam
kdykoli pfistoupit, bud jako vyvozce udajq,
nebo jako dovozce udajia, ato vyplnénim
dodatku a podepsanim prilohy | ¢asti A.

b) Poté, co pfistupujici subjekt vyplni dodatek
a podepiSe prilohu | &ast A, stane se stranou
téchto dolozek ama prava a povinnosti
vyvozce Udajl nebo dovozce udaji v souladu
se svym ur€enim v pfiloze | Casti A.

c) Pristupujici subjekt nema zadna prava ani
povinnosti na zakladé téchto doloZek plynouci
z obdobi pfed tim, nez se stal stranou.

ODDIL Il - POVINNOSTI STRAN
Dolozka 8
Zaruky ochrany udaju
Vyvozce udaju zaruéuje, ze vynalozil pfiméfené usili,
aby mohl stanovit, zda je dovozce udaji schopen —

zavedenim vhodnych technickych a organizacnich
opatfeni — plnit své povinnosti podle téchto dolozek.

8.1. Pokyny

a) Vyvozce Udaji zpracovava osobni udaje
pouze na zakladé dolozenych pokynt od
dovozce udaju, ktery jedna jako jeho spravce.

b) Vyvozce udaju neprodlené informuje dovozce
udaji, pokud neni schopen tyto pokyny
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follow those instructions, including if such
instructions infringe Regulation (EU)
2016/679 or other Union or Member State
data protection law.

c) 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.

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

8.2 Security of processing

a) The Parties shall implement appropriate
technical and organisational 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, unauthorised disclosure or
access (hereinafter ‘personal data
breach’). In assessing the appropriate
level of security, they shall take due
account of the state of the art, the costs
of implementation, the nature of the
personal data, the nature, scope, context
and purpose(s) of processing and the
risks involved in the processing for the
data subjects, and in particular consider
having recourse to encryption or
pseudonymisation,  including  during
transmission, where the purpose of
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
(8). 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 authorised to process the
personal data have committed
themselves to confidentiality or are under
an appropriate statutory obligation of
confidentiality.

c)

d)

b)

c)

dodrzovat, vCetné pfipadl, kdy tyto pokyny
porusuji nafizeni (EU) 2016/679 nebo jiné
pravni predpisy Unie nebo ¢lenského statu
v oblasti ochrany udaju.

Dovozce udaji se zdrzi pfijimani jakychkoli
opatfeni, ktera by vyvozci Udajli branila
v plnéni jeho povinnosti podle nafizeni (EU)
2016/679, mimo jiné v kontextu dil€iho
zpracovani, nebo pokud se jedna o spolupraci
s pfisluSnymi dozorovymi ufady.

Po skonéeni poskytovani zpracovatelskych
sluzeb vyvozce (daji v souladu s volbou
dovozce Udajli vymaze vSechny osobni udaje
zpracovavané jménem  dovozce  udajl
a potvrdi dovozci udaju, ze tak ucinil, nebo
dovozci udaju vrati vSechny osobni udaje
zpracovavané jeho jménem a vymaze vSechny
existujici kopie.

8.2. Zabezpeceni zpracovani

Strany zavedou vhodna technicka
a organizacni opatfeni k zajisténi zabezpeceni
Udajt, ato ibé&hem predavani, a zajisti
ochranu pfed porusenim  zabezpeceni
vedoucim k nahodnému nebo protipravnimu
zniCeni, ztraté, zméné&, neopravnénému
poskytnuti nebo zpfistupnéni (dale jen
sporuSeni zabezpeeni osobnich udajd“). Pfi
posuzovani vhodné Urovné zabezpecleni
strany nalezité zohledni aktualni stav techniky,
naklady na provedeni, povahu osobnich udaju,
povahu, rozsah, kontext a u€el nebo Uucely
zpracovani a rizika pro subjekty udaju spojena
se zpracovanim, azejména zvazi pouziti
Sifrovani nebo pseudonymizace, a to i b&hem
predavani, pokud lze timto zpUsobem splinit
ucel zpracovani.

Vyvozce Udajlii pomaha dovozci udaju pfi
zajiStovani odpovidajiciho zabezpeceni udajd
v souladu s pismenem a). V pfipadé poruseni
zabezpe€eni osobnich (daji tykajiciho se
osobnich udajli zpracovavanych vyvozcem
Udaju podle téchto dolozek vyvozce udajl
poda hlaseni dovozci udaji bez zbyte¢ného
odkladu poté, co se 0 ném dozvédél, a dovozci
Udaju bude pfi feSeni uvedeného poruseni
napomocen.

Vyvozce Udaju zajisti, aby se osoby opravnéné
zpracovavat osobni Udaje zavazaly
k mi€enlivosti, nebo aby se na né vztahovala
zakonna povinnost mi¢enlivosti.
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8.3 Documentation and compliance

a) The Parties 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 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.

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
authorised to handle complaints. It shall
deal promptly with any complaints it
receives from a data subject.
[OPTION: The data importer agrees that
data subjects may also lodge a complaint
with an independent dispute resolution
body at no cost to the data subject. It
shall inform the data subjects, in the
manner set out in paragraph (a), of such
redress mechanism and that they are not
required to use it, or follow a particular
sequence in seeking redress.]

Clause 12
Liability

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

b) 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

8.3. Dokumentace a plnéni povinnosti

a) Strany musi byt schopny prokazat dodrzovani
téchto dolozZek.

b) Vyvozce udaji poskytne dovozci udajl
veskeré informace potfebné k dolozeni toho,
Ze byly spInény povinnosti stanovené v téchto
dolozkach, umozni provedeni auditl a bude
k nim pfispivat.

Dolozka 9
N/A
Dolozka 10
Prava subjektt udaju

Strany si vzajemné& pomahaji pfi odpovidani na dotazy
a zadosti subjektll udaji podle mistniho prava
pouzitelného na dovozce udaji nebo v pfipadé
zpracovani udajl dovozcem udaju v EU podle nafizeni
(EU) 2016/679.

Dolozka 11
Naprava

a) Dovozce udaji transparentné ave snadno

pfistupném formatu informuje subjekty udaju
prostfednictvim individualniho oznameni nebo
na svych internetovych strankach o kontaktnim
misté opravnéném vyfizovat stiznosti. Takové
misto neprodlené vyfidi jakékoli stiznosti, které
od subjektu udajl pfijme.
[VARIANTA: Dovozce udaji souhlasi s tim, ze
subjekty udaju mohou rovnéz bezplatné podat
stiznost u nezavislého organu pro feSeni
sport. O tomto mechanismu napravy a o tom,
Ze subjekty udajd nejsou povinny jej vyuzivat
nebo postupovat podle konkrétniho postupu
pfi hledani napravy, dovozce udaji informuje
subjekty  udaju zpusobem uvedenym
vV pismenu a).]

Dolozka 12
Odpovédnost

a) Kazda strana je vuci druhé strané/ostatnim
stranam odpovédnéa za jakoukoli ujmu, kterou
druhé strané/ostatnim stranam pfi poruseni
téchto dolozek zpusobi.

b) Kazda strana je odpovédna vuci subjektu
Udaju a subjekt Udaji ma narok na nahradu
jakékoli hmotné nebo nehmotné ujmy, kterou
strana zpuUsobi subjektu Udaju porusenim prav
néleZejicich opravnéné treti strané na zakladé
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breaching the third-party beneficiary
rights under these Clauses. This is
without prejudice to the liability of the data

exporter under Regulation (EV)
2016/679.
c) 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
shall be jointly and severally liable and
the data subject is entitled to bring an
action in court against any of these
Parties.

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

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

Clause 13
N/A
SECTION Il = 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 warrant that they have no
reason to believe that the laws and
practices in the third country of
destination applicable to the processing
of the personal data by the data importer,
including any requirements to disclose
personal data or measures authorising
access by public authorities, prevent the
data importer from fulfilling its obligations
under these Clauses. This is based on
the understanding that laws and practices
that respect the essence of the
fundamental rights and freedoms and do
not exceed what is necessary and
proportionate in a democratic society to
safeguard one of the objectives listed in
Article 23(1) of Regulation (EV)
2016/679, are not in contradiction with
these Clauses.

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

c)

d)

e)

téchto dolozek. Tim neni dotéena odpovédnost
vyvozce udaju podle nafizeni (EU) 2016/679.

Pokud je za Ujmu zpusobenou subjektu udaju

v dusledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou
spole¢nou a nerozdilnou odpovédnost

vSechny odpovédné strany a subjekt udaju je
opravnén proti kterékoli z téchto stran podat
Zalobu u soudu.

Smluvni strany se dohodly, Zze pokud je jedna
ze smluvnich stran odpovédna podle pismene
c), je opravnéna pozadovat od druhé smluvni
strany/ostatnich smluvnich stran zpét c&ast
nahrady ujmy odpovidajici jeji odpovédnosti za
ujmu.

Dovozce Udaju se nemize dovolavat jednani
zpracovatele nebo dil¢iho zpracovatele, aby
se vyhnul své vlastni odpovédnosti.

Dolozka 13
N/A

ODDIL Iil - MiSTNi PRAVNi PREDPISY

A POVINNOSTI V PRIPADE PRISTUPU ORGANU

VEREJNE MOCI

Dolozka 14

Mistni pravni predpisy a postupy majici dopad na

a)

b)

dodrzovani dolozek

Strany zarucuji, Ze nemaji divod se domnivat,
Ze pravni pfedpisy a postupy ve tfeti zemi
uréeni, které se vztahuji na zpracovani
osobnich Udaju  dovozcem udajt, vcetné
jakychkoli  pozadavkl na  zpfistupnéni
osobnich uUdaju nebo opatfeni, kterymi se
povoluje pfistup organiim vefejné moci, brani
dovozci udaja pfi plnéni svych povinnosti
podle téchto dolozek. To je zalozeno na
predpokladu, ze pravni pFedpisy a postupy,

které respektuji podstatu zakladnich prav
a svobod a neprekraluji to, co je
v demokratické spole€nosti nezbytné
a pfiméfené  k zajisténi  jednoho  zcill
uvedenych v ¢€l. 23 odst. 1 nafizeni (EU)
2016/679, nejsou VvV rozporu s témito
dolozkami.

Smluvni strany prohlasuji, ze pfi poskytovani
zaruky uvedené v pismenu a) nalezité
zohlednily zejména nasleduijici 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 used; intended onward
transfers; the type of recipient; the
purpose of processing; the categories
and format of the transferred personal
data; the economic sector in which the
transfer occurs; the storage location of
the data transferred;

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

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

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

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

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

f) Following a notification pursuant to
paragraph (e), or if the data exporter
otherwise has reason to believe that the
data importer can no longer fulfil its
obligations under these Clauses, the data
exporter shall promptly identify
appropriate measures (e.g. technical or
organisational measures to ensure

d)

e)

f)

i. konkrétni okolnosti pfedani, vcetné délky
zpracovatelského fetézce, poctu
zapojenych subjektd a pouzitych kanall pro
pfenos udajli, zamySlené dalSi pfedani,
druh pfijemce, ucely zpracovani, kategorie
aformat predavanych osobnich udaja,
hospodarské odvétvi, v némz se predavani
uskute€huje, misto, kde se predané udaje
uchovavaji;

i. pravni predpisy a postupy treti zemé uréeni
— vCetné téch, které vyzaduji zpfistupnéni
Udaji organum vefejné moci nebo povolu;ji
pfistup téchto organi - relevantni
s ohledem na konkrétni okolnosti pfedani,
jakoz i pouzitelna omezeni a zaruky;

iii. veSkeré pfislusné smluvni, technické nebo
organizaCni zaruky zavedené za ucelem
doplnéni zaruk podle téchto dolozek, véetné
opatfeni uplatiovanych bé&hem pFedani
a zpracovani osobnich Udaji v zemi urceni.

Dovozce udaju zarucuje, Ze pfi provadéni
posouzeni podle pismene b) vynalozil
maximalni usili, aby poskytl vyvozci udaju
relevantni informace, a souhlasi s tim, Ze bude
pfi zajiStovani dodrzovani téchto dolozek
s vyvozcem udajd i nadale spolupracovat.

Strany souhlasi, Ze posouzeni podle pismene
b) zdokumentuji ana pozZadani zpfistupni
pfislusnému dozorovému uradu.

Dovozce udaju souhlasi s tim, ze neprodlené
uvédomi vyvozce Udaju, pokud ma po
vyjadfeni souhlasu s témito ustanovenimi a po
dobu trvani smlouvy divod se domnivat, ze se
na né&j vztahuji, nebo se zalaly vztahovat
pravni predpisy nebo postupy, které nejsou
v souladu s pozadavky podle pismene a), a to
i po zméné v pravnich predpisech tfeti zemé
nebo opatfeni (jako je napfiklad Zadost
o poskytnuti udaj), jez svédéi otom, ze
uplatiiovani téchto pravnich predpist v praxi
neni vsouladu s pozadavky uvedenymi
VvV pismeni a).

Po oznameni podle pismene €), nebo pokud
ma vyvozce udaju jinak divod se domnivat, ze
dovozce udaju jiz nemuze plnit své povinnosti
na zakladé téchto dolozek, vyvozce udaju
neprodlené uréi vhodna opatfeni (napf.
technicka nebo  organizacni  opatfeni
k zajisténi bezpecnosti a divérnosti), ktera ma
pFijmout vyvozce udajl a/nebo dovozce uUdaju
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security and confidentiality) to be adopted
by the data exporter and/or data importer
to address the situation. The data
exporter shall suspend the data transfer if
it considers that no appropriate
safeguards for such transfer can be
ensured, or if instructed by the competent
supervisory authority to do so. In this
case, the data exporter shall be entitled to
terminate the contract, insofar as it
concerns the processing of personal data
under these Clauses. If the contract
involves more than two Parties, the data
exporter may exercise this right to
termination only with respect to the
relevant Party, unless the Parties have
agreed otherwise. Where the contract is
terminated pursuant to this Clause,
Clause 16(d) and (e) shall apply.

Clause 15

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

15.1 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

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

b) 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

Pov

a)

b)

k feSeni situace. Vyvozce udaji pozastavi
prfedavani udaji, pokud se domniva, ze pro
toto pfedavani nemohou byt zajistény zadné
vhodné zaruky, nebo pokud mu da pokyn
pfislusny dozorovy urad. V tomto pfipadé je
vyvozce Udajl opravnén vypovédét smlouvu,
pokud jde o zpracovani osobnich udaji podle
téchto dolozek. Jestlize smlouva zahrnuje vice
nez dvé smluvni strany, muze vyvozce Udajl
toto pravo na vypovézeni uplatnit pouze ve
vztahu k pfislusné strané, pokud se strany
nedohodly jinak. Jestlize je smlouva
vypovézena podle této dolozky, pouzije se
dolozka 16 pism. d) a e).

Dolozka 15

innost dovozce udajti v pripadé pristupu
organu verejné moci

15.1. Oznameni

Dovozce Udaji souhlasi s tim, Ze neprodlené
uvédomi vyvozce Uudajd, aje-li to mozné,
subjekt udaja (v pfipadé potfeby s pomoci
vyvozce udaja), pokud:

na zakladé pravnich predpist zemé ureni
obdrzi pravné zavaznou zadost od organu
vefejné moci, vcetné soudnich organd,
0 zpfistupnéni osobnich udaju pfedanych
podle téchto dolozek; takové oznameni
obsahuje informace 0 poZadovanych
osobnich udajich, doZadujicim organu,
pravnim zakladu Zadosti a poskytnuté
odpovédi, nebo

se dozvi o jakémkoli pfimém pfistupu
organu vefejné moci k osobnim ddajim
predavanym podle téchto dolozek v souladu
s pravnimi predpisy zemé urceni; takové
oznameni obsahuje vS8echny informace
dostupné dovozci.

Pokud je podle pravnich predpist zemé urceni
dovozci Udajl zakazano informovat vyvozce
Udaju a/nebo subjekt udajl, souhlasi dovozce
udaju stim, ze za ucelem co nejrychlejsiho
sdéleni co nejvétsiho mnozstvi informaci
vynalozi maximalni usili, aby od tohoto zakazu
bylo upusténo. Dovozce udaji souhlasi, ze
zdokumentuje své maximalni usili, aby je mohl
na zadost vyvozce udajl prokazat.
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them on request of the data exporter.

c) Where permissible under the laws of the
country of destination, the data importer
agrees to provide the data exporter, at
regular intervals for the duration of the

contract, with as much relevant
information as possible on the requests
received (in particular, number of
requests, type of data requested,

requesting authority/ies, whether requests
have been challenged and the outcome
of such challenges, etc.).

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

e) 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 minimisation

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).

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

c)

d)

e)

15.2.

b)

Je-li to povoleno pravnimi pfedpisy zemé
uréeni, dovozce Uudajl souhlasi, Ze bude
poskytovat vyvozci Udaju v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantné;si informace o pfijatych
Zadostech  (zejména informace o poctu
Zadosti, druhu pozadovanych udaju,
doZadujicim organu nebo organech, zda byly
tyto zadosti napadeny a vysledek takového
napadeni atd.).

Dovozce udajli souhlasi stim, ze po dobu
trvani smlouvy bude informace podle pismene
a) az c) uchovavat a na vyzadani je poskytne
pfislusnému dozorovému uradu.

Pismeny a) az c) neni dotéena povinnost
dovozce udaju podle dolozky 14 pism. e)
a dolozky 16 neprodlené informovat vyvozce
Gdaju, pokud neni schopen tyto dolozky
dodrzovat.

Prezkum zakonnosti a minimalizace udaju
Dovozce Udajl souhlasi s tim, Ze pfezkouma

zakonnost zadosti o poskytnuti udaju, zejména
zda neprekro€ila meze pravomoci udélenych

dozadujicimu organu vefejné moci, aze
Zadost napadne, pokud po peclivém
posouzeni dojde kzavéru, Zze existuji

opodstatnéné divody se domnivat, ze zadost
je podle pravnich predpisi zemé urceni,
platnych zavazk( podle mezinarodniho prava
a zasad mezinarodni zdvofilosti protipravni.
Dovozce udaji za stejnych podminek vyuziva
moznosti odvolani. PFfi napadeni zadosti
dovozce Uudaju pfijme pfedbézna opatfeni
s cilem pozastavit u€inky Zadosti, dokud
pfislusny soudni organ nerozhodne o jeji
opodstatnénosti. Nezpfistupni pozadované
osobni Udaje, dokud mu takova povinnost
nebude stanovena na zakladé platnych
procesnich pravidel. Témito pozadavky nejsou
dotéeny povinnosti dovozce udaju podle
doloZky 14 pism. e).

Dovozce udaju souhlasi, ze zdokumentuje své
pravni posouzeni ijakékoli napadeni Zadosti
o poskytnuti Udaji a v rozsahu povoleném
pravnimi predpisy zemé urceni zpfistupni
dokumentaci vyvozci Udaji. Na pozadani ji
rovnéz zpristupni pfisluSnému dozorovému
Ufadu.
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c) 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
the data exporter if it is unable to comply
with these Clauses, for whatever reason.

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

c) 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;

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, the data
exporter may exercise this right to
termination only with respect to the
relevant Party, unless the Parties have
agreed otherwise.

d) Personal data collected by the data

c)

a)

b)

d)

e)

Dovozce udaju  souhlasi s poskytnutim
minimalniho pfipustného mnozstvi informaci
pfi odpovédi na zadost o zpfistupnéni, a to na
zakladé pfiméfeného vykladu zadosti.

ODDIL IV - ZAVERECNA USTANOVENI
Dolozka 16

Nedodrzeni dolozek a vypovézeni

Dovozce udaji neprodlené informuje vyvozce
Udaji, pokud neni zjakéhokoli duvodu
schopen tyto dolozky dodrzet.

Pokud dovozce Udajl porusi tyto doloZzky nebo
neni schopen tyto dolozky dodrzet, vyvozce
Udaju pozastavi predavani osobnich udajd
dovozci Udajli, dokud neni dodrzovani opét
zajisténo nebo smlouva vypovézena. Timto
neni dotéena dolozka 14 pism. f).

Vyvozce Udajll je opravnén vypovédét

smlouvu vrozsahu, vnémz se jedna

0 zpracovani osobnich Udaju podle téchto
dolozek, pokud:

i. vyvozce Udaju  pozastavil

prfedavani osobnich udajd

dovozci udaji podle pism. b)

a dodrzovani téchto dolozek

neni v pfiméfrené Ihité
a v kazdém pripadé do
jednoho mésice od

pozastaveni obnoveno;

i. dovozce udaju tyto dolozky

podstatné nebo trvale
porusuje nebo

iii. dovozce udaj nedodrzi
zavazné rozhodnuti
pfislusného  soudu  nebo
dozorového Ufadu tykajiciho
se jeho povinnosti podle

téchto dolozek.

V takovych pfipadech o nedodrzeni informuje
pfislusny dozorovy ufad. Pokud smlouva
zahrnuje vice nez dvé smluvni strany, muze
vyvozce Udaji toto pravo na vypovézeni
uplatnit pouze ve vztahu k pfislusné strané,
pokud se strany nedohodly jinak.

Osobni udaje shromazdéné vyvozcem udajl
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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.

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

Clause 17
Governing law
These Clauses shall be governed by the law of a
country allowing for third-party beneficiary rights.
The Parties 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.

v EU, které byly pfedany pfed vypovézenim
smlouvy podle pismene c), musi byt
neprodlené vymazany v celém rozsahu,
véetné veskerych jejich kopii. Dovozce udaju
potvrdi vyvozci udajll, zZe byly udaje vymazany.
Dokud nejsou udaje vymazany nebo vraceny,
dovozce Udaju nadale zajistuje soulad s témito
dolozkami. V pfipadé, Ze se na dovozce Udajl
vztahuji mistni pravni pfedpisy, které mu
zakazuji pfedané osobni udaje vratit nebo
vymazat, dovozce Udajli zarucuje, Ze bude
i nadale zajiStovat dodrzovani téchto dolozek
a bude udaje zpracovavat pouze v takovém
rozsahu atak dlouho, jak to uvedené mistni
pravo vyzaduje.

f) Kterékoli ze stran midze odvolat svijj souhlas
stim, Zze bude vazana témito dolozkami,
pokud i) Evropska komise pfijme rozhodnuti
podle ¢l. 45 odst. 3 nafizeni (EU) 2016/679
tykajici se predavani osobnich udaju, na které
se tyto dolozky vztahuji, nebo ii) se nafizeni
(EU) 2016/679 stane soucasti pravniho ramce
zemé, do které jsou osobni udaje predavany.
Tim nejsou dotéeny dalSi povinnosti vztahujici
se na dotéené zpracovani podle nafizeni (EU)
2016/679.

Dolozka 17
Rozhodné pravo
Tyto doloZky se Fidi pravem zemé, jeZz umozZfiuje
uplatiovat prava nalezejici opravnené freti strane.
Strany se dohodly, Ze se budou Fidit pravem Ceské
republiky.
Dolozka 18

Volba soudu a prislusnost

Veskere spory vyplyvajici ztéchto dolozek budou
feSeny soudy Ceské republiky.
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ANNEX|
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 v Motole

Address: V Uvalu 84, 105 06 Praha 5, Czech
Republic

Contact person’s name, position and contact details:

Activities relevant to the data transferred under
these Clauses: science research
Signature and date:

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: Dong-A ST Co. Ltd.
Address: 64 Cheonho-daero,
Seoul, Korea

Contact person’s name, position and contact details:

Dongdaemun-gu,

Activities relevant to the data transferred under
these Clauses: science research
Signature and date:

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

Categories of data subjects whose personal data is
transferred

Patients: gender, Patients ID, health data, ethnical
or racial origin

Study Staff Members: Firstname, surname, emalil,
postal address, phone number

Categories of personal data transferred

Patients: gender, Patients ID, health data, ethnical
or racial origin

Study Staff Members: Firstname, surname, email,
postal address, phone number

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.

PRILOHA |
A. SEZNAM SMLUVNICH STRAN

Vyvozce (vyvozci) udaji: [TotoZnost a kontaktni
udaje  vyvozce/vyvozcld  udaju  a v pfislusném
pfipadé jeho/jejich povéfence pro ochranu osobnich
Udaji a/nebo zastupce v Evropské unii]

Jméno/nazev: Fakultni nemocnice v Motole
Adresa; V Uvalu 84, 105 06 Praha 5, Ceska
republika

Jméno, funkce a kontaktni udaje kontaktni osoby:

Cinnosti relevantni pro pfedavani Gdaji na zakladé
téchto dolozek: védecky vyzkum
Podpis a datum:

Uloha (spravce/zpracovatel): Zpracovatel

Dovozce nebo dovozci udajli: [TotoZnost
a kontaktni Udaje dovozce/dovozcl udaju, vcéetné
Jakékoli kontaktni osoby, ktera je odpovédna za
ochranu udajd]

Jméno/nazev: Dong-A ST Co. Ltd.
Adresa: 64 Cheonho-daero,
Seoul, Korejska republika

Jméno, funkce a kontaktni udaje kontaktni osoby:

Dongdaemun-gu,

Cinnosti relevantni pro pfedavani udajd na zakladé
téchto dolozek: védecky vyzkum
Podpis a datum:

Uloha (spravce/zpracovatel): Spravce
B. POPIS PREDANI

Kategorie subjekt’ udaju, jejichz osobni udaje se
predavayji

Pacienti: pohlavi, ID pacienta, zdravotni udaje,
etnicky nebo rasovy plvod

Clenové studijniho tymu: Kfestni jméno, pfijmeni, e-
mailova adresa, postovni adresa, telefonni islo

Kategorie pfedavanych osobnich tdaju

Pacienti: pohlavi, ID pacienta, zdravotni udaje,
etnicky nebo rasovy plvod

Clenové studijniho tymu: Kfestni jméno, pfijmeni, e-
mailova adresa, postovni adresa, telefonni Cislo

Citlivé udaje, které se predavaji (v pfislusnych
pfipadech), a uplatnéna omezeni nebo zaruky, jeZ
piné zohledriuji povahu udaji a souvisejici rizika,
napfiklad prisné tucelové omezeni, omezeni pristupu
(véetné pristupu pouze pro zaméstnance, ktefi
absolvovali  specializované  $koleni), vedeni
zaznamu o pfistupu k Gdajim, omezeni pro dalsi
predavani nebo dodateéna bezpecnostni opatreni.
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Patients: gender, Patients ID, health data, ethnical
or racial origin

Study Staff Members: Firstname, surname, email,
postal address, phone number

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

Nature of the processing

The processing consists in collecting, transferring,
archiving, personal data relating to the subjects
enrolled in this clinical study.

Purpose(s) of the data transfer and further
processing

The purpose of this processing is to conduct the
clinical study in accordance with the clinical trial

protocol and Good Clinical Practices (GCP).

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

The processing will continue until completion of the
services and for any subsequent storage or
processing period as defined in this agreement (at
least 15 years after the study end).

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

The same as stated above.

Pacienti: pohlavi, ID pacienta, zdravotni udaje,
etnicky nebo rasovy plvod

Clenové studijniho tymu: Kfestni jméno, pfijmeni, e-
mailova adresa, postovni adresa, telefonni islo

Cetnost predavani (napr. zda jsou tudaje predéavany
jednorazové nebo priubézné).
pribézné

Povaha zpracovani

Zpracovani spociva ve shromazdovani, pFenosu,
archivaci, osobnich udaju tykajicich se subjektl
zarazenych do této klinické studie.

Ucel nebo udely pfedani udaju a dalsi zpracovani

Ugelem tohoto zpracovani je provadét klinickou
studii v souladu s protokolem o klinickém hodnoceni
a se spravnou klinickou praxi (GCP).

Doba, po kterou budou osobni udaje uchovavany,
nebo neni-li ji mozné urcit, kritéria pouZita pro
stanoveni této doby

Zpracovani bude pokraCovat az do dokonceni
sluzeb a po jakékoli dalSi obdobi skladovani nebo
zpracovani, jak je definovano v této smlouvé
(nejméné 15 let po skonceni studie).

Pokud jde o pfedavani (diléim) zpracovatelum,
rovnéz uvedte prfedmét, povahu a trvani zpracovani

Stejné jako uvedené vyse.
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