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This clinical study agreement (“Agreement”),
effective from the date of publication in the
register of contracts (the “Effective Date”), is
entered into by and among Medpace Clinical
Research, LLC, with its principal office and
place of business at 5375 Medpace Way,
Cincinnati, Ohio 45227, tax ID 81-4138570
("Medpace”), represented by

Krajska zdravotni, a.s. with its principal office
and place of business at Socialni pece 3316/123,

400 11 Usti nad Labem, the Czech
Republic("Institution”),  represented  byPetr
Maly, MD, MBA, Director General;

and

(“Investigator”). Medpace, Institution, and

Investigator are sometimes collectively referred
to herein each as a “Party” or collectively as the
“Parties”.

WHEREAS, Meiji Seika Pharma Co., Ltd.
(“Sponsor”™) is sponsoring a clinical study on the
compound Nacubactam (the “Study Drug”), in
accordance with Protocol No. OP0595-5, titled A
Phase 3, Multi-Center, Randomized, Double-

Tato smlouva o  klinickém  hodnoceni
(,,smlouva”), v ucinnosti od data uvefejnéni
smlouvy v Registru smluv (,,datum ucinnosti”),
uzaviena mezi spole¢nosti Medpace Clinical
Research, LLC, se sidlem a provozovnou v 5375
Medpace Way, Cincinnati, Ohio 45227, DIC 81-
4138570 (,,Medpace”), zastoupenou

Krajska zdravotni, a.s., se sidlem Socialni péce
3316/12a, 400 11 Usti nad Labem, Ceska

republika (,,zdravotnické zafizeni”),
zastoupenym MUDr. Petr Maly, MBA,
generalnim feditelem;
a

(,,zkousejici”). SpoleCnost

Medpace, zdravotnické zatizeni a zkousejici jsou
zde n¢kdy spolecné oznacovany kazdy jako
»Strana“ nebo spolec¢né jako ,,strany*.

VZHLEDEM K TOMU, Ze Meiji Seika
Pharma Co., Ltd. (dale jen ,zadavatel) zadava
klinické hodnoceni latky Nacubactam (dale jen

v

»hodnocené 1éCivo™) v souladu s protokolem ¢.
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Blind Study to Evaluate the Efficacy and Safety
of Cefepime/Nacubactam or
Aztreonam/Nacubactam Compared to
Imipenem/Cilastatin in the Treatment of
Complicated Urinary Tract Infections or Acute
Uncomplicated Pyelonephritis, in Adults (the
“Protocol”), and Institution possesses expertise in
the conduct and performance of clinical studies.
The performance of the Protocol shall be referred
to herein as the “Study”; and

WHEREAS, Medpace is a contract research
organization which has been contracted by
Sponsor to manage and administer the Study,
including, but not limited to, negotiation and
execution of this Agreement; and

WHEREAS, Medpace desires that Institution
and Investigator participate in the conduct of the
Study in accordance with the Protocol and the
terms and conditions of this Agreement, and
Institution and Investigator desire to participate
in the conduct of the Study in accordance with the
Protocol and the terms and conditions of this

Agreement.

NOW THEREFORE, in consideration of the
foregoing and the mutual covenants and promises
set forth herein and other good and valuable
consideration, the receipt and adequacy of which
are hereby acknowledged, the Parties agree as
follows:

OP0595-5 s nazvem A Phase 3, Multi-Center,
Randomized, Double-Blind Study to Evaluate the
Efficacy and Safety of Cefepime/Nacubactam or
Aztreonam/Nacubactam Compared to
Imipenem/Cilastatin  in  the Treatment of
Complicated Urinary Tract Infections or Acute
Uncomplicated Pyelonephritis, in Adults (dale jen
,protokol) a ze zdravotnické zatizeni ma odborné
znalosti v oblasti vedeni a provadéni klinickych
hodnoceni. Provadéni protokolu se v tomto
dokumentu oznacuje jako ,,studie a

VZHLEDEM K TOMU, ze spole¢nost Medpace
je smluvni vyzkumnd organizace, kterd byla
zadavatelem povéfena fizenim a spravou studie,
mimo jiné vcetné sjednani a wuzavieni této
smlouvy, a

VZHLEDEM K TOMU, Ze spole¢nost Medpace
si pieje, aby se zdravotnické zatizeni a zkousSejici
podileli na provadéni studie v souladu s
protokolem a podminkami této smlouvy, a Ze
zdravotnické zafizeni a zkousejici si preji podilet
se na provadéni studie v souladu s protokolem a
podminkami této smlouvy.

PROTO, s ohledem na vyse uvedené a vzajemné
zévazky a sliby uvedené v tomto dokumentu a na
fadné a pfiméfené protiplnéni, jehoz pfijeti a
piiméfenost se timto potvrzuje, se strany dohodly
takto:
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1.1

1.2

1.3

1.4

1.5

SCOPE OF WORK

Institution and Investigator shall perform
the Study at Institution in strict compliance
with the terms and conditions of this
Agreement, any written instructions from
Sponsor and/or Medpace, all generally
accepted standards of Good Clinical
Practice, the Protocol, and with all
applicable local laws and regulations
governing the performance of clinical
investigations. The Study location will not
be changed without Medpace’s prior
written consent.

Prior to the start of  Study,
Medpace/Sponsor will obtain any and all
necessary approvals of the applicable
regulatory authorities and central Ethics
Committee. Investigator shall be
responsible for any submissions to
Institution’s local Ethics Committee, if
applicable.

Institution agrees to provide the
Investigator with free access to the
Institution’s applicable subject population
to recruit the number of subjects set forth
in the Investigator Responsibilities Section
below to participate in the Study, and will
facilitate the proper performance of the
Study.

Sponsor or its designee will provide
Institution with sufficient quantities of
Study Drug for use in the Study at no cost
to Institution. Institution and Investigator
agree that the Study Drug and all
equipment provided by the Sponsor may
only be used for the purposes of the Study,
and shall only be used in accordance with
the Protocol and any written instructions of
the Sponsor.

Institution and Investigator represent that
neither Investigator nor Institution are a
citizen or resident of the United States, or a
corporation or partnership that is and has
been treated as a U.S. corporation or U.S.
partnership, and that all payments
Institution received under this Agreement
will be for services rendered outside the
United States.

1.1

1.2

1.3

1.4

1.5

ROZSAH PRACI

Zdravotnické zafizeni a zkousSejici budou
provadét studii ve zdravotnickém zafizeni
v prisném souladu s podminkami této
smlouvy, veskerymi pisemnymi pokyny
zadavatele a/nebo spolecnosti Medpace,
vSemi obecné¢ uznavanymi standardy
spravné klinické praxe, protokolem a
vSemi platnymi mistnimi zadkony a
predpisy upravujicimi provadéni
klinickych hodnoceni. Misto provadéni
studie nebude zménéno bez predchoziho
pisemného souhlasu spolecnosti Medpace.

Pred zahajenim studie ziska spolecnost
Medpace/zadavatel ~ veskera  potiebna
povoleni pfisluSnych regulatornich organti
a centralni etické komise. Zkousejici bude
v piislusném pfipadé odpovédny za
veskera podani mistni etické komisi
zdravotnického zatizeni.

Zdravotnické zafizeni souhlasi s tim, Ze
poskytne zkouSejicimu volny piistup k
ptislusné populaci subjektt
zdravotnického zafizeni tak, aby mohl
pfijmout pocet subjektli stanoveny v ¢asti
Povinnosti zkousejiciho nize, a bude mu
napomocné pii fadném provadéni studie.

Zadavatel nebo jim povéfena osoba
poskytne zdarma zdravotnickému zatizeni
dostate¢né mnozstvi hodnoceného 1éciva
pro pouziti v ramci studie. Zdravotnické
zafizeni a zkouSejici souhlasi s tim, Ze
hodnocené 1é¢ivo a veSkeré vybaveni
dodané zadavatelem smi byt pouzivano
pouze pro ucely studie a bude pouzivano
pouze v souladu s protokolem a
ptipadnymi pisemnymi pokyny zadavatele.

Zdravotnické  zafizeni a  zkouSejici
prohlasuji, Ze ani zdravotnické zatizeni ani
zkousejici nejsou rezidenty Spojenych
statd americkych ani pravnickou osobou
nebo partnerskym subjektem, ktery je Ci
byl povazovan za americkou pravnickou
osobu nebo partnersky subjekt, a Zze
vSechny platby, které zdravotnické zatizeni
obdrzi na zaklad¢ této smlouvy, budou za
sluzby poskytované mimo Spojené staty
americké.
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2 INVESTIGATOR RESPONSIBILITIES 2 POVINNOSTI ZKOUSEJICIHO

2.1 Institution hereby authorizes Investigator | 2.1 Zdravotnické zafizeni timto povéfuje
to act as the principal investigator of the zkous$ejiciho, aby ve zdravotnickém
Study at Institution. Investigator will be zatizeni pusobil jako hlavni zkouSejici
responsible for the direction of the Study in studie. ZkousSejici bude odpovédny za
accordance with applicable Institution vedeni studie v souladu s platnymi
policies, which Institution confirms are not zasadami zdravotnického zafizeni, které,
inconsistent with the terms of this jak zdravotnické zatizeni potvrzuje, nejsou
Agreement and the Protocol. If, for any v rozporu s podminkami této smlouvy a
reason, he/she is unable to continue to protokolem. Pokud nebude moci z
serve as investigator and a successor jakéhokoli divodu pokraovat v pozici
acceptable to Institution, Medpace, and zkousejiciho a nebude k dispozici nastupce
Sponsor is not available, this Agreement ptijatelny pro zdravotnické zafizeni,
shall be terminated as provided in the Term spole¢nost Medpace i zadavatele, bude tato
and Termination section. Investigator shall smlouva ukonc¢ena, jak je uvedeno v oddile
continue to be bound by all obligations and Doba platnosti a ukonéeni. Zkousejici bude
conditions of this Agreement until a new i naddle vazan vSemi zavazky a
investigator is approved by Sponsor and podminkami  této  smlouvy, dokud
any applicable regulatory or ethics zadavatel neschvali nového zkousejiciho a
committee  approvals of the new nebudou ziskdny vSechny pfislu$né
investigator have been obtained. souhlasy regulatornich nebo etickych

komisi ohledné nového zkousejiciho.

2.2 Investigator confirms that he/she is fully | 2.2 ZkouSejici  potvrzuje, ze je plng
qualified to conduct the Study and to serve kvalifikovany provadét studii a zastavat
in the capacity of principal investigator. pozici hlavniho zkousejiciho.

2.3 Investigator and all persons or entities who | 2.3 Zkousejici a viechny osoby nebo subjekty,
perform any portion of the Study (“Study které se podileji na provadéni libovolné
Personnel”) shall be qualified physicians ¢asti studie (,,pracovnici podilejici se na
and medical personnel who have not been studii), budou kvalifikovani 1ékafi
debarred from working on clinical studies azdravotniéti  pracovnici,  u kterych
and who are employees or subcontractors nenastaly piekazky vyludujici jejich praci
of Institution and Institution shall be na klinickych hodnocenich a ktefi jsou
responsible for their compliance with the zameéstnanci nebo subdodavateli
terms of this Agreement. Institution shall zdravotnického zafizeni, a zdravotnické
notify Medpace in writing if it becomes zatizeni bude odpové&dné za to, Zze budou
aware of any Study Personnel member has dodrzovat podminky této smlouvy. Pokud
been debarred or proceedings have been se zdravotnické zafizeni dozvi o tom, Ze
initiated with respect to debarment. U n&kterého pracovnika studie nastala

ptekazka vyluCujici ho  z pfedmétné
¢innosti nebo Ze proti nému bylo zahéjeno
fizeni souvisejici s takovym vyloucenim,
pisemné to oznami spolecnosti Medpace.

2.4 Investigator shall enroll in the Study | 2.4  Zkousejici zafadi do studie piiblizng [l
approximately [J] evaluable subjects who hodnotitelnych  subjektd,  které v
meet the inclusion criteria of the Protocol priibéhu obdobi _pro _ zafazovani, 4.
during the enrollment period of piiblizn¢ od ﬁ do ‘
approximately [ Gz ~ TR spliuji kritéria protokolu pro zafazeni.

. The actual enrollment period may be Skutecnd délka obdobi pro zatfazovani
extended or shortened upon written notice mize byt na zaklad€ pisemncho oznameni
by Medpace or Sponsor. As enrollment provedeného spolecnosti Medpace nebo
will be competitive across all sites zadavatelem prodlouzena nebo zkracena.
participating in the Study, Medpace Protoze  zafazovani bude  probihat
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reserves the right to instruct the kompetitivni formou na vSech pracovistich

Investigator to enroll fewer or more uCastnicich se studie, vyhrazuje si

subjects than the number agreed at the time spoleénost ~ Medpace  pravo  dat

of the signature of this Agreement. zkousejicimu pokyn, aby zafadil mensi
nebo vétsi pocet subjekti, nez je sjednano
v okamziku podpisu této smlouvy.

2.5 Investigator shall obtain the necessary | 2.5 Zkousejici je povinen pied provadénim
written informed consent of each subject jakychkoli ukontl v ramci studie ziskat
prior to performing any Study related potiebny pisemny informovany souhlas
procedures. Investigator shall comply with jednotlivych subjektii. Zkousejici bude pii
all applicable ethical principles and good ziskavani informovaného souhlasu
clinical practice to obtain each subject’s jednotlivych subjekti dodrzovat viechny
informed consent. platné etické zasady a fidit se spravnou

klinickou praxi.

2.6 Investigator will assist Medpace upon | 2.4 Zkousejici miize byt spole¢nosti Medpace
Medpace’s request to provide any required na jeji Zadost ndpomocen pii poskytovani
updates and/or information related to the veskerych pozadovanych aktualizaci nebo
Study for Medpace’s submission to the informaci souvisejicich se studii pro ucely
applicable central Ethics Committee and predlozeni t&chto informaci pfislusné
regulatory authorities. Medpace shall be centralni etické komisi a reguladnim
responsible for any dealings with and organiim. Spole¢nost Medpace bude
submission of reports and information to odpovédnd za jednani s prislusnou
the applicable central Ethics Committee centralni etickou komisi a regulatornimi
and regulatory authorities. Investigator orgéany a prekladani zprav a informaci této
shall be responsible for any submissions to komisi a organim. Zkousejici bude
Institution’s local Ethics Committee, if odpovédny za veskera piipadna podani k
applicable. mistni  etické komisi zdravotnického

zafizeni.

2.7 Investigator shall notify Medpace of | 2.7 Zkousejici vyrozumi spole¢nost Medpace
adverse events and serious adverse events o nezadoucich udalostech a zavaznych
within the timeframes and pursuant to the nezéddoucich udalostech ve Thitich a v
process set forth in the Protocol and/or souladu s postupy uvedenymi v protokolu
other written instructions of Medpace nebo  jinych  pisemnych  pokynech
and/or Sponsor. spole¢nosti Medpace a/nebo zadavatele.
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3.1

3.2

3.3

CONFIDENTIAL INFORMATION

“Confidential Information” means all
information that is (a) provided by or on
behalf of Sponsor or Medpace to
Institution or Investigator in connection
with this Agreement or the Study, or (b)
developed, obtained, or generated by
Institution,  Investigator, or  Study
Personnel as a result of performing the
Study under this Agreement (except for a
Study  subject’s medical records),
including, but not limited to, the Protocol,
Study data, results, and reports from all
sites conducting the Study. Confidential
Information and all tangible expressions, in
any media, of Confidential Information are
the sole property of Sponsor or Medpace,
as applicable.

Institution and Investigator agree not to use
Confidential Information for any purposes
other than to conduct the Study. Institution
and Investigator agree not to disclose
Confidential Information to third parties
except as necessary to conduct the Study
and under an agreement by the third party
to be bound by the obligations of this
section. Institution and Investigator shall
safeguard Confidential Information with
the same standard of care that is used with
Institution’s own confidential information,
but in no event less than reasonable care.

The term Confidential Information shall
not be deemed to include information that:

3.3.1 Is or becomes publicly available
through no fault of Institution or

Investigator;

3.3.2 Institution or Investigator can
demonstrate it possessed prior
to, or developed independently
from, disclosure or development

under this Agreement;

3.3.3 Institution ~ or  Investigator

receives from a third party which

3

3.1

3.2

3.3

DUVERNE INFORMACE

,Duveérné informace® znamenaji veskeré
informace, které jsou (a) poskytnuty
zadavatelem nebo spole¢nosti Medpace ¢i
jejich jménem zdravotnickému zafizeni
nebo zkousejicimu v souvislosti s touto

smlouvou nebo studii, nebo (b)
vypracovany, ziskany nebo vytvoieny
zdravotnickym  zafizenim, zkousejicim

nebo pracovniky podilejicimi se na studii v
dasledku provadéni studie podle této
smlouvy (kromé& zdravotnich zaznamu
subjektd ucastnicich se studie), mimo jiné
vcetné protokolu, idaji ze studie, vysledkii
a zprav ze vsech pracovist’ provadéjicich
studii. Duvérmné informace a vSechny
hmatatelna projevy diveérnych informaci v
libovolnych médiich jsou vyhradnim
majetkem  zadavatele ¢ pfipadné
spole¢nosti Medpace.

Zdravotnické zafizeni a zkousejici souhlasi
s tim, Zze nebudou pouzivat divérné
informace pro jiné ucely nez pro ucely
provadéni studie. Zdravotnické zafizeni a
zkousejici souhlasi s tim, Ze neposkytnou
davémé informace tretim osobam kromé
toho, kdy to bude nezbytné pro provadéni
studie a kdy takova tfeti osoba bude
souhlasit s tim, Ze bude vazina
povinnostmi tohoto oddilu. Zdravotnické
zafizeni a zkouSejici budou davérné
informace chranit se stejnou mirou péce,
jakou wvynakladaji na ochranu svych
vlastnich divérnych informaci, avSak v
zadném piipadé nikoli s men$i nez
pfiméfenou péci.

Vyraz divérné informace bude povazovan
za termin, ktery nezahrnuje informace:

3.3.1 které jsou nebo se stanou verejné
znamymi bez pochybeni
zdravotnického zafizeni nebo
zkousejiciho;

3.3.2 u kterych zdravotnické zafizeni
nebo zkousejici mohou
prokazat, ze je vlastnili i
nezavisle vytvorili jesté pred
jejich poskytnutim ¢i
vytvofenim na zadkladé této
smlouvy;

které zdravotnické zafizeni nebo
zkousejici obdrzeli od tfeti

3.3.3
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3.4

is not legally prohibited from
disclosing such information;

3.3.4 Institution or Investigator is
required by law to disclose,
provided that Medpace and
Sponsor are notified of any such
requirement with sufficient time
to seek a protective order or
other modifications to the

requirement; or

3.3.5 Is appropriate to include in a
publication pursuant to the
Publications and  Publicity

section.

Institution agrees that Medpace may
compile a database of information from
Institution and its personnel (including
Investigator), and Study Personnel for use
in connection with the Study (including but
not limited to feasibility questionnaires,
CVs, licenses, medical specialties,
participation in clinical trials, financial
disclosure forms) and/or may use this
information for purposes related to its
business. Medpace shall have secured any
necessary consents from site personnel to
allow for this sharing of information. Such
information is used solely in connection
with the initiation of studies and feasibility
studies and is accessible only to the
sponsor of the respective study and
personnel assigned to study management
and for whom the information is needed in
the performance of their duties (further
described as "Authorized Personnel”). As
some Medpace studies are being conducted
worldwide, the personal information
collected is available to Authorized
Personnel who may be located in countries
outside the European Union. In order to
provide for the protection of personal data,
Medpace has established policies and
procedures governing the security of and
limited access to this data that are uniform
throughout Medpace and its affiliates and
comply with the standards of personal data
protection applicable within the European
Union. When applicable, Medpace enters
into data processing agreements with
sponsors in line with applicable European
Union data protection Laws. In accordance

3.4

osoby, kterd nema zadkonem

zakazano tyto informace
poskytnout;

3.3.4 které jsou zdravotnické zafizeni
nebo zkousSejici ze zakona
povinni poskytnout za
ptredpokladu, ze 0 tomto
pozadavku budou spolecnost
Medpace a zadavatele
informovat s dostate¢nym
predstihem tak, aby mohli
pozadat o ochranny piikaz nebo
jinou zménu takového
pozadavku, nebo

3.3.5 které je vhodné zaclenit do

publikace v souladu s oddilem
Publikace a propagace.

Zdravotnické zafizeni souhlasi stim, Ze
spole¢nost Medpace muze z informaci
zdravotnického zatizeni a jeho pracovnikil
(vCetné zkousejiciho) a pracovniki
podilejicich se na studii sestavit databazi,
ktera bude pouzivana v souvislosti se studii
(mimo jiné véetné dotaznikt
proveditelnosti, zivotopisu, licenci,
1ékatskych odbornosti, ucasti na klinickych
hodnocenich, formulait finanénich
prohlaseni a/nebo muiZze tyto informace
pouzivat pro ucely souvisejici s jeji
obchodni c¢innosti. Spole¢nost Medpace
zajisti souhlasy ¢lent studijniho centra,
které umozni toto sdileni informaci. Tyto
informace se pouzivaji vyhradné ve spojeni
se zah4jenim studii a studiemi
proveditelnosti a pfistup k nim ma pouze
zadavatel pfislusné studie a pracovnici
povéfeni vedenim studie a pracovnici, ktefi
tyto informace potfebuji znat, aby mohli
plnit své povinnosti (dale jen ,,opravnéni
pracovnici®). Protoze nékteré studie
spole¢nosti Medpace jsou provadény
V celosvétovém méfitku, jsou shromazdéné
osobni udaje k dispozici opravnénym
pracovnikiim, ktefi se mohou nachazet
vzemich mimo  Evropskou  unii.
Spolecnost Medpace zavedla za ucelem
ochrany osobnich idaji zasady a postupy,
které upravuji bezpecnost téchto udaju
aomezeny piistup knim akteré jsou
Vv ramci celé spolecnosti Medpace a jejich
pridruzenych spolecnosti jednotné
a splituji normy na ochranu osobnich udaji
platné v ramci Evropské unie. V ptipadé
potieby uzavie spoleCnost Medpace se
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with the laws pertaining to the protection zadavateli smlouvy o zpracovani udaju,
of personal data, the individuals' whose které budou v souladu s platnymi zakony
data is collected have a right to access, to Evropské  unie  oochran¢  Gdaji.
modify, to rectify, and to suppress their Jednotlivei, jejichz udaje jsou
personal data, simply by requesting it to the shromazd’ovany, maji v souladu se zékony
attention of the Medpace Privacy Officer at vztahujicimi se k ochrané osobnich tdaju
privacy@Medpace.com, or to the pravo ziskat piistup ke svym osobnim
following address: Medpace Privacy udajim, ménit je, opravovat a odstrafiovat,
Officer, Medpace, LLC, 5375 Medpace ato jednoduSe =zaslanim pozadavku
Way, Cincinnati, Ohio, 45227 k rukam referenta pro ochranu osobnich
udaji spole¢nosti Medpace na emailovou
adresu privacy@Medpace.com nebo na
nasledujici adresu: Referent pro ochranu
soukromych udajii spoleCnosti na adrese
privacy@Medpace.com, nebo na
nasledujici adresu: Medpace Privacy
Officer, Medpace, LLC, 5375 Medpace
Way, Cincinnati, Ohio, 45227
3.5 The Parties agree to adhere to the | 3.5 Strany souhlasi s tim, Ze budou v
principles of medical confidentiality in souvislosti se subjekty studie zapojenymi
relation to Study subjects involved in the do studie dodrzovat zasady lékarské
Study. Personal data shall not be disclosed mlcenlivosti. Zdravotnické zafizeni ani
to the Sponsor or Medpace by the zkousejici nebudou poskytovat zadavateli
Institution or the Investigator save where ani spoleCnosti Medpace osobni udaje,
this is required to satisfy the requirements pokud to neni vyZadovano kvili splnéni
of the Protocol or for the purpose of pozadavkil protokolu nebo pro ucely
monitoring or serious adverse reactions monitorovani nebo vykazovani zavaznych
reporting, or in relation to a claim or nepiiznivych reakci nebo v souvislosti se
proceeding brought by the Study subject in stiznosti  nebo  fizenim  vyvolanym
connection with the Study. Neither the subjektem studie v souvislosti se studii.
Sponsor nor Medpace shall disclose the Zadavatel ~ani  spole¢nost Medpace
identity of Study subjects to third parties nebudou poskytovat tfetim osobam tGidaje o
without prior written consent of the Study totoznosti subjektl studie bez predchoziho
subject, except in accordance with the pisemného souhlasu subjektii studie, pokud
provisions of the relevant data protection to neni v souladu s ustanovenimi
and privacy laws, unless in relation to a pfislusnych zakoni na ochranu osobnich
claim or proceeding brought by the Study udajii a soukromi nebo v souvislosti se
subject in connection with the Study. stiznosti nebo  fizenim  vyvolanym
Sponsor hereby acknowledges and agrees subjektem studie v SOU_.ViSlOSti se studii.
that any personal data collected in Zadavatel timto potvrzuje a souhlasi s tim,
connection with the Study will be ze osobni daje shromazdéné v souvislosti
transferred outside the European Union. se studii budou pfedavany ~mimo
When app|icab|e, data processing Evropskou unii. V ptipadé potieby budou
agreements are implemented between the pro ucely prevodu téchto udaji mezi
Parties for the transfer of such data and smluvnimi stranami uzavieny smlouvy o
these agreements include protections for zpracovani Gdaji a tyto smlouvy budou
the Study subjects’ data as required by the obsahovat ochranna opatfeni ohledné
European Union. Study subjects also Gdaji  subjektl  studie  poZadovana
consent to having their data transferred Evropskou unii. Subjekty studie také
outside the European Union. souhlasi s tim, Ze jejich udaje budou
. ) prevedeny mimo Evropskou unii.
3.6 The processing of personal data is
governed by the annex - the agreement on | 3.6 Zpracovani osobnich udaju se fidi piilohou
the processing of personal data, which is an — smlouva o zpracovani osobnich tdaju,
integral part of this agreement. ktera je nedilnou soucasti této smlouvy.
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4 RECORDKEEPING 4 VEDENI ZAZNAMU

4.1 Investigator shall complete all case report | 4.1 ZkouSejici vyplni vS8echny Zaznamy o
forms (“CRFs”) only in English, verify the subjektech hodnoceni ("CRF") pouze v
data contained in the CRFs against angli¢tiné, ovéfi udaje obsazené v CRF
pertinent subject records, and ensure that podle pfislusnych zaznami o subjektu
all CRFs are accurate, complete, and hodnoceni a zajisti, aby viechny CRF byly
legible. piesné, Gplné a Citelné.

4.2 Institution or Investigator shall maintain all | 4.2 Zdravotnické zafizeni nebo zkouSejici
records, data, documents, or information budou uchovavat vSechny zaznamy, udaje,
related to the performance of the Study dokumenty nebo informace souvisejici se
until the later of: Twenty-five (25) years studii aZz do nésledujici udalosti (podle
after completion of the Study toho, kterd nastane nejpozdéji): dvacet pét

4.3 Subject to the requirements of the (25) let po dokonéeni studie
Confidential Information section, | 4.3 Podle pozadavki  oddilu  Duvérné

following the end of the required retention
period, Institution may retain in its
possession an archival copy of
Confidential Information that consists of
any and all data, documents or information
related to the performance of this
Agreement solely as required for
regulatory, legal, or insurance purposes.

informace si muze zdravotnické zafizeni
po skonceni pozadované doby archivace
ponechat ve svém vlastnictvi archivni kopii
davérnych informaci, kterd obsahuje
vsechny udaje, dokumenty nebo informace
tykajici se provadéni této smlouvy, a to
vyhradné tak, jak je to pozadovano pro
regulatorni, pravni nebo pojistné ucely.
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5.1

ACCESS TO RECORDS AND AUDITS

Medpace and/or Sponsor shall have the
right to inspect progress of the Study on the
premises of Institution at reasonable times
during the term of this Agreement.
Medpace and/or Sponsor will notify
Investigator prior to any inspection of the
date and time of the inspection. The
representatives of Medpace and/or Sponsor
may review and/or request copies of data
derived from the Study, and Investigator
shall promptly provide such data.
Institution will notify Medpace and/or
Sponsor by telephone and subsequently in
written form, of any significant changes,
including, but not limited to, changes in
Study Personnel, Investigator, or physical
location, that occur during the Study.

5.1.1 Within twenty-four (24) hours
after learning of any
governmental or regulatory
body regulatory inspections of
which it becomes aware relating
to the Study, Institution or
Investigator ~ shall  provide
written notification to Medpace
and Sponsor. Medpace and
Sponsor shall have the right to
be present at any such
inspections and shall have the
opportunity to provide, review,
and comment on any responses
that may be required. Further,
Institution or Investigator will
provide in writing to Medpace
and Sponsor copies of all

materials, correspondence,
statements, forms and records
which Institution and/or

Investigator receives or obtains
pursuant to this inspection.

5.1

PRISTUP K ZAZNAMUM A AUDITY

Spolec¢nost Medpace a/nebo zadavatel maji
béhem doby platnosti této smlouvy pravo
v prostorach  zdravotnického  zafizeni
v pfiméfenou dobu provadét kontrolu
postup studie. Spole¢nost Medpace a/nebo
zadavatel oznami zkousejicimu pired
kazdou kontrolou datum acas jejiho
provedeni. Zastupci spoleénosti Medpace
a/nebo zadavatele mohou prohlizet tdaje
ziskané ze studie a/nebo pozadovat jejich
kopie a zkousejici tyto udaje neprodlené
poskytne. Zdravotnické zafizeni ozndmi
spole¢nosti Medpace a/nebo zadavateli
telefonicky a nasledné pisemnou formou
vSechny diileZité zmény, mimo jiné vcetné
zmén pracovnikid ucastnicich se provadéni
studie, zkousejiciho nebo fyzického mista,
ke kterym b&éhem studie dojde.

5.1.1 Zdravotnické  zafizeni nebo
zkousejici  zaSlou  pisemné
oznameni spole¢nosti Medpace
a zadavateli do dvaceti Ctyt (24)
hodin poté, co se v souvislosti se
studii dozvi o jakékoli
regulatorni kontrole vladniho
nebo regulatorniho  organu.
Spole¢nost Medpace a zadavatel
maji pravo byt u téchto kontrol
pritomni a budou mit piilezitost
poskytnout odpovédi, které
budou piipadné¢ pozadovany,
posoudit je a pfipominkovat je.
Zdravotnické  zafizeni nebo
zkousejici  dale  poskytnou
spole¢nosti Medpace
a zadavateli pisemnou formou
kopie vsech materiald,
korespondence, prohlaseni,
formulaith  a zaznami, které
zdravotnické zafizeni a/nebo
zkousejici obdrzi nebo ziska na
zaklad¢ takové kontroly.
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6 COSTS AND PAYMENT SCHEDULE

In consideration of the proper performance of the
Study by the Institution and the Investigator
under the terms of this Agreement and upon
approval of Sponsor, payment will be made by
Medpace or its designee to the payee (“Payee”)
designated in Schedule A appended hereto and
incorporated herein by reference. Payee will
accept payment from Medpace, or its designee, to
the Payee as full consideration for services
rendered. All costs outlined on Schedule A shall
remain firm for the duration of the Study, unless
otherwise agreed to in writing by the Parties. It is
understood and agreed that no reimbursement
will be provided by Medpace or Sponsor for
subjects who are randomized into the Study in
violation of the Protocol, or who do not conform
to the Protocol’s inclusion and exclusion criteria
or for whom serious deviations from the Protocol
are made. The budget contained in Schedule A is
inclusive of all applicable taxes. VAT is not
applicable because Medpace is a U.S. based
company. Should any changes to VAT law occur
during the term of this Agreement, or other tax
laws requiring withholding, the party legally
responsible shall be liable for VAT or
withholdings. Medpace, as Sponsor’s payment
agent, shall make payment to Payee under this
Agreement from funds escrowed by Sponsor.
Notwithstanding the foregoing, Medpace may
issue a written amendment, signed only by
Medpace, for the purpose of increasing the Study
costs as described in the Schedule A.

6 NAKLADY A ROZPIS PLATEB

Jako protiplnéni za ftadné provedeni studie
zdravotnickym zafizenim a zkouSejicim podle
podminek této smlouvy a po schvaleni zadavatelem
zaplati spole¢nost Medpace nebo ji povéiend osoba
ptijemci (,,pfijemce*) uvedenému v piiloze A, ktera
tvoii pfilohu této smlouvy aje do ni odkazem
zaclenéna. Piijemce pfijme platbu od spolecnosti
Medpace nebo ji povéfené osoby jako protiplnéni
za poskytnuté sluzby v plné vysi. Pokud se smluvni
strany pisemné nedohodnou jinak, veskeré naklady
uvedené v priloze A zistanou po dobu studie
neménné. Smluvni strany jsou srozumény
asouhlasi stim, Ze spole¢nost Medpace ani
zadavatel nebudou proplacet subjekty, které byly do
studie randomizovany v rozporu s protokolem nebo
které nesplnuji kritéria protokolu pro zatazeni
a vylouceni nebo pro které jsou provedeny zavazné
odchylky od protokolu. Rozpocet obsazeny
v pfiloze A zahrnuje vSechny pfislusné dan€¢. DPH
se neuplatiiuje, protoZe spole¢nost Medpace je
spole¢nosti se sidlem v USA. Pokud by béhem
doby platnosti této smlouvy doslo ke zménam
v zakonech o DPH nebo jinych danovych zakonech
vyzadujicich srazky, bude za DPH nebo srazky
odpovédna smluvni strana nesouci zékonnou
odpovednost. Spole¢nost Medpace jako
zprostiedkovatel plateb zadavatele uhradi platby
piijemci podle této smlouvy z prostiedkti ulozenych
u zadavatele. Aniz by tim bylo dotceno vyse
uvedené, mize spole¢nost Medpace vydat pisemny
dodatek podepsany pouze spolecnosti Medpace za
ucelem zvySeni ndkladi na studii popsanych
v priloze A.
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7.1

7.2

7.3

7.4

7.5

TERM AND TERMINATION

This Agreement shall commence upon the
date it is published in the Contracts
Registry (as defined in Section 9.2 below)]
and, unless terminated earlier as provided
for in this section, shall continue until the
completion of the Study.

Any Party may terminate this Agreement if
another Party materially breaches this
Agreement and the breaching Party fails to
cure the breach within thirty (30) days after
receipt of written notice from another Party
specifying in detail the nature of the
breach, or at any time if necessary to
protect the safety and welfare of Study
subjects.

Medpace may also terminate this
Agreement at any time upon giving thirty
(30) days’ advance written notice to
Institution and Investigator. Except in the
event of termination for Institution’s
material breach, Medpace shall be
obligated to pay Payee solely for those
items set forth in the Schedule A that have
been incurred prior to the date of
termination. Institution shall promptly
refund to Medpace or shall cause Payee to
promptly refund all unearned advance
payments made by Medpace under the
Schedule A.

Upon completion or termination of this
Agreement, in no event shall Medpace be
obligated to pay any invoices submitted
after the time period for submitting final
invoices set forth in Schedule A has
expired.

Upon completion or termination of this
Agreement, Institution and Investigator
shall, upon Medpace’s request, return or
destroy all documents, information, and/or
supplies, including, but not limited to,
Study Drug and related devices, Study
data, equipment, and any biological
samples or other materials provided by
Medpace or Sponsor for the conduct of the
Study, to Sponsor or Medpace within thirty
(30) days. If Medpace requests that such
documents, information or supplies be
destroyed, Institution or Investigator, as
applicable, agrees to destroy same and

7.1

7.2

7.3

7.4

7.5

DOBA PLATNOSTI A UKONCENI

Tato smlouva vstoupi v ucinnost dnem
zvefejnéni v registru smluv (jak je
definovano v oddile 9.2 nize)] a pokud
nebude ukoncena ptedCasné, jak je
uvedeno v této ¢asti, bude platit az do
dokonceni studie.

Kterdkoli strana mulze tuto smlouvu
ukoncit, pokud ji druha strana zasadnim
zpusobem porusi a nenapravi toto poruSeni
do tficeti (30) dnd od doruceni pisemného
oznameni druhé smluvni strany, ve kterém
budou uvedeny podrobnosti o povaze
daného poruseni, nebo kdykoli, pokud je to
potfeba z diivodu ochrany bezpecnosti a
blaha subjekta studie.

Spole¢nost Medpace muze také tuto
smlouvu  kdykoli  ukonéit  zasldnim
pisemné vypovédi s tficetidenni (30 denni)
vypoveédni lhiitou zdravotnickému zatizeni
a zkouSejicimu. S vyjimkou pfipadu
ukonceni z diivodu zavazného poruseni ze
strany zdravotnického zafizeni bude
spoleénost Medpace povinna zaplatit
pfijemci vyhradné¢ za polozky uvedené v
ptiloze A, které vznikly pfed datem
vypovédi. Zdravotnické zafizeni ihned
vrati  spole¢nosti  Medpace vSechny
nespotiebované zalohové platby uhrazené
spole¢nosti Medpace podle ptilohy A nebo
zajisti, aby je ptijemce ihned vratil.

Spolecnost Medpace nebude v zadném
ptipad€ povinna pfi splnéni nebo ukonceni
této smlouvy uhradit faktury predlozené
poté, co uplynula lhita pro ptredlozeni
konec¢nych faktur stanovena v ptiloze A.

Zdravotnické zafizeni a zkouSejici do
tficeti (30) dnt po spInéni nebo ukonceni
této smlouvy na Zzadost spolecnosti
Medpace vrati zadavateli nebo spole¢nosti
Medpace vSechny dokumenty, informace
a/nebo pomocny a provozni material,
mimo jiné vcetné hodnocené¢ho 1éciva
a souvisejicich prostiedkt, udaju studie,
zafizeni  apfipadnych  biologickych
vzorkli nebo  ostatnich  materiald
poskytnutych spole¢nosti Medpace nebo
zadavatelem pro ucely provadéni studie,
nebo je zni¢i. Pokud spole¢nost Medpace
pozaduje, aby tyto dokumenty, informace
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provide Medpace with written certification nebo material byly zniCeny, souhlasi
of such destruction. The Confidential zdravotnické zatizeni nebo piipadné
Information, Recordkeeping, Access to zkousejici s tim, Ze je znici, a predlozi
Records, Costs and Payment Schedule, otom spolecnosti Medpace pisemné
Term and Termination, Intellectual potvrzeni. Oddily Dutvérné informace,
Property, Publications and Publicity, Vedeni zaznamu, Pfistup k zdznamim,
Indemnification and Insurance, Anti- Naklady a rozpis plateb, Doba platnosti
Bribery/Anti-Corruption and a ukonceni, Dusevni vlastnictvi,
Miscellaneous sections shall survive the Publikace  a propagace, Odskodnéni
termination or expiration of this a pojisténi, Ustanoveni ve véci boje proti
Agreement. uplatkatstvi a korupci a Ostatni
ustanoveni budou platit i po ukonceni této
smlouvy nebo po uplynuti doby jeji

platnosti.
Clinical Study Agreement | Version # 1 _l ME5-06-02
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8.1

8.2

8.3

INTELLECTUAL PROPERTY

It is agreed that none of Sponsor, Medpace,
Investigator, or Institution transfers to any
other by operation of this Agreement any
patent right, copyright, trademark right, or
other proprietary right of Sponsor,
Medpace, Investigator, or Institution,
except as expressly set forth herein.

8.1.1 “Invention” means any
discovery, invention,
technology, result, data,
material, improvement, or idea,
whether or not patentable,
resulting from or reduced to
practice as a result of conducting
the Study, or made using the
Study Drug or Confidential
Information.

Institution or Investigator will notify
Sponsor, promptly and in writing, of any
Invention made by Institution,
Investigator, and Study Personnel.

Sponsor shall own all right, title, and
interest in and to any Invention and shall
have the sole and exclusive right to obtain,
at its option, patent protection in the United
States and other countries on any such
Invention. If Sponsor requests, Institution
and Investigator will execute and will
cause Study Personnel to execute any
application, assignment, or instrument or to
testify as Sponsor deems necessary for
Sponsor to obtain patents or otherwise to
protect Sponsor’s interest in an Invention.
Sponsor  will reasonably compensate
Institution  and/or  Investigator, as
applicable, for the time devoted to such
activities and will reimburse Institution
and/or Investigator, as applicable, for
reasonable and necessary expenses
incurred.

8.1

8.2

8.3

DUSEVNI VLASTNICTVi
Je dohodnuto, ze, pokud neni v této
smlouvé  vyslovné uvedeno  jinak,

zadavatel, spole¢nost Medpace, zkousejici
ani zdravotnické zafizeni nepfevedou na
zakladé této smlouvy na nikoho jiného
zadna patentova prava, autorska prava,
prava k ochranné znadmce ani jiné
majetkové pravo zadavatele, spoleCnosti
Medpace, zkousSejiciho nebo
zdravotnického zatizeni.

8.1.1 ,»Vynalez* znamend jakykoli
objev, vynalez, technologii,
vysledek, tUdaje,  material,

zlepSeni nebo napad bez ohledu
na to, zda jsou patentovatelné ¢i
nikoli, a které vznikly nebo byly
zavedeny do praxe jako
vysledek provadéni studie, nebo
které byly vytvoteny s pouzitim
hodnoceného  1éCiva  nebo
davérnych informaci.

Zdravotnické zafizeni nebo zkouSejici
neprodlené pisemné vyrozumi zadavatele
0 vSech vynalezech vytvofenych
zdravotnickym zafizenim, zkouSejicim
nebo pracovniky podilejicimi se na studii.

Zadavatel bude vlastnikem veskerych prav,
narokil a podilti na veskerych vynalezech
a bude mit vyhradni a vylu¢né pravo ziskat
pro tyto vynalezy dle svého rozhodnuti
patentovou ochranu ve Spojenych statech
nebo vjinych zemich. Pokud oto
zadavatel pozada, zdravotnické zafizeni
a zkousejici podepisou zadost, postoupeni
nebo listinu a zajisti, aby je podepsali
i pracovnici podilejici se na studii, nebo
poskytne zadavateli svédectvi, které bude
zadavatel povazovat za potfebné k tomu,
aby ziskal patenty nebo jinak ochranil své

zajmy tykajici se patenti. Zadavatel
V piipadé potieby poskytne
zdravotnickému zatizeni a/nebo

zkousejicimu pfiméfenou nahradu za cas
vénovany témto Cinnostem a proplati jim
vzniklé pfimétené a nezbytné naklady.
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9 PUBLICATIONS AND PUBLICITY 9 PUBLIKACE A PROPAGACE

9.1 It is understood that the Study is part of a | 9.1 Strany jsou srozumény s tim, Ze studie je
multicenter trial, and Institution may soucasti  multicentrického  hodnoceni
publish the results of its part of the Study a zdravotnické zatizeni muze publikovat
in  collaboration  with  the other vysledky své casti studie ve spolupraci
investigators, but in complete compliance Sostatnimi  zkouSejicimi, avSak zcela
with this section and with the Confidential vsouladu stimto oddilem asoddilem
Information section. After the multicenter Divérné informace. Zdravotnické zafizeni
publication or twelve (12) months after a/mebo hlavni zkouSejici mohou po
completion of the Study, whichever occurs schvaleni zadavatelem zvefejnit vysledky
first,  Institution  and/or  Principal svych dat ze studie po multicentrické
Investigator may publish the results of their publikaci nebo dvanact (12) mésicti po
data from the Study after sponsor’s dokonceni studie podle toho, ktera okolnost
approval. Institution and Investigator shall nastane dfive. Zdravotnické zafizeni a
provide Sponsor and Medpace with an zkousejici poskytnou zadavateli
advance copy of any proposed publication aspoletnosti  Medpace predem kopii
or oral presentation at least sixty (60) days jakychkoli navrhovanych publikaci nebo
prior to the planned date of submission or ustnich prezentaci, ato nejméné Sedesat
presentation and Sponsor shall have sixty (60) dntt pied planovanych datem
(60) days to review the proposed odevzdani nebo prezentace, a zadavatel
publication for the purposes described bude mit Sedesat (60) dnt na to, aby
below. Sponsor and Medpace may request navrhovanou publikaci zkontroloval pro
in writing, and Institution shall agree to, (a) nize uvedené Gcely. Zadavatel a spole¢nost
the deletion of any Confidential Medpace mohou pisemné pozadat o
Information, (b) any reasonable changes (@) vymazani dtvémych informaci, (b)
requested by Sponsor or Medpace, or (¢) a provedeni odtivodnénych zmén
delay of such proposed submission for an pozadovanych zadavatelem nebo
additional period, not to exceed ninety (90) spole¢nosti Medpace nebo (c) odloZeni
days, in order to protect the potential navrhovaného odevzdani o dal$i obdobi,
patentability of any technology described které nebude delsi nez devadesat (90) dnd,
therein. Sponsor, at its election, shall be aby bylo moZno ochranit potencialni
entitled to receive in any such publication patentovatelnost  technologie = popsané
an acknowledgement of its sponsorship of vdanych materidlech, a zdravotnické
the Study. zatizeni stim bude souhlasit. Zadavatel

bude mit dle své volby narok mit v kazdé
takové  publikaci  pod¢kovani  za
sponzorovani studie.

9.2 No Party shall use another Party’s name, | ¢ 2 Zadna smluvni strana nebude s vyjimkou
nor issue any public statement about this piipadu, kdy to pozaduji zékony, pouzivat
Agreement, or publish any information jméno druhé smluvni strany ani nebude
about the Study, without the prior written vydavat jakdkoli vefejnd prohldseni
permission of the other Parties except as tykajici se této smlouvy ani zvefejiiovat
required by law. Such prior permission informace o studii, pokud k tomu nebude
shall not be unreasonably withheld. mit pfedem pisemné svoleni druhé smluvni
INSERT FOR PUBLIC INSTITUTIONS: strany. Toto predem poskytované povoleni
Medpace shall submit this Agreement for nesmi byt bezdiivodné  odpiréno.
publication in the registry of contracts VLOZKA PRO VEREJNE INSTITUCE:
admi_nistered by the Ministry of Interi_or Spolecnost Medpace piedlozi tuto smlouvu
Affairs, located at the website v souladu s platnymi pravnimi piedpisy ke
https:/smlouvy.gov.cz/ (“Contracts zvefejnéni v registru smluv spravovaném
Registry”), in accordance with applicable Ministerstvem vnitra, ktery je umistén na
laws and regulations. ~Schedule A internetové strance https://smlouvy.gov.cz/
constitutes proprietary information of (,Registr smluv”). Pfiloha A obsahuje
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9.3

Medpace and it will not be published in the
Contracts  Registry.  Estimated total
possible amount to be paid under the
Agreement is CZK 2 000 000 assuming the
Study patient enrollment goal is achieved.
Medpace shall be responsible for redacting
the Agreement before publication in the
Contracts Registry. Institution shall not
publish any non-redacted versions on any
websites or other media without obtaining
Medpace’s prior written consent. The
signatories to this Agreement agree and
consent to publication in the Contracts
Registry of their personal information,
including but not limited to, their names
and titles.

Notwithstanding the foregoing, nothing
contained in this Agreement shall prevent

the Study from being registered with smlouvé  tomu, aby studie byl
www.clinicaltrials.gov, or any equivalent zaregistrovana. v _ registru
registry, including all information required www.clinicaltrials.cz  nebo  jakémkoli

by the Uniform Requirements for
Manuscripts Submitted to Biomedical
Journals of the International Committee of
Medical Journal Editors in effect as of the
date of initiation of the Study (see
WWW.icmje.org).

9.3

diavérné informace spole¢nosti Medpace a
vV registru smluv zvefejnéna nebude.
Odhadovana celkova mozna ¢astka, ktera
ma byt uhrazena na zakladé smlouvy, ¢ini
2000 000 K¢ za piedpokladu, ze bude
dosazeno cilového pocCtu  pacientl
zatazenych do studie. Spole¢nost Medpace
je povinna smlouvu pied jejim
uvetejnénim v registru smluv zredigovat.
Zdravotnické zafizeni nezvetejni
neredigované verze na zadnych webovych
strankach ani v jinych médiich bez
pfedchoziho pisemného souhlasu
spolecnosti  Medpace. Signataii této
smlouvy souhlasi se zvefejnénim svych
osobnich udaju v registru smluv, mimo jiné
véetné svych jmen a funkci, a davaji k
tomu svij souhlas.

Aniz by tim bylo dotéeno vySe uvedené,
nebrani Zadné ustanoveni obsazené v této

obdobném registru, a to vcetné vSech
informaci  pozadovanych  Jednotnymi
pozadavky na rukopisy ptredkladané
biomedicinskym casopisim Mezinarodni
komise vydavatelti l€kafskych cCasopist,
které plati k datu zahgjeni studie (viz
WWW.icmje.org).
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10 NOTICES

Any notice required or permitted under this
Agreement shall be in writing and shall be
deemed made and given three (3) days after
sending, if mailed by registered or certified mail,
postage prepaid, return receipt requested, or one
(1) day after sending, if sent by express courier
service or facsimile/electronic transmission. In
addition, the Institution and Investigator will
communicate to Medpace in writing (email is
considered a writing for the purposes of this
section), any changes to the Institution’s and
Investigator’s respective payee name, payee
address, tax identification number, corporate
address, or corporate name, as applicable. Any
such notification shall originate from an
Institution official and/or Investigator, as
applicable, having the same or greater authority
as the Institution official and/or Investigator, as
applicable, who signs this Agreement on behalf
of the Institution. All notices must be addressed
to the contact set forth below:

OINAMENI

Veskera oznameni pozadovana nebo povolena
podle této smlouvy musi byt v pisemné forme
a budou povazovéana za dorucena tii (3) dny po
odeslani, pokud budou zaslana doporucenou
poStou nebo postou s potvrzenym dorucenim,
s pfedem uhrazenym postovnym nebo poStovni
doru¢enkou, nebo jeden (1) den po odeslani,
pokud budou zaslana expresni kuryrni sluzbou
nebo faxovym/elektronickym pienosem. Kromée
toho zdravotnické zafizeni a zkousejici sdéli
spole¢nosti Medpace pisemné (e-mail je pro
ucely tohoto bodu povazovan za pisemnou
formu) veskeré zmény v pfislusném jménu
piijemce, adrese piijemce, danovém
identifika¢nim Ccisle, adrese sidla spolecnosti
ptipadn¢ firemnim nazvu zdravotnického
zafizeni a/nebo zkousSejiciho. Takové oznameni
provede vedouci pracovnik zdravotnického
zatizeni, ptipadné zkousejici, ktery ma stejnou
nebo vétsi pravomoc nez vedouci pracovnik
zdravotnického zafizeni, ktery podepsal jménem
zdravotnického zatizeni tuto smlouvu. VSechna
oznameni musi byt adresovana na nize uvedenou
kontaktni adresu:

10

IF TO IFTO IF TO SPONSOR: PRO PRO PRO ZADAVATELE:
MEDPACE: INSTITUTION: SPOLECNOST ZDR;,AVO’TNICKE

Medpace Krajska Meiji Seika Pharma MEDPACE: ZAKRIZENE:

Clinical zdravotni, a.s.  Co., Lid. Medpace Krajskd zdravotni, Meiji Seika
Research LLC  Attn. Guarantor Attn. Masayo Clinical a.s. Pharma Co., Ltd.
Attention of clinical trials ~ Sumiya, Clinical Research LLC  Attn. Garant Attn. Masayo
General Socialni pece  development Attention klinickych Sumiya, Clinical
Counsel 3316/12a department General hodnoceni development
5375 400 11 Ustinad  4-16,Kyobashi 2- Counsel Socidini péce department
Medpace Labem, the chome 5375 3316/12a 4-16,Kyobashi 2-
Way Czech Republic Chuo-ku, Tokyo Medpace 400 11 Ustinad ~ chome
Cincinnati, OH 104-8002, Japan Way Labem, Ceskd Chuo-ku, Tokyo
45227 Cincinnati, OH republika 104-8002,

45227

Japonsko
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11 ELECTRONIC SIGNATURES

Institution and Investigator consent to electronic
communication and electronic signatures being
equal to signatures inked on paper. Institution
and Investigator acknowledge and agree that
electronic communication is an acceptable
method of communicating information from
Medpace to Institution and Investigator, or from
other vendor companies contracted by Medpace
or Sponsor that are providing electronic materials
specific for the Study to Institution, without
having to communicate the same subject matter
on paper. Therefore, any communication and
subsequent electronic signature that has been sent
or signed in the past, present, or future between
the Parties will hold the same force and effect as
a document signed and inked on paper. Electronic
signature includes without limitation a scanned
copy of a signature, a typed signature, or the click
of a mouse on an “I agree” icon or button. All
communications that Medpace provides to
Institution and Investigator in electronic form
will be provided either: (1) via e-mail by
requesting it download a PDF or DOC file
containing the communication; or (2) in the case
of the License Agreement, will be provided
immediately prior to the log-in screen for
ClinTrak. Institution and Investigator can obtain
a paper copy of an electronic communication by
printing it itself or by requesting that Medpace
mail a paper copy, provided that such request is
made within a reasonable time after Medpace or
a vendor company first provided the electronic
communication.

1 ELEKTRONICKE PODPISY

Zdravotnické zatizeni a zkousSejici souhlasi s tim,
ze elektronickd sdéleni a elektronické podpisy
jsou rovnocenné podpisim na  papife.
Zdravotnické ziizeni a zkouSejici potvrzuji
asouhlasi stim, Ze elektronické sdéleni je
pfijatelnou formou pro sdélovani informaci mezi
spole¢nosti Medpace a zdravotnickym zatizenim
a zkousejicim nebo mezi jinymi dodavatelskymi
spoleénostmi sjednanymi spole¢nosti Medpace
nebo zadavatelem, kdy tyto spole¢nosti poskytuji
zdravotnickému zafizeni specifické elektronické
materialy pro studii bez nutnosti sdélovat tutéz
véc V listinné podobé. Proto budou mit vSechna
sdéleni a nasledny elektronicky podpis, které
byly, jsou nebo budou zaslany nebo podepsany
mezi smluvnimi stranami v minulosti,
soucasnosti ¢i budoucnosti, stejnou platnost
a ucinnost jako dokument podepsany a vytistény.
Elektronicky podpis zahrnuje bez omezeni také
naskenovanou kopii podpisu, natistény podpis
nebo kliknuti my$i na ikonu nebo tlacitko
»Souhlasim®“. VesSkera sdéleni, ktera zasila
spole¢nost Medpace zdravotnickému zafizeni
a zkousejicimu elektronickou formou, budou
zasilana  bud: (1) elektronickou poStou
s vyzadanim stazeni souboru PDF nebo DOC
obsahujiciho sdé€leni, nebo (2) v ptipadé licencni
smlouvy budou poskytnuta bezprostiedné pred
pfihlasovaci  obrazovkou  pro  ClinTrak.
Zdravotnické zafizeni a zkousejici mohou ziskat
kopii elektronického sdéleni na papife tim, ze si
ji sami vytisknou, nebo pozadaji spole¢nost
Medpace, aby jim zaslala kopii vyti§ténou na
papife poStou, za podminky, Ze je tento
pozadavek ucinén v pfiméfené lhuté poté, co
spole¢nost  Medpace nebo  dodavatelska
spole¢nost poskytly toto elektronické sdéleni
poprvé.
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12

121

12.2

12.3

12.4

INDEMNIFICATION AND INSURANCE

Sponsor  shall indemnify Institution
pursuant to the terms and conditions of a
separate letter of indemnification between
Sponsor and Institution, as requested.
Medpace shall not have any obligation to
indemnify Principal Investigator,
Institution and/or their agents, employees
and representatives.

Medpace, Sponsor and Institution shall not
be liable for incidental, special, indirect or
consequential damages to persons or
property including but not limited to the
right to be paid for loss of time, loss of
services, loss of production, lost profits,
lost business, lost savings or other
economic or business loss or claims of any
kind whatsoever, arising out of or as a
consequence of the services performed or
otherwise under this Agreement, even if
advised of the possibility of such damages.
Liability for damage according to
applicable law is not affected by this.

Sponsor represents it has taken out third
party liability insurance for the
Investigator, the Study Personnel and for
itself against damage incurred in
connection with the conduct of the Study
concerned, in accordance with applicable
law, which insurance shall in particular
cover any Study subject's treatment costs
relating to any health injury caused to the
Study subject in connection with his/her
participation in the Study. Sponsor will
maintain said insurance for the duration of
the Study and for any applicable time
period after Study conclusion if required
by applicable law.

Institution shall maintain insurance as
required by applicable law, with limits
consistent  with  statutory  minimum
amounts. Institution shall maintain such
coverage for the duration of this
Agreement and for two years thereafter.
Proof of said insurance shall be supplied to
Medpace upon request.

12

12.1

12.2

12.3

12.4

ODSKODNENI A POJISTENI

Zadavatel odskodni zdravotnické zatizeni
dle pozadavku podle smluvnich podminek
samostatné zaru¢ni listiny pro pripad
odskodnéni mezi zadavatelem
a zdravotnickym zafizenim. Spolecnost
Medpace nebude povinna odSkodnit
hlavniho  zkousSejiciho,  zdravotnické
zatizeni ani jeji  zprostfedkovatele,
zaméstnance a zastupce.

Spole¢nost  Medpace, zadavatel a
zdravotnické zatfizeni nebudou odpovédni
za jakékoli nahodné, zvlastni, nepiimé
nebo nasledné skody vzniklé osobam nebo
na majetku, mimo jiné véetné¢ prava na
uhradu ztraty casu, provoznich vypadkil,
vyrobnich ztrat, u$lého zisku,
podnikatelskych ztrat a ztrat Gspor nebo
jinych ekonomickych nebo obchodnich
ztrat nebo narokl jakéhokoliv druhu, které
vyplyvaji nebo vznikaji nasledkem
provadéni sluZeb nebo jinym zplisobem dle
této smlouvy, a to ani v piipadé, ze budou
o moznosti vzniku tokovych Skod
informovani. Odpovédnost za $kodu podle
platného prava timto neni dotknuta.

Zadavatel prohlasuje, Ze v souladu
S platnymi zakony sjednal pro
zkousejiciho, pracovniky podilejicimi se
na studii apro sebe pojisténi zakonné
odpovédnosti pro piipad skody vzniklé
v souvislosti s provadénim doty¢né studie,
a toto pojisténi se bude zejména vztahovat
na léCebné naklady subjektd studie
souvisejici s pfipadnou Ujmou na zdravi
zpusobenou subjektu studie v souvislosti
S jeho ucasti na studii. Zadavatel bude
uvedené pojisténi udrzovat po dobu trvani

studie apfislusnou dobu po jejim
ukonceni, pokud to platné zakony
pozaduyji.

Zdravotnické zafizeni bude udrzovat
pojisténi dle pozadavkl pfisluSnych
zdkonl  aslimity, které odpovidaji
zakonnym minimalnim castkam.

Zdravotnické zafizeni bude udrzovat toto
pojistné kryti po dobu trvani této smlouvy
a dalsi dva roky poté. Spolecnosti Medpace
bude na pozadani predlozen doklad
0 uvedeném pojisténi.
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12.5

The Sponsor declares that it has taken out
liability insurance for the Investigator and
the Sponsor, through which compensation
is also ensured in the event of the death of
the study subject or in the case of damage
to the health of the study subject as a result
of the conduct of the clinical study, in
accordance with Act No. 378/2007 Coll.,
on pharmaceuticals.

12.5

Zadavatel prohlasuje, ze uzaviel pojisténi
odpovédnosti za Skodu pro zkousejiciho a
zadavatele, jehoz prostiednictvim je
zajiSténo i odSkodnéni v piipadé smrti
subjektu hodnoceni nebo v ptipadé skody
vzniklé na zdravi subjektu hodnoceni v
disledku provadéni klinického hodnoceni,
v souladu se zakonem ¢. 378/2007 Sb., o
1é¢ivech.
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13 DEBARMENT

Institution represents that neither it, nor
Investigator, nor any of its management or any
other employees or independent contractors or
agents who will have any involvement in the
Study, have been debarred by any regulatory
authority. Institution and/or Investigator shall
immediately notify Medpace in writing upon
becoming aware of any such debarment, threat of
debarment, or conviction or other matter that
could result in any such debarment. Medpace
may, upon its receipt of such notice or otherwise
becoming aware of any debarment, threat of
debarment or other matter that could result in any
such debarment, terminate this Agreement in
accordance with the Term and Termination
Section.

13 PREKAZKY

Zdravotnické zafizeni prohlasuje, Ze ani ono
samo ani ZkouSejici ¢i kdokoli z vedeni
zdravotnického zatizeni nebo jini zaméstnanci
nebo nezavisli dodavatelé nebo
zprostiedkovatelé, kteti budou zapojeni do
studie, nejsou z této cinnosti vylouceni
regulatornim orgianem. Zdravotnické zafizeni
a/nebo zkousejici neprodlené pisemné vyrozumi
spole¢nost Medpace ihned poté, co se dozvi o
takovém vylouceni, hrozicim vylouceni nebo
odsouzeni nebo jiné zaleZitosti, kterd by mohla k
takovému vylouceni vést. Spole¢nost Medpace
mize po pfijeti tohoto oznameni nebo poté, co se
jinym zplsobem dozvi o vylou€eni, hrozicim
vylouceni nebo jiné zaleZitosti, ktera by mohla
vést k vylouceni, ukoncit tuto smlouvu v souladu
s podminkami oddilu Doba platnosti a ukonceni.

14 ANTI-BRIBERY/ANTI-CORRUPTION

In carrying out its responsibilities under this
Agreement, neither Party nor it nor any of its
respective representatives will pay, offer or
promise to pay, or authorize the payment of, any
money, or give or promise to give, or authorize
the giving of, any services or anything else of
value, either directly or through a third party, to
any official or employee of any governmental
authority or instrumentality, or of a public
international organization, or of any agency or
subdivision thereof corruptly for the purpose of
improperly (i) influencing any act or decision of
that person in his official capacity, including a
decision to fail to perform his functions with such
governmental agency or instrumentality or such
public international organization or such political
party, (ii) inducing such person to use his
influence with such governmental agency or
instrumentality or such public international
organization or such political party to affect or
influence any act or decision thereof or (iii)
securing any improper advantage; provided
however, the foregoing representation shall not
apply to any facilitating or expediting payment to
a foreign official, political party, or party officiall,
the purpose of which is to expedite or to secure
the performance of a routine governmental action
by a foreign official, political party, or party
official.

l,lSTANO,VENI',VE VECI BOJE PROT
UPLATKARSTVi A KORUPCI

Z4dna ze smluvnich stran ani jeji pfislusni
zastupci  pfi plnéni  svych  povinnosti
vyplyvajicich ze smlouvy nezaplati, nenabidne
ani nepiislibi zaplatit ani neschvali zaplaceni
jakékoli penézité castky ani neposkytne ¢i
nepfislibi ~ poskytnout ani  neodsouhlasi
poskytnuti sluzeb nebo ¢ehokoli hodnotného, a to
pfimo ani prostfednictvim tfeti osoby, Zadnému
ufednikovi nebo zaméstnanci stitniho organu
nebo  podfizenych Gfadi nebo  vefejné
mezinarodni organizace nebo jejich ufadu ¢i
oddéleni, korupénim zplsobem za ucelem
nevhodného (i) ovlivnéni jakéhokoli ikonu nebo
rozhodnuti dané osoby v jejim ufednim postaveni
vcetné rozhodnuti neplnit své funkce u daného
statniho organu nebo ufadu nebo dané vefejné
mezinarodni organizace nebo dané politické
strany, (ii) navadéni takové osoby, aby vyuzila
svého vlivu u daného statniho Gfadu nebo organu
nebo dané vefejné mezinarodni organizace nebo
politické strany za ¢elem ovlivnéni jejich ukonu
nebo rozhodnuti, nebo (iii) zajisténi libovolné
neopravnéné vyhody, avSak za podminky, ze vyse
uvedené zastupovani se nebude vztahovat na
pomocné nebo urychlujici platby zahrani¢nim
ufednikiim, politické strané nebo Ciniteli strany,
jejichz ucelem je urychlit nebo zajistit provedeni
béZného statniho ukonu zahrani¢nim ufednikem,
politickou stranou nebo Cinitelem strany.

14
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15 ASSIGNMENT AND DELEGATION

This Agreement shall be binding upon and for the
benefit of the Parties hereto, and their successors
and permitted assigns. This Agreement, and all
rights, duties and obligations hereunder, may not
be assigned or delegated by Institution or
Investigator without the prior express written
consent of Medpace. Any attempt made by
Institution or Investigator to assign or delegate
this Agreement in violation of this section shall
be of no force or effect. Institution and
Investigator acknowledge that Medpace shall
have the right to assign or delegate this
Agreement or any portion thereof without the
consent of Institution.

POSTOUPENI A DELEGOVANI

Tato smlouva bude zavazna pro smluvni strany a
v jejich prospéch a ve prospéch jejich nastupci a
povolenych nabyvatelll. Zdravotnické zatizeni
ani zkouSejici nemohou tuto smlouvu a zZadna
prava, zavazky a povinnosti z ni vyplyvajici

15

postoupit ani pienést bez predchoziho
vyslovného pisemného souhlasu spolecnosti
Medpace. Ptipadny pokus zdravotnického

zafizeni nebo zkousejiciho o postoupeni nebo
delegovani této smlouvy v rozporu s timto bodem
bude neplatny a neuc¢inny. Zdravotnické zatizeni
a zkouSejici berou na védomi, Ze spolecnost
Medpace bude mit pravo tuto smlouvu nebo
libovolnou jeji ¢ast postoupit nebo delegovat bez
souhlasu zdravotnického zatizeni.

16 INDEPENDENT CONTRACTOR

The relationship of the Parties is that of
independent contractors, and no employment or
agency relationship shall be construed to exist
between the Parties. Neither Medpace nor
Sponsor shall be responsible for any employee
benefits, pensions, workers’ compensation,
withholding or employment-related taxes relating
to Institution, Investigator or Study Personnel.

NEZAVISLY DODAVATEL

Vztah mezi smluvnimi stranami je vztahem
nezavislych dodavateli a neexistuje mezi nimi
zadny zameéstnanecky ani agenturni vztah.
Spolecnost Medpace ani zadavatel nenesou
odpovédnost za zaméstnanecké vyhody, penze,
nahrady pracovnikiim, srazkové dané ani dané ze
zéavislé Cinnosti tykajici se zdravotnického
zafizeni,  zkouSejictho  nebo  pracovnikl
ucastnicich se provadéni studie.

16

17 CHANGES TO THE PROTOCOL

The Protocol may be amended only at the
direction of Sponsor, subject to subsequent
approval of the Ethics Committee and any
applicable regulatory authorities. No financial
adjustments shall be made because of such
modifications unless the Parties hereto amend
this Agreement accordingly.

ZMENY PROTOKOLU

Protokol Ize zménit pouze na pokyn zadavatele a
podléha naslednému schvaleni etickou komisi a
pfislusnymi regulatornimi orgény. V duasledku
takovych zmén nebudou provadény zadné
finanéni upravy, pokud smluvni strany tuto
smlouvu pfislusnym zplisobem neupravi.

17
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18 MISCELLANEOUS 18 RUZNE

18.1  This Agreement represents the entire | 18.1  Tato smlouva pfedstavuje celé ujednani
understanding of the Parties and smluvnich stran anahrazuje vSechna
supersedes all  prior  negotiations, ptedchozi jednani, ujednani nebo dohody
understandings or agreements (oral or (Gstni  ¢i  pisemné) mezi smluvnimi
written) between the Parties concerning the stranami tykajici se predmétu smlouvy.
subject matter hereof. In the event of any V piipadé rozporu mezi touto smlouvou
inconsistency between this Agreement and aprotokolem  budou mit piednost
the Protocol, the terms of this Agreement podminky této smlouvy. Pokud nékteré
shall govern. If a provision of this ustanoveni této smlouvy je nebo se stane
Agreement is or becomes (i) illegal under (i) nezdkonnym podle jakéhokoli platného
any applicable law or regulation, (ii) zakona nebo predpisu, (ii) neplatnym nebo
invalid or (iii) otherwise unenforceable, (iii) jinak nevymahatelnym, nebude mit
such illegality, invalidity or tato nezéakonnost, neplatnost ¢i
unenforceability shall not affect the nevymahatelnost vliv na platnost ¢i
validity or enforceability of any other term vymahatelnost ostatnich podminek nebo
or provision of this Agreement. All waivers ustanoveni  této  smlouvy. VSechna
of the terms of this Agreement shall be in pfipadnd  prominuti podminek  této
writing. Failure to insist upon compliance smlouvy musi mit pisemnou formu. Pokud
with any of the terms and conditions of this néktera smluvni strana nebude trvat na
Agreement shall not constitute a general dodrZzeni  nékterych  podminek  této
waiver or relinquishment of any such terms smlouvy, nebude to pfedstavovat obecné
or conditions, but the same shall remain at prominuti téchto podminek nebo upusténi
all times in full force and effect. od nich; tyto podminky zlstanou po celou

dobu v plné platnosti a G¢innosti.

18.2  This Agreement shall be governed by and | 18.2  Tato smlouva se ¥idi abude vykladana
construed in accordance with the laws of vsouladu se zdkony Ceské republiky.
the Czech Republic. Disputes arising Spory vyplyvajici z této smlouvy budou
from this agreement will be decided by rozhodovany obecnymi soudy Ceské
the general courts of the Czech Republic. republiky. Piisobnost rozhodéich soudi je
The competence of arbitration courts is vylougena. V piipadé rozporu mezi Seskou
excluded. In the event of a conflict a anglickou verzi bude mit pfednost ¢eska
between the Czech and English language verze.
versions, then the Czech version shall
control.

18.3  This Agreement, and any subsequent | 183  Tato smlouva ajeji piipadné nasledné
amendment(s), may be executed in dodatky mohou byt podepsany ve vice
counterparts and the counterparts, vyhotovenich a tato vyhotoveni budou
together, shall constitute a single spole¢né& predstavovat jedinou smlouvu
agreement and shall become binding a stanou se zavaznymi v okamziku, kdy
when any one or more counterparts jedno nebo vice vyhotoveni této smlouvy
hereof, individually or taken together, budou jednotlivé nebo spole¢né opatieny
bears the signature of each of the Parties podpisem jednotlivych smluvnich stran
hereto. A facsimile or PDF electronic této smlouvy. Smlouva nebo jeji
submission of this Agreement or any nasledné dodatky podepsané Fadné
subsequent amendment(s) signed by a opravnénym zastupcem smluvni strany
Party’s duly authorized representative a zaslané faxem nebo elektronickymi
shall be legal and binding on all Parties. prostiedky ve formatu PDF budou pro

vSechny smluvni strany prévoplatné
a zavazné.
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19 SPONSOR AS THIRD-PARTY
BENEFICIARY

The Parties to this Agreement recognize and
agree that Sponsor takes the benefit of this
Agreement as a third-party beneficiary and agree
that Sponsor may enforce such rights either
directly itself or indirectly through Medpace.

IN WITNESS WHEREOF, the Parties hereto
have executed this Agreement by proper persons
thereunto duly authorized and that this
Agreement shall be effective as of the Effective
Date.

ZADAVATEL JAKO OPRAVNENA TRETI
STRANA

Smluvni strany berou na védomi a souhlasi s tim,
ze zadavatel ma z této smlouvy uzitek jako
opravnéna treti strana, a souhlasi s tim, Ze
zadavatel muze tato prava vykonavat bud’ pfimo
sam, nebo nepfimo prostfednictvim spolecnosti
Medpace.

20

NA DUKAZ VYSE UVEDENEHO smluvni
strany podepsaly tuto smlouvu prostiednictvim
fadné k tomu opravnénych osob a tato smlouva
nabude ucinnosti k datu ucinnosti.

For Medpace, on its own

behalf and as payment agent of
Sponsor /

Za spole¢nost Medpace, jejim
jménem a jako zprostiedkovatel
plateb Zadavatele

By (signature) By (signature)

Name (print or type)

Institution / Zdravotnické zafizeni

MUDr. Petr Maly, MBA

Name (print or type)

Director / Generalni feditel

Investigator / Zkousejici

By (signature)

Name (print or type)

Pl / Hlavni zkouSejici

Title Title Title
Date Date Date
Appendices Prilohy

Appendix 1: Schedule A

Pfiloha ¢. 1: Pfiloha A

Appendix 2: Standard Contractual Clauses

Pfiloha ¢. 2: Standardni smluvni dolozky

Appendix 3: Personal Data Processing Agreement
(included as a separate document)

Pfiloha ¢. 3: Smlouva o zpracovdni osobnich UdajU
(pfilozena jako samostatny dokument)

Appendix 4: Indemnification Agreement (included as
a separate document)

Pfiloha ¢. 4: Smlouva o odskodnéni (pfilozena jako
samostatny dokument)
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MELI SEIKA PHARMA CO., LID. MELI SEIKA PHARMA CO., LTD.
PROTOCOL ID; OP0595-5 CiSLO PROTOKOLU: OP0595-5

SITE: ME5-06-02 CENTRUM: ME5-06-02
SCHEDULE A VERSION: VERSION #1 PRILOHA A VERZE: VERZEC. 1
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STANDARD CONTRACTUAL CLAUSES STANDARDNI SMLUVNI DOLOZKY

SECTION |

Clause 1

Purpose and scope

ODDIL I

Dolozka 1

Uéel a oblast piisobnosti

@) The purpose of these standard contractual | (a) Utelem téchto standardnich smluvnich
clauses is to ensure compliance with the dolozZek je zajistit dodrzovani poZzadavkl
requirements of Regulation (EU) uvedenych v nafizeni  Evropského
2016/679 of the European Parliament and parlamentu a Rady (EU) 2016/679 ze dne
of the Council of 27 April 2016 on the 27. dubna 2016 o ochrané fyzickych osob v
protection of natural persons with regard souvislosti se zpracovanim osobnich udaja
to the processing of personal data and on a o volném pohybu té€chto udaji (obecné
the free movement of such data (General natizeni o ochrané ﬁdajﬁ)“, pokud jde o
Data Protection Regulation)* for the predavani osobnich udaji do treti zemé.
transfer of personal data to a third country.

(b) Strany:

(b) The Parties: )

() fyzickd nebo pravnicka osoba ¢i

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

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

osoby, organ ¢i organy vefejné
moci, agentura ¢i agentury nebo
jiny subjekt ¢i jiné subjekty (dale
jen ,subjekt® ¢ ,subjekty®)
predavajici osobni tidaje, uvedené v
priloze I ¢asti A (dale jen ,,vyvozce
udajac), a

(ii)  subjekt ¢i subjekty ve tieti zemi,
pfijimajici pfimo nebo neptimo
prostfednictvim jiného subjektu,
jenz je rovnéz stranou téchto
dolozek, osobni udaje od vyvozce
udajl, uvedené v priloze I casti A
(dale jen ,,dovozce udaji‘),

1

Clinical Study Agreement | Version # 1
Meiji Seika Pharma Co., LTD | OP0595-5

Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union
institution or body as controller, reliance on these Clauses when engaging another processor (sub-
processing) not subject to Regulation (EU) 2016/679 also ensures compliance with Article 29(4) of
Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the
protection of natural persons with regard to the processing of personal data by the Union institutions,

bodies, offices and agencies and on the free movement of such data, and repealing Regulation (EC) No
45/2001 and Decision No 1247/2002/EC (OJ L 295 of 21.11.2018, p. 39), to the extent these Clauses and the
data protection obligations as set out in the contract or other legal act between the controller and the
processor pursuant to Article 29(3) of Regulation (EU) 2018/1725 are aligned. This will in particular be the
case where the controller and processor rely on the standard contractual clauses included in Decision [...].
Pokud je vyvozcem Udajl zpracovatel, na néjz se vztahuje nafizeni (EU) 2016/679 a ktery jedna jménem
organu nebo subjektu Unie jako spravce, spoléhani se na tyto dolozky pfi zapojeni jiného zpracovatele (dilci
zpracovani), na kterého se natizeni (EU) 2016/679 nevztahuje, rovnéz zajistuje soulad s €l. 29 odst. 4
narizeni Evropského parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna 2018 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich Udajli organy, institucemi a jinymi subjekty Unie, a o volném pohybu
téchto Udajd a o zrudeni nafizeni (ES) 45/2001 a rozhodnuti 1247/2002/ES (Uf. vést. L 295 ze dne
21.11.2018, s. 39), v rozsahu, v ném? jsou tyto doloZzky a povinnosti tykajici se ochrany udajl stanovené ve
smlouveé nebo jiném prdavnim aktu mezi spravcem a zpracovatelem podle ¢l. 29 odst. 3 nafizeni (EU)
2018/1725 sladény. To bude zejména pFipad, kdy se spravce a zpracovatel spoléhaji na standardni smluvni
dolozky obsaZené v rozhodnuti [...].
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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

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

(b) 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

@) 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 - Clause 8.1 (b) and
Clause 8.3(b);

(iii)  Clause 9
(iv) Clause 12

(©

(d)

@

(b)

@)

se dohodly na téchto standardnich
smluvnich dolozkach (dale  jen
,,dolozky*).

Tyto dolozky se pouziji s ohledem na
predavani osobnich tdaju podle ptilohy I
casti B.

Dodatek k témto dolozkdm obsahujici
prilohy, na néz se v téchto dolozkach

odkazuje, tvofi nedilnou soucast téchto
dolozek.

Dolozka 2
Uéinek a neménnost dolosek

Tyto dolozky stanovi vhodné zaruky,
véetné vymahatelnych prav subjektu udaji
a u¢inné pravni ochrany, podle ¢l. 46 odst.
1 a ¢l. 46 odst. 2 pism. ¢) nafizeni (EU)
2016/679 a s ohledem na piedavani udaja
od spravci zpracovatelim a/nebo od
zpracovateld zpracovateliim, standardni
smluvni dolozky podle ¢l. 28 odst. 7
natizeni (EU) 2016/679, pokud nebudou
zmeénény, s vyjimkou vybéru vhodného
modulu (vhodnych moduld) nebo za
ucelem pfidani nebo aktualizace informaci
v dodatku. To smluvnim stranadm nebrani
v tom, aby zahrnuly standardni smluvni
dolozky stanovené v téchto dolozkach do
§irsi smlouvy a/nebo pridaly dalsi dolozky
nebo dodate¢né zaruky, pokud nebudou
pfimo nebo nepfimo v rozporu s témito
dolozkami nebo nebudou dotcena zakladni
prava nebo svobody subjektl tdajt.

Témito dolozkami nejsou  dotleny
povinnosti, které se vztahuji na vyvozce
udajl na zakladé natizeni (EU) 2016/679.

Dolozka 3
Oprdvnéné tieti strany

Subjekty tidaji se mohou jako opravnéné
tieti 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;

(i)  dolozka 8 —dolozka 8.1 pism. b) a
dolozka 8.3 pism. b);

(iii)  dolozka 9
(iv)  dolozka 12

Clinical Study Agreement | Version # 1
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(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 (EU)
2016/679.

Clause 4
Interpretation

€)] 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
(EV) 2016/679.

Clause 5
Hierarchy

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 1.B.

Clause 7 - Optional
Docking clause

@ 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 LA,

(b) Once it has completed the Appendix and
signed Annex I.A, the acceding entity shall
become a Party to these Clauses and have

(v)  dolozka 13;

(vi) dolozka 15.1 pism. ¢), d) a e);
(vii) dolozka 16 pism. e);

(viii) dolozka 18

Pismenem
subjekti udaji podle nafizeni
2016/679.

(b)

a) nejsou dotéena prava
(EU)

Dolozka 4
Vyklad

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

(b) Tyto dolozky je tfeba ¢ist a vykladat s
ohledem na ustanoveni natfizeni (EU)

2016/679.

(c) Tyto dolozky nebudou vykladany Zadnym
zpuisobem, ktery by byl v rozporu s pravy
a povinnostmi stanovenymi Vv nafizeni
(EU) 2016/679.

Dolozka 5
Hierarchie

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

Dolozka 6
Popis predavani

Podrobnosti tykajici se pfedavani, zejména kategorie
osobnich udaji, které jsou predavany, a ucel nebo
ucely, pro které jsou pfedavany, jsou uvedeny v
ptiloze I ¢asti B.

Dolozka 7 — volitelna
DoloZka o piistoupeni

@) Subjekt, ktery neni stranou téchto dolozZek,
muze se souhlasem stran k t€mto dolozkam
kdykoli ptistoupit, bud’ jako vyvozce udaj,
nebo jako dovozce udajii, a to vyplnénim
dodatku a podepsanim ptilohy I ¢asti A.

(b) Poté, co pfistupujici subjekt vyplni
dodatek a podepise ptilohu I st A, stane
se stranou téchto dolozek a ma prava a

povinnosti vyvozce Udaji nebo dovozce
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the rights and obligations of a data
exporter or data importer in accordance
with its designation in Annex I.A.

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

SECTION 11 — 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.

MODULE FOUR: Transfer processor to
controller

8.1 Instructions

(@) The data exporter shall process the

personal data only on documented
instructions from the data importer acting
as its controller.

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

udaji v souladu se svym uréenim v piiloze
| Casti A.

(c) Pfistupujici subjekt nema zadna prava ani
povinnosti na zakladé¢ téchto dolozek

plynouci z obdobi pfed tim, nez se stal
stranou.

ODDIL II - POVINNOSTI STRAN

Dolozka 8
Zaruky ochrany udajii
Vyvozce udaji zarucuje, ze vynalozil priméfené
usili, aby mohl stanovit, zda je dovozce udaji
schopen — zavedenim vhodnych technickych a

organizaénich opatfeni — plnit své povinnosti podle
téchto dolozek.

MODUL 4: Piredani od zpracovatele spravci

8.1 Pokyny

€) Vyvozce Gdaju zpracovava osobni udaje
pouze na zakladé dolozenych pokynt od
dovozce udaji, ktery jednd jako jeho
spravce.

(b) Vyvozce 10daji neprodlené informuje
dovozce udaju, pokud neni schopen tyto
pokyny dodrzovat, v¢etné piipadu, kdy
tyto pokyny poruSuji nafizeni (EU)
2016/679 nebo jiné pravni piedpisy Unie
nebo clenského statu v oblasti ochrany
udaja.

(c) Dovozce udaji  se zdrzi pfijimani
jakychkoli opatfeni, kterd by vyvozci
udaji branila v plnéni jeho povinnosti
podle natfizeni (EU) 2016/679, mimo jiné
v kontextu dil¢iho zpracovani, nebo pokud
se jedna o spolupraci s prislusSnymi
dozorovymi tfady.

(d) Po skonceni poskytovani
zpracovatelskych sluzeb vyvozce udaji v
souladu s volbou dovozce udaji vymaze
vSechny osobni udaje zpracovavané
jménem dovozce udaju a potvrdi dovozci
udaju, ze tak ucinil, nebo dovozci udaju
vrati vSechny osobni udaje zpracovavané
jeho jménem a vymaze vSechny existujici
kopie.
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8.2
(a)

(b)

(©)

8.3
(a)

(b)

Security of processing

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.

The data exporter shall assist the data
importer in ensuring appropriate security
of the data in accordance with paragraph
(@). 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.

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.

Documentation and compliance

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

The data exporter shall make available to
the data importer all information necessary
to demonstrate compliance with its

8.2
@

(b)

(©

8.3
@)

(b)

Zabezpeceni zpracovani

Strany zavedou vhodnd technickd a
organizacni opatfeni k zajisténi
zabezpeceni udaju, a to i béhem predavani,
a zajisti ochranu pfed porusenim
zabezpeceni vedoucim k ndhodnému nebo
protipravnimu  zniceni, ztraté, zmeén¢,

neopravnénému poskytnuti nebo
zptistupnéni  (ddle  jen  ,poruseni
zabezpeCeni  osobnich  udaju“).  Pfi

posuzovani vhodné urovné zabezpeceni
strany nalezit¢ zohledni aktualni stav
techniky, naklady na provedeni, povahu
osobnich ﬁdajﬁS, povahu, rozsah, kontext a
ucel nebo ucely zpracovani a rizika pro
subjekty tdaji spojena se zpracovanim, a
zejména zvazi pouziti Sifrovani nebo
pseudonymizace, a to i béhem predavani,
pokud Ize timto zplsobem splnit ucel
zpracovani.

Vyvozce udaji pomaha dovozci tdaju pii
zajistovani odpovidajicitho zabezpeceni
udaji v souladu s pismenem a). V pripadé
poruSeni zabezpeleni osobnich tudaju
tykajiciho se osobnich udaja
zpracovavanych vyvozcem udajui podle
téchto dolozek vyvozce udaji poda hlaseni
dovozci udaji bez zbytecného odkladu
poté, co se o ném dozveédél, a dovozci
udaji bude pfi feseni uvedeného poruseni
napomocen.

Vyvozce udaji zajisti, aby se osoby
opravnéné zpracovavat osobni udaje
zavazaly k ml¢enlivosti, nebo aby se na né
vztahovala zakonna povinnost
ml¢enlivosti.

Dokumentace a plnéni povinnosti

Strany musi byt schopny prokazat
dodrzovani téchto dolozek.

Vyvozce udaji poskytne dovozci udaju

veskeré informace potfebné k dolozeni
toho, ze byly splnény povinnosti

This includes whether the transfer and further processing involves personal data revealing racial or ethnic

origin, political opinions, religious or philosophical beliefs, or trade union membership, genetic data or
biometric data for the purpose of uniquely identifying a natural person, data concerning health or a
person’s sex life or sexual orientation, or data relating to criminal convictions or offences.

Mimo jiné se jedna o to, zda se predavani a daldi zpracovani tykd i osobnich tdajli vypovidajicich o rasovém

nebo etnickém plvodu, politickych nazorech, ndboZenském vyznani nebo filozofickém presvédéeni nebo
¢lenstvi v odborech, genetickych idaji nebo biometrickych Udajl za Géelem jedinecné identifikace fyzické
osoby, Udaji o zdravotnim stavu ¢i o sexualnim Zivoté nebo sexudlni orientaci fyzické osoby nebo Udaju

tykajicich se rozsudkd v trestnich vécech nebo trestnych ¢ind.
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obligations under these Clauses and allow
for and contribute to audits.

Clause 9

Use of sub-processors

Clause 10
Data subject rights

MODULE FOUR:
controller

Transfer processor to

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

@) 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.

Clause 12

Liability
MODULE FOUR: Transfer processor to
controller
@) 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 breaching
the third-party beneficiary rights under
these Clauses. This is without prejudice to
the liability of the data exporter under
Regulation (EU) 2016/679.

(c) 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

stanovené v téchto dolozkach, umozni
provedeni auditd a bude k nim pfispivat.

Dolozka 9

VyuZiti dil¢ich zpracovatelii

Dolozka 10

Prava subjekti udajii

MODUL 4: Predani od zpracovatele spravci

Strany si vzajemné pomahaji pii odpoviddni na
dotazy a zadosti subjektt tidaji podle mistniho prava
pouzitelného na dovozce udaji nebo v pripadé
zpracovani udaji dovozcem tudaji v EU podle
nafizeni (EU) 2016/679.

Dolozka 11
Naprava

€) Dovozce Gdaju transparentné a ve snadno
piistupném formatu informuje subjekty
udaju  prostiednictvim  individualniho
oznameni nebo na svych internetovych
strankach o kontaktnim misté opravnéném
vyfizovat  stiznosti.  Takové  misto
neprodlené vyfidi jakékoli stiznosti, které
od subjektu udaju pfijme.

Dolozka 12
Odpovédnost

MODUL 4: Predani od zpracovatele spravci

€ Kazda strana je vici druhé strané / ostatnim
strandim odpoveédna za jakoukoli Ujmu,
kterou druhé stran¢ / ostatnim stranam pfi
poruseni téchto dolozek zptsobi.

(b) Kazda strana je odpovédna vuci subjektu
udaji a subjekt udaji ma narok na nahradu
jakékoli hmotné nebo nehmotné ujmy,
kterou strana zplsobi subjektu tdaju
poruSenim prav ndlezejicich oprévnéné
tfeti stran¢ na zékladé téchto dolozek. Tim
neni dotCena odpoveédnost vyvozce udaju
podle natizeni (EU) 2016/679.

(c) Pokud je za ujmu zplsobenou subjektu
udaji v dusledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou
spole€nou a nerozdilnou odpovédnost
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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

Supervision

SECTION 11 - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

Clause 14

Local laws and practices affecting compliance with
the Clauses

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

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

(b)

The Parties declare that in providing the
warranty in paragraph (a), they have taken

vSechny odpovédné strany a subjekt udaji
je opravnén proti kterékoli z té€chto stran
podat zalobu u soudu.

(d) Smluvni strany se dohodly, Ze pokud je
jedna ze smluvnich stran odpovédna podle
pismene c), je opravnéna pozadovat od
druhé smluvni strany / ostatnich
smluvnich stran zpét ¢ast ndhrady Gjmy

odpovidajici jeji odpovédnosti za Gjmu.

(e) Dovozce udaji se nemiZe dovolavat
jednani  zpracovatele nebo  dil¢iho
zpracovatele, aby se vyhnul své vlastni

odpovédnosti.

Dolozka 13
Dohled

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

Dolozka 14

Mistni pravni piedpisy a postupy majici dopad na
dodrovani doloZek

MODUL 4: Predani od zpracovatele spravci
(pokud zpracovatel z EU kombinuje osobni udaje
prijaté od spravce ve treti zemi s osobnimi udaji
shromdzdeénymi zpracovatelem v EU)

@) Strany zarucuji, Ze nemaji davod se
domnivat, ze pravni ptedpisy a postupy ve
tieti zemi urCeni, které se vztahuji na
zpracovani osobnich 1udaji dovozcem
udaju, vcetné jakychkoli pozadavkii na
zpiistupnéni osobnich tdaji nebo opatieni,
kterymi se povoluje pfistup organim
vefejné moci, brani dovozeci udaji pii
plnéni svych povinnosti podle téchto
dolozek. To je zalozeno na ptedpokladu, Ze
pravni ptedpisy a postupy, které respektuji
podstatu zakladnich prav a svobod a
nepiekracuji to, co je v demokratické
spoleCnosti nezbytné a pifimefené k
zajisténi jednoho z cilti uvedenych v ¢l. 23
odst. 1 nafizeni (EU) 2016/679, nejsou v
rozporu s témito dolozkami.

(b)

Smluvni strany prohlasuji, Zze pfi
poskytovani zaruky uvedené v pismenu a)
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due account in particular of the following nalezit¢ zohlednily zejména nasledujici

elements: prvky:

(1) the specific circumstances of the (i) konkrétni okolnosti predani, véetné
transfer, including the length of the délky zpracovatelského fetézce,
processing chain, the number of po¢tu zapojenych subjektd a
actors involved and the pouzitych kanalt pro prenos udaji,
transmission  channels  used,; zamySlené dal§i ptedani, druh
intended onward transfers; the type pfijemce,  ulely  zpracovani,
of recipient; the purpose of kategorie a format piedavanych
processing; the categories and osobnich  tdaji, hospodaiské
format of the transferred personal odvétvi, v némz se piedavani
data; the economic sector in which uskute¢iuje, misto, kde se predané
the transfer occurs; the storage udaje uchovavaji;

location of the data transferred; .. L . Y
(ii)  pravni predpisy a postupy tieti

(if)  the laws and practices of the third zemé& uréeni — v&etné téch, které
country of destination— including vyzaduji  zpfistupnéni  udaji
those requiring the disclosure of organum  vefejné moci nebo
data to public authorities or povoluji pfistup téchto organt —
authorising access by such relevantni s ohledem na konkrétni
authorities — relevant in light of the okolnosti  pfedani, jakoz i
specific circumstances of the pouZitelnd omezeni a zaruky?$;
transfer, and the applicable . 1w .
limitations and safeguards?; (iii) VeSke.re , prlsmsne. . S,ml,uvm’

technické nebo organizacni zaruky

(iii)  any relevant contractual, technical zavedené za uéelem doplnéni zaruk
or organisational safeguards put in podle téchto dolozek, véetné
place to supplement the safeguards opatfeni uplatiiovanych béhem

under these Clauses, including

As regards the impact of such laws and practices on compliance with these Clauses, different elements may
be considered as part of an overall assessment. Such elements may include relevant and documented
practical experience with prior instances of requests for disclosure from public authorities, or the absence
of such requests, covering a sufficiently representative time-frame. This refers in particular to internal
records or other documentation, drawn up on a continuous basis in accordance with due diligence and
certified at senior management level, provided that this information can be lawfully shared with third
parties. Where this practical experience is relied upon to conclude that the data importer will not be
prevented from complying with these Clauses, it needs to be supported by other relevant, objective
elements, and it is for the Parties to consider carefully whether these elements together carry sufficient
weight, in terms of their reliability and representativeness, to support this conclusion. In particular, the
Parties have to take into account whether their practical experience is corroborated and not contradicted
by publicly available or otherwise accessible, reliable information on the existence or absence of requests
within the same sector and/or the application of the law in practice, such as case law and reports by
independent oversight bodies.

Pokud jde o dopad takovych pravnich predpist a postupll na dodrZzovani téchto dolozek, za soucast
celkového posouzeni Ize povaZovat rizné prvky. Mezi tyto prvky mohou patfit relevantni a
zdokumentované praktické zkusenosti s predchozimi pfipady Zadosti o zpfistupnéni od organ(i verejné moci
nebo neexistence takovych zadosti, které pokryvaji dostatecné reprezentativni ¢asovy ramec. Tyka se to
zejména internich zaznamu nebo jiné dokumentace, vypracovavané priibézné v souladu s naleZitou péci a
certifikované na Urovni vrcholového vedeni, za predpokladu, Ze tyto informace lIze v souladu s pravnimi
predpisy sdilet se tfetimi stranami. Pokud se na zakladé této praktické zkusenosti dospéje k zavéru, ze
dovozci Udajd nebude branéno v dodrZovani téchto dolozZek, je tfeba to podpofit dalSimi relevantnimi,
objektivnimi prvky a je na smluvnich stranach, aby peclivé zvazily, zda tyto prvky maji spole¢né dostate¢nou
vahu na podporu tohoto zavéru, pokud jde o jejich spolehlivost a reprezentativnost. Smluvni strany musi
zejména zohlednit, zda jsou jejich praktické zkusenosti potvrzeny verejné dostupnymi nebo jinak
pristupnymi spolehlivymi informacemi o existenci ¢i neexistenci Zadosti ve stejném odvétvi a/nebo o
uplatiiovani prava v praxi, jako je napfiklad judikatura a zpravy nezavislych organti dohledu, a nejsou s nimi
V rozporu.
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(c) Dovozce Gdaju zarucuje, ze pii provadéni
(c) The data importer warrants that, in posouzeni podle pismene b) vynalozil
carrying out the assessment under maximalni Gsili, aby poskytl vyvozci
paragraph (b), it has made its best efforts udaju relevantni informace, a souhlasi s
to provide the data exporter with relevant tim, ze bude pii zajistovani dodrzovani
information and agrees that it will té&chto dolozek s vyvozcem tdajli i nadale
continue to cooperate with the data spolupracovat.
exporter in ensuring compliance with
these Clauses. (d) Strany souhlasi, Ze posouzeni podle
(d) The Parties agree to document the pismene b) zdokumentuji a na pozadani
assessment under paragraph (b) and make zptistupni  pfislusnému  dozorovému
it available to the competent supervisory afadu.
authority on request. (e) Dovozce udaji souhlasi s tim, zZe
(e) The data importer agrees to notify the data neprodlené¢ uvédomi vyvozce udajd,
exporter promptly if, after having agreed pokud ma po vyjadfeni souhlasu s témito
to these Clauses and for the duration of the ustanovenimi a po dobu trvani smlouvy
contract, it has reason to believe that it is diivod se domnivat, Ze se na ngj vztahuji,
or has become subject to laws or practices nebo se zacaly vztahovat pravni piedpisy
not in line with the requirements under nebo postupy, které nejsou v souladu s
paragraph (a), including following a pozadavky podle pismene a), a to i po
change in the laws of the third country or zméné v pravnich piedpisech tieti zemé
a measure (such as a disclosure request) nebo opatieni (jako je napfiklad zadost 0
indicating an application of such laws in poskytnuti udaji), jez svédéi o tom, Ze
practice that is not in line with the uplatiiovani téchto pravnich predpisi v
requirements in paragraph (a). praxi neni v souladu s pozadavky
uvedenymi v pismeni a).
f Following a notification pursuant to ® Po oznimeni podle pismene e), nebo

measures applied during
transmission and to the processing
of the personal data in the country
of destination.

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

pfedani a zpracovani osobnich
udaji v zemi uréeni.

pokud ma vyvozce udaji jinak divod se
plnit své povinnosti na zaklad¢ téchto
dolozek, vyvozce tidaji neprodlené urci
vhodnad opatfeni (napf. technickd nebo
organizaéni  opatieni k  zajisténi
bezpeCnosti a duvérnosti), kterd ma
pfijmout vyvozce udaji a/nebo dovozce
udaji k teSeni situace. Vyvozce udaju
pozastavi predavani udaji, pokud se
domniva, ze pro toto pfedavani nemohou
byt zajistény zadné vhodné zaruky, nebo
pokud mu da pokyn. V tomto piipadé je
vyvozce udaji opravnén vypovédet
smlouvu, pokud jde o zpracovani osobnich
udaji  podle téchto dolozek. Jestlize
smlouva zahrnuje vice nez dvé smluvni
strany, mize vyvozce udaju toto pravo na
vypovézeni uplatnit pouze ve vztahu k
piislusné stran¢, pokud se strany
nedohodly jinak. Jestlize je smlouva
vypovézena podle této dolozky, pouzije se
dolozka 16 pism. d) a e).
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Clause 15

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

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

15.1 Notification

() 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 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,

Povinnost dovozce udajit v pFipadé pristupu

MODUL 4: Predani od zpracovatele spravci
(pokud zpracovatel z EU kombinuje osobni udaje
prijaté od sprdvce ve tieti zemi s osobnimi udaji
shromazdenymi zpracovatelem v EU)

15.1
@

(b)

(©

Dolozka 15

orgdnii vefejné moci

Oznameni

Dovozce udaji souhlasi s tim, Ze
neprodlené uvédomi vyvozce tdaju, a je-li
to mozné, subjekt udaji (v pfipad¢ potteby
s pomoci vyvozce tdaji), pokud:

(i) na zakladé pravnich predpist zemé
ureni obdrzi pravné zavaznou
zadost od organu vefejné moci,
véetn¢  soudnich organt, o
zptistupnéni  osobnich  udaji
predanych podle téchto dolozek;
takové oznameni obsahuje
informace 0 pozadovanych
osobnich 1udajich, dozadujicim
organu, pravnim zakladu zadosti a
poskytnuté odpovédi, nebo

(ii) se dozvi o jakémkoli piimém
pristupu organd vefejné moci k
osobnim udajim predavanym podle
téchto dolozek v souladu s
pravnimi predpisy zemé urceni;
takové oznameni obsahuje vSechny
informace dostupné dovozci.

Pokud je podle pravnich pfedpisti zemé
ur¢eni dovozci udaji zakazano informovat
vyvozce udaji a/nebo subjekt udaju,
souhlasi dovozce udajt s tim, Ze za Gcelem
co nejrychlejsitho sdéleni co nejvetsiho
mnozstvi informaci vynalozi maximalni
usili, aby od tohoto zédkazu bylo upusténo.
Dovozce udajii souhlasi, ze zdokumentuje
své maximalni 0sili, aby je mohl na zadost
vyvozce udaji prokazat.

Je-li to povoleno pravnimi piedpisy zemé
urCeni, dovozce udaji souhlasi, Zze bude
poskytovat vyvozci udajii v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantnéj$i informace o pfijatych
zadostech (zejména informace o poctu
zadosti, druhu pozadovanych udaju,
dozadujicim organu nebo organech, zda
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requesting authority/ies, whether requests byly tyto Zadosti napadeny a vysledek
have been challenged and the outcome of takového napadeni atd.).
such challenges, etc.).

(d) The data importer agrees to preserve the | (d) Dovozce tdaju souhlasi s tim, Ze po dobu
information pursuant to paragraphs (a) to trvani smlouvy bude informace podle
(c) for the duration of the contract and pismene a) az c¢) uchovavat a na vyzadani
make it available to the competent je poskytne piislusnému dozorovému
supervisory authority on request. utradu.

(e) Paragraphs (a) to (c) are without prejudice | (e) Pismeny a) az c) neni dotéena povinnost
to the obligation of the data importer dovozce idaji podle dolozky 14 pism. ¢) a
pursuant to Clause 14(e) and Clause 16 to dolozky 16 neprodlené informovat
inform the data exporter promptly where it vyvozce udaji, pokud neni schopen tyto
is unable to comply with these Clauses. dolozky dodrzovat.

15.2 Review of legality and data | 15.2 Piezkum zikonnosti a minimalizace
minimisation udaji

(@) The data importer agrees to review the | (a) Dovozce udaju souhlasi s tim, Ze
legality of the request for disclosure, in ptrezkouma zakonnost zadosti o poskytnuti
particular whether it remains within the udaji, zejména zda nepiekrocila meze
powers granted to the requesting public pravomoci udélenych doZzadujicimu organu
authority, and to challenge the request if, vefejné moci, a ze zadost napadne, pokud
after careful assessment, it concludes that po peclivém posouzeni dojde k zavéru, ze
there are reasonable grounds to consider existuji opodstatnéné duvody se domnivat,
that the request is unlawful under the laws ze zadost je podle pravnich predpist zemé
of the country of destination, applicable urdent, platnych zavazkl podle
obligations under international law and mezinarodniho prava a zasad mezinarodni
principles of international comity. The zdvotilosti protipravni. Dovozce udaji za
data importer shall, under the same stejnych  podminek vyuziva moznosti
conditions, pursue possibilities of appeal. odvolani. Pii napadeni Zadosti dovozce
When challenging a request, the data udaju pfijme piedbéznad opatieni s cilem
importer shall seek interim measures with pozastavit 0¢inky zadosti, dokud pfislusny
a view to suspending the effects of the soudni organ nerozhodne o jeji
request until the competent judicial opodstatnénosti. Nezpfistupni pozadované
authority has decided on its merits. It shall osobni Gdaje, dokud mu takova povinnost
not disclose the personal data requested nebude stanovena na zakladé platnych
until required to do so under the applicable procesnich pravidel. Témito pozadavky
procedural rules. These requirements are nejsou dotéeny povinnosti dovozce udaji
without prejudice to the obligations of the podle dolozky 14 pism. e).
data importer under Clause 14(e).

(b) The data importer agrees to document its | (b) Dovozce udaji souhlasi, ze zdokumentuje
legal assessment and any challenge to the své pravni posouzeni i jakékoli napadeni
request for disclosure and, to the extent zadosti o poskytnuti 0dajii a v rozsahu
permissible under the laws of the country povoleném pravnimi predpisy zemé uréeni
of destination, make the documentation zptistupni dokumentaci vyvozci 0dajii. Na
available to the data exporter. It shall also pozadani ji rovnéZ zpiistupni pfislusnému
make it available to the competent dozorovému ufadu.
supervisory authority on request.

(c) The data importer agrees to provide the | (c) Dovozce 0dajii souhlasi s poskytnutim
minimum  amount  of  information minimdlniho  pfipustného  mnoZstvi
permissible when responding to a request informaci pii odpovédi na zadost o
for disclosure, based on a reasonable zptistupnéni, a to na zékladé pfiméfeného
interpretation of the request. vykladu zadosti.
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SECTION 1V — FINAL PROVISIONS

ODDIL IV — ZAVERECNA USTANOVENI]

Clause 16

Non-compliance with the Clauses and termination

(@)

(b)

(©)

(d)

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

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

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

()] 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;

(if)  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.

Personal data collected by the data
exporter in the EU that has been
transferred prior to the termination of the
contract pursuant to paragraph (c) shall
immediately be deleted in its entirety,
including any copy thereof. The data
importer shall certify the deletion of the
data to the data exporter. Until the data is
deleted or returned, the data importer shall
continue to ensure compliance with these
Clauses. In case of local laws applicable to
the data importer that prohibit the return or
deletion of the transferred personal data,

@

(b)

(©

(d)

Dolozka 16
NedodrZeni doloZek a vypovézeni

Dovozce udaji  neprodlené informuje
vyvozce Udaji, pokud neni z jakéhokoli
divodu schopen tyto dolozky dodrzet.

Pokud dovozce udaji porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet,
vyvozce udaji  pozastavi predavani
osobnich udajt dovozci udaji, dokud neni
dodrzovani opét zajisténo nebo smlouva
vypovézena. Timto neni dotcena dolozka
14 pism. f).

Vyvozce Udaji je opravnén vypoveédét
smlouvu v rozsahu, v némz se jednd o
zpracovani osobnich udaji podle téchto
dolozek, pokud:

() vyvozce udaju pozastavil predavani
osobnich udaji dovozci 1daju
podle pism. b) a dodrzovani téchto
dolozek neni v pfimétené lhité a v
kazdém ptipadé do jednoho mésice
od pozastaveni obnoveno;

(i)  dovozce daji tyto dolozky
podstatné nebo trvale poruSuje
nebo

(iii)  dovozce udaji nedodrzi zavazné
rozhodnuti pfislu§ného soudu nebo
dozorového utfadu tykajiciho se
jeho povinnosti podle téchto
dolozek.

V takovych pfipadech o nedodrzeni
informuje piislusny dozorovy urad. Pokud
smlouva zahrnuje vice nez dvé smluvni
strany, mize vyvozce udaji toto pravo na
vypovézeni uplatnit pouze ve vztahu k
piislusné stran¢, pokud se strany
nedohodly jinak.

Osobni udaje shromazdéné vyvozcem
udaji v EU, které byly piedany pied
vypovézenim smlouvy podle pismene c),
musi byt neprodlené vymazany v celém
rozsahu, vcetné veskerych jejich kopii.
Dovozce udaju potvrdi vyvozci udaji, ze
byly udaje vymazany. Dokud nejsou tidaje
vymazany nebo vraceny, dovozce udaji
nadale zajiStuje soulad s  té€mito
dolozkami. V ptipadé, ze se na dovozce
udajii vztahuji mistni pravni piedpisy,
které mu zakazuji pfedané osobni udaje
vratit nebo vymazat, dovozce udaju
zarucuje, Ze bude i nadale zajiStovat
dodrzovani téchto dolozek a bude udaje
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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

MODULE FOUR:
controller

Transfer processor to

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

MODULE FOUR: Transfer processor to
controller

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

APPENDIX
EXPLANATORY NOTE:

It must be possible to clearly distinguish the
information applicable to each transfer or category of
transfers and, in this regard, to determine the
respective role(s) of the Parties as data exporter(s)
and/or data importer(s). This does not necessarily
require completing and signing separate appendices
for each transfer/category of transfers and/or
contractual relationship, where this transparency can
achieved through one appendix. However, where
necessary to ensure sufficient clarity, separate
appendices should be used.

zpracovavat pouze v takovém rozsahu a
tak dlouho, jak to uvedené mistni pravo
vyzaduje.

(e) Kterakoli ze stran muze odvolat svij
souhlas s tim, Ze bude vazéana témito
dolozkami, pokud i) Evropskd komise
pfijme rozhodnuti podle ¢l. 45 odst. 3
natfizeni (EU) 2016/679 tykajici se
predévani osobnich udajt, na které se tyto
dolozky vztahuji, nebo ii) se natizeni (EU)
2016/679 stane soucasti pravniho ramce
zem¢, do které jsou osobni udaje
predavany. Tim nejsou dotéeny dalsi
povinnosti vztahujici se na dotéené
zpracovani podle natizeni (EU) 2016/679.

Dolozka 17
Rozhodné prdavo
MODUL 4: Predani od zpracovatele spravci

Tyto dolozky se fidi pravem zemé, jez umoziuje
uplatiiovat prava nalezejici opravnéné tfeti strané.
Strany se dohodly, Ze se budou Fidit pravem Ceské
republiky.

Dolozka 18

Volba soudu a p¥islusnost

MODUL 4: Piedani od zpracovatele spravci

Veskeré spory vyplyvajici z téchto dolozek budou
feSeny soudy Ceské republiky.

DODATEK
VYSVETLIVKY:

Musi byt mozné jasné rozliSit informace, které se
vztahuji na kazdé piedani nebo kazdou kategorii
piedani, a v tomto ohledu urcit ptislusnou tlohu /
piislusné ulohy stran v postaveni vyvozce/vyvozcu
udajii a/nebo dovozce/dovozcli tdaji. To nemusi
nutné vyzadovat vyplnéni a podepsani samostatnych
dodatki pro kazdé predani / kategorii pfedani a/nebo
smluvni vztah, pokud Ize této transparentnosti
doséahnout prostednictvim jednoho dodatku. Pokud
je to vSak nutné k zajisténi dostatecné
srozumitelnosti, mély by se pouzit samostatné
dodatky.
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ANNEX |

A. LIST OF PARTIES

MODULE FOUR:
controller

Transfer processor to

Data exporter(s):

Name Institution: Krajska zdravotni, a.s.

Address: Socialni pece 3316/12a, 400 11 Usti nad
Labem, the Czech Republic

Contact person’s name, position and contact
details: Ing. Michal Merta, e-mail: dpo@kzcr.eu

Activities relevant to the data transferred under
these Clauses: Processing of the personal data of
Study Participants, Site staff and investigators for the
purpose of performing clinical research and future
feasibility for clinical research.

Signature and date:

Role (controller/processor): Processor

Data importer(s):
Name: Meiji Seika Pharma Co., Ltd.

Address: 4-16, Kyobashi 2-chome Chuo-ku, Tokyo
104-8002, Japan

Contact person’s name, position and contact
details: Takeshi Minamida

Position: Data Protection Officer
Telephone: (+81) 3-3273-3745
E-mail: takeshi.minamida@meiji.com

Activities relevant to the data transferred under
these Clauses: Processing of the personal data of
Study Participants, Site staff and investigators for the
purpose of performing clinical research and future
feasibility for clinical research.

PRILOHA I

A. SEZNAM SMLUVNICH STRAN
MODUL 4: Piedani od zpracovatele spravci

Vyvozce (vyvozci) udaji:

Jméno/nazev: Krajska zdravotni, a.s.

Adresa: Socialni péce 3316/12a, 400 11 Usti nad
Labem, Ceska republika

Jméno, funkce a kontaktni idaje kontaktni osoby:
Ing. Michal Merta, e-mail: dpo@kzcr.eu

Cinnosti relevantni pro piediavani wdaji na
zakladé téchto doloZek: Zpracovani osobnich tidaju
ucastniktl klinického hodnoceni, zkousejicich a ¢lent
studijniho tymu pro Ucéely provadéni klinického
vyzkumu a budouci uskutecnitelnosti klinického
vyzkumu

Podpis a datum:

Uloha: zpracovatel

Dovozce nebo dovozci udaji:

Jméno/nazev: Meiji Seika Pharma Co., Ltd.

Adresa: 4-16, Kyobashi 2-chome Chuo-ku, Tokyo
104-8002, Japan

Jméno, funkce a kontaktni idaje kontaktni osoby:

Takeshi Minamida

Position: Data Protection Officer
Telephone: (+81) 3-3273-3745
E-mail: takeshi.minamida@meiji.com

Cinnosti relevantni pro piedavani wdaji na
zakladé téchto doloZek: Zpracovani osobnich tidaju
ucastnikt klinického hodnoceni, zkousejicich a clenti
studijniho tymu pro Ucéely provadéni klinického
vyzkumu a budouci uskutecnitelnosti klinického
vyzkumu.
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Signature and date:

Role (controller/processor): Controller

B. DESCRIPTION OF TRANSFER

MODULE FOUR:
controller

Transfer processor to

Categories of data subjects whose personal data is
transferred

Clinical trial participants
Clinical trial site staff and investigators

Employees of business partners and vendors

Categories of personal data transferred

Pseudonymized demographic information from
clinical trial participants, including study ID
number, location, age, gender, DOB or year of birth,
or other categories as required by the clinical trial
protocol

Contact information, CVs/resumes of clinical trial
site staff and investigators

Contact information and bank account information
for payment of business partners and vendors

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.

N/A

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

Continuous as required for the clinical trial

Nature of the processing

Podpis a datum:

Uloha: spravce

B. POPIS PREDAN{
MODUL 4: Piedani od zpracovatele spravci

Kategorie subjektll udajt, jejichz osobni udaje se
predavaji
Ucastnici klinického hodnoceni

Zaméstnanci v misté klinického

hodnoceni

a zkouSejici

Zaméstnanci obchodnich partnerii a dodavatelsky
spolecnosti

Kategorie ptedavanych osobnich udaju

Pseudonymizované demografické informace od
ucastniku klinickéeho hodnoceni, véetné
identifikacniho cisla studie, mista, veku, pohlavi,
data narozeni nebo roku narozeni nebo jinych
kategorii, jak vyzaduje protokol  klinického
hodnoceni

Kontaktni informace, Zivotopisy/resumé pracovnikii
klinického centra a zkousejicich

Kontaktni udaje a informace o bankovnim uctu pro
platby  obchodnich partneriic a dodavatelsky
spolecnosti

Citlivé udaje, které se predavaji (v pfislusnych
pfipadech), a uplatnéna omezeni nebo zaruky, jez
plné¢ zohlednuji povahu daji a souvisejici rizika,
napiiklad pfisné ucelové omezeni, omezeni piistupu
(véetn¢ pristupu pouze pro zaméstnance, ktefi
absolvovali specializované skoleni), vedeni zdznamu
o pfistupu k udajim, omezeni pro dalsi predavani
nebo dodatecné bezpecnostni opatieni.

N/A

Cetnost piedavani (napt. zda jsou udaje predavany
jednorazove nebo prubézne).

Prubézné, jak je pozadovano pro klinické hodnoceni

Povaha zpracovani
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To conduct authorized clinical trial(s); To perform
related scientific research; For public health
purposes; To comply with legal obligations related
to the conduct of clinical trials; To maintain the
integrity of the data collected in clinical trial(s)

Purpose(s) of the data transfer and further processing

To conduct authorized clinical trial(s); To perform
related scientific research; For public health
purposes; To comply with legal obligations related
to the conduct of clinical trials; To maintain the
integrity of the data collected in clinical trial(s)

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

Relevant personal data will be kept for a minimum of
time as put out in the applicable Law for the above-
mentioned purposes for which it has been transferred
in accordance with the Study protocol and with
applicable regulations and legal obligations.

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

N/A

Provadet povolené klinické hodnoceni (klinicka
hodnoceni); Provadet souvisejici védecky vyzkum;
Pro ucely verejného zdravi; Dodriovat zdkonné
povinnosti  souvisejici s provadenim  klinickych
hodnoceni;  Pro  zachovani integrity udaju
shromazdenych v klinickych studiich

Ucel nebo ucely predani udaji a dalsi zpracovani

Provadet povolené klinické hodnoceni (klinicka
hodnoceni); Provadet souvisejici védecky vyzkum;
Pro ucely verejného zdravi; Dodrzovat zakonné
povinnosti  souvisejici s provadenim klinickych
hodnoceni;  Pro  zachovani integrity  udaji
shromdzdénych v klinickych studiich

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

Relevantni osobni udaje budou uchovavany po
minimalni dobu stanovenou prislusnym zakonem pro
vySe uvedené ucely, pro které byly predany v souladu
s protokolem studie a s platnymi predpisy a
zakonnymi povinnostmi.

Pokud jde o predavani (dil¢im) zpracovatelim,
rovnéz uved'te predmét, povahu a trvani zpracovani

N/A
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ANNEX 11

TECHNICAL AND ORGANISATIONAL
MEASURES INCLUDING TECHNICAL AND
ORGANISATIONAL

MEASURES TO ENSURE THE SECURITY OF
THE DATA

Description of the technical and organisational
measures implemented by the data importer(s)
(including any relevant certifications) to ensure an
appropriate level of security, taking into account the
nature, scope, context and purpose of the processing,
and the risks for the rights and freedoms of natural
persons.

1. Defining, publishing and communicating to
staff and sub-processors a set of policies for
information security.

2. Reviewing policies for information security
planned intervals or when significant
changes occur to ensure their continuing
suitability, adequacy and effectiveness.

3. Performing  pre-hire  screening and
background checks consistent with local
hiring practices and laws.

4. Holding staff with access to personal data
accountable for maintaining confidentiality
obligations.

5. Requiring business ethics, data security,

and international data privacy training
upon initial hire and at least annually.

6. Making copies of security standards and
procedures available to all staff
7. Establishing an appropriate access control

policy and reviewing it based on business
requirements and related information
security requirements

8. Assigning responsibility for information
security practices and standards as part of
an information security program.

9. Granting the minimum necessary logical
access necessary to support the data
processing services.

10. Removing access for terminated staff
promptly.

11. Requiring regular password changes for
staff with access to personal data.

12. Requiring secure log-on procedures to
access to personal data.

13. Controlling changes to Data Importers
Information Processing Facilities and

Information Systems that affect personal
data.

ANNEX 11

TECHNICKA A ORGANIZACNI OPATRENI
VCETNE TECHNICKYCH A
ORGANIZACNICH OPATRENI K ZAJISTENI
BEZPECNOSTI DAT

Popis  technickych a organizacnich opatreni
zavedenych dovozcem (dovozci) udajii (véetne vsech
prislusnych osvédceni) k zajisténi primérené urovné
zabezpeceni s prihlédnutim k povaze, rozsahu,
kontextu a ucelu zpracovani a k rizikiim pro prava a
svobody fyzickych osob.

1. Definovani, publikovani a informovani
zaméstnanci a dalSich zpracovatelii o
pravidlech pro informacni bezpecnost.

2. Prezkum pravidel pro bezpecnost informaci
v planovanych intervalech nebo kdyz
nastanou vyznamné zmény, aby se zajistila

jejich  trvala vhodnost, primérenost a
ucinnost.

3. Provadeni predbéznych provérek a proverek
v souladu s mistnimi naborovymi postupy a
zakony.

4. Odpovédnost zaméstnancii s pristupem k
osobnim udajum za zachovdvant
mlcenlivosti.

5. Vyzadovani Skoleni o obchodni etice,
bezpecnosti  udajii  a  mezindarodnich

Skolenich o ochrané osobnich udaji pri
nastupu do zaméstnani a minimalné jednou

rocné.

6. Zpristupneni kopii bezpecnostnich norem a
postupii vSem zaméstnanciim.

7. Stanoveni vhodnych postupii pro Fizeni

pristupu a jeji prezkoumadni na zaklade
obchodnich pozadavki a souvisejicich
pozadavkii na bezpecnost informaci.

8. Pridéleni odpovédnosti za postupy a
standardy informacni bezpecnosti jako
soucast programu informacni bezpecnosti.

9. Poskytnuti minimalniho potrebného
pristupu potrebného k podpore sluzeb
zpracovani udajii.

10. Okamzité  odstranéni  pristupu  pro
propusténé zaméstnance.
11. Vyzadovani pravidelné zmény hesla pro

zaméstnance s pristupem k osobnim udajum.
12, Vyzadovani  bezpecnych  prihlasovacich
postupui pro pristup k osobnim udajiim.
13. Kontrola zmén v zarizenich na zpracovani
informaci a informacnich  systémech
dovozcu udajii, které ovliviiuji osobni udaje.
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14. Monitoring the capacity and availability of
information resources that store, process or
transmit personal data.

15. Limiting physical access to data centres
processing personal data to authorized
individuals  supporting the physical
equipment or facility; including data centre
physical and environmental protections
including 24x7 video surveillance; require
visitor pre-authorization and full- time
accompaniment at all times.

16. Protecting facilities against reasonable
physical and environmental threats such as
natural disasters, fires, etc.

17. Destroying physical media using industry
standard practices; encrypting backups if
using removable tape or other media.

18. Providing  network  protections  like
firewalls, intrusion  detection  and
monitoring for unauthorized access.

19. Securing personal data transmitted over the

internet and between external networks with
industry standard encryption.

20. Periodically  conducting  vulnerability
tests; regularly applying security patches;
implementing malware protection for
servers and workstations.

21. Data importer will not materially decrease
the overall security of the data processing
services during the term of the Clauses.

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

N/A

14. Monitorovani  kapacity a  dostupnosti
informacnich zdroju, které wuchovavaji,
zpracovavaji nebo prenaseji osobni udaje.

15. Omezeni fyzického pristupu k datovym
centrum zpracovavajicim osobni udaje na
opravnené osoby, které potrebuji mit pristup
k fyzickému vybaveni nebo zarizeni; vietné
fyzické a environmentalni ochrany datového
centra viéetné 24x7 video sledovani;

vyzadovat predbéznou autorizaci
navstevnika a nepretrzity priivod po celou
dobu.

16. Ochrana  zarizeni pred  primérenymi

fyzickymi a environmentdlnimi hrozbami,
Jjako jsou prirodni katastrofy, pozary atd.

17. Zniceni  fyzickych médii pomoci
standardnich  prumyslovych  postupii;
Sifrovani  zdloh, pokud  pouzivate
vymenitelnou pasku nebo jiné médium.

18. Poskytovani sitové ochrany, jako jsou brany
firewall, detekce naruseni a sledovani
neopravnéného pristupu.

19. Zabezpeceni osobnich udajii prendasenych
pres internet a mezi externimi sitémi pomoci
standardniho Sifrovani.

20. Pravidelné provadeni testii zranitelnosti;
pravidelné  pouzivani  bezpecnostnich
zdplat;  implementace  ochrany  pred
malwarem pro servery a pracovni stanice.

21. Dovozce udajii  béhem doby platnosti
dolozek  podstatné  nesnizi  celkovou
bezpecnost sluzeb zpracovani udajii.

U predavani (dilcim) zpracovatelim také popiste
konkrétni technicka a organizacni opatieni, kterd ma
(dil¢i) zpracovatel prijmout, aby byl schopen
poskytnout pomoc spravci a v pripadé predani od
zpracovatele dil¢imu zpracovateli vyvozci udajii.

N/A
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