ASSIGNMENT AND AMENDMENT AGREEMENT n°2
Clinical Trial Agreement

This Assignment and Amendment Agreement (the
“Assignment” or “Amendment 2”), effective as of
the date of publishing in the register of contracts
referred to in paragraph 22, provided that the Parties
are aware of the factual changes from 10" December
2018 (the “Effective Date”) is entered into by and
between:

1. ICON Clinical Research Limited with a place
of business at South County Business Park,
Leopardstown, Dublin 18, Ireland (hereinafter
“ICON"); and

2. Fakultni nemocnice v Motole registered
office at V Uvalu 84 15006 Praha 5, Czech Republic, ID
00064203, Tax id Nr CZ 00064203, represented by

GEEE by vitue of mandate
); and

3. Astellas Pharma s.r.o., Sokolovska 100/94,
186 00 Praha 8, Czech Republic, ICO: 26432765, DIC:
CZ26432765, represented by

I (hereinafter”Astellas”);

and

4, Astellas Pharma Europe Ltd.,, with a
registered office at 2000 Hillswood Drive, Chertsey,
KT16 ORS, United Kingdom and Northern
Ireland(hereinafter “Sponsor”).

Collectively referred to as the “Parties”,
WHEREAS

The Sponsor is sponsoring a clinical trial with Protocol
no “PMR-EC-1207", which is entitled “A Phase I,
Parallel Group, Randomized, Multicentre, Open
Label Study to Compare the Pharmacokinetics of
Tacrolimus in De Novo Pediatric Allograft Recipients
Treated with an Advagraf® or Prograf® Based
Immunosuppressive Regimen, Including a Long-
Term Follow-Up " hereinafter referred to as the
“Study”; and

Sponsor has delegated certain activities including, but
not limited to, the monitoring, and organisation of
the Study to ICON; and

Astellas and Institute have entered into a clinical trial
agreement, signed on 27 December 2011 as amended
by the Amendment 1, signed on 20 November 2015
(hereinafter the “Agreement”); and
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SMLOUVA O POSTOUPENi A DODATEK €. 2
ke smlouvé o provedeni klinického hodnoceni

Tato smlouva o postoupeni a dodatek (dale jen
,postoupeni” nebo , dodatek 2“) s ucinnosti ke dni
zverejnéni v registru smluv podle odst. 22 s tim, Ze
strany jsou si védomy faktické zmény od 10. prosince

2018 (dale jen ,datum tcinnosti“) se uzavird mezi:

1. spolecnosti ICON Clinical Research Limited
se sidlem na adrese South County Business Park,
Leopardstown, Dublin 18, Irsko (dale jen ,spole¢nost
ICON“); a

2. Fakultni nemocnici v Motole se sidlem na
adrese V Gvalu 84, 15006 Praha 5, Ceska republika,
ICO 00064203, DIC €200064203, zastoupeno|
na zakladé povéreni (dale jen
,zdravotnické zafizeni“); a

3. spolecnosti  Astellas Pharma s.r.o.,
Sokolovska 100/94, 186 00 Praha 8, Ceska republika,
ICO: 26432765. DIC: (726432765, zastoupenou

4, spolecnosti Astellas Pharma Europe Ltd. se
sidlem na adrese 2000 Hillswood Drive, Chertsey,
KT16 ORS, Spojené kralovstvi Velké Britanie a
Severniho Irska(dale jen ,,zadavatel”).

Spolecné dale jen jako ,smluvni strany”.
VZHLEDEM K TOMU, ZE:

Zadavatel financuje klinické hodnoceni s cislem
protokolu ,PMR-EC-1207" nazvané
,Randomizované, multicentrické, oteviené klinické
hodnoceni faze Il s paralelnimi skupinami pro
porovndni farmakokinetiky takrolimu u détskych
pfijemcti alogenniho stépu de novo Ilécenych
imunosupresivni terapii pfipravkem Advagraf® nebo
Prograf® véetné dlouhodobého sledovdni” (dale jako
,studie”); a

Zadavatel svéfil urcité cinnosti, mimo jiné vietné
monitorovani a organizace studie, spolecnosti ICON;
a

Spolecnost Astellas a zdravotnické zafizeni uzavreli
smlouvu o provedeni klinického hodnoceni ke dni 27.
prosince 2011, ve znéni dodatku 1, podepsaného dne
20. listopadu 2015 (dale jen ,smlouva“); a
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Astellas now wishes to transfer and assign, and ICON
wishes to acquire and assume, the rights and
obligations under the Agreement (the “Transferring
Rights” and“Transferring Liabilities” respectively),
other than those rights and obligations set out in
Annex A to this Assignment (the “Retained Rights”
and“Retained Liabilities” respectively), in each case
with effect on 10 December 2018; and

The Institute has agreed to such transfer and
assighment.

NOW, THEREFORE, in consideration of the premises
and of the following mutual promises, covenants and
conditions hereinafter set forth, the parties agree,
with effect from the Effective Date, as follows:

(1) Astellas hereby assigns and transfers all its right,
title, benefit, privilege and interest in the Transferring
Rights (but not the Retained Rights) under the
Agreement to ICON, and ICON hereby accepts and
assumes all right, title, benefit, privilege and interest
in, the Transferring Rights (but not the Retained
Rights).

(2) ICON hereby accepts and assumes all
responsibilities, obligations, and liabilities under the
Agreement to the extent they relate to the
Transferring Liabilities and agrees to be bound by and
subject to all of the terms, conditions, and covenants
of the Agreement in respect of the Transferring Rights
and Transferring Liabilities as if it were the original
party to such Transferring Rights and Transferring
Liabilities in place of Astellas.

(3) The Institute agrees to perform the Agreement
and be bound by its terms in every way as if:

a. ICON were the original party in relation to the
Transferring Rights and Transferring Liabilities; and

b. Astellas remains a party to the Agreement in
relation to the Retained Rights and Retained
Liabilities.

(4) Notwithstanding any other provision of the
Agreement, the Parties shall observe and comply with
the terms of Annex B of this Agreement (Data
Protection).

(5) Preamble

a. The following sentences “ASTELLAS and the
INSTITUTE are herein referred to individually as
“Party” or collectively as “ Parties”, and with respect
to Astellas clinical trial identified below” shall be
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Spole¢nost Astellas si nyni pfeje prevést a postoupit a
spolecnost ICON si preje nabyt a prevzit prava a
zavazky plynouci ze smlouvy (dale jen ,prevadéna
prava“ a ,prevadéné zavazky“), s vyjimkou prav a
zédvazkd uvedenych v pfiloze A k tomuto postoupeni
(dale jen ,ponechand prava“ a ,ponechané
zavazky“), a to v obou pfipadech s Ucinnosti k 10.
prosinci 2018; a
Zdravotnické zafizeni s timto
postoupenim souhlasi.

pfevodem a

NYNi PROTO s ohledem na nife stanovené
predpoklady, vzajemné pfisliby, zavazky a podminky
se smluvni strany s ucinnosti k datu ucinnosti dohodly
takto:

(1) Spolecnost Astellas timto postupuje a prevadi
veskera sva prava, naroky, vyhody, privilegia a zajmy
vyplyvajici z prevadénych prav (nikoliv vsak
ponechanych prav) dle smlouvy na spolecnost ICON a
spole¢nost ICON timto vSechna prava, ndaroky,
vyhody, privilegia a zajmy vyplyvajici z pfevadénych
prav (nikoliv vSak ponechanych prav) pfijima a
nabyva.

(2) Spolecnost ICON timto ptijima a nabyva vsechny
ukoly, povinnosti a zavazky plynouci ze smlouvy v
rozsahu, v jakém souvisi s prevadénymi zavazky, a
zavazuje se, ze bude vdazadna vSsemi podminkami a
ujedndnimi smlouvy s ohledem na pfevddéna prdva a
prevadéné zdavazky, jako by byla plvodni smluvni
stranou téchto prevadénych prav a prevadénych
zavazkl misto spolecnosti Astellas.

(3) Zdravotnické zafizeni se zavazuje, Ze bude
smlouvu plnit a bude ve viech ohledech vazano jejimi
podminkami, jako by:

a. spolecnost ICON byla pavodni smluvni stranou
ve vztahu k prevadénym pravim a prevadénym
zavazkiim, a

b. spolecnost Astellas zGstdva smluvni stranou
smlouvy ve vztahu k ponechanym pravim a
ponechanym zévazkdm.

(4) Nehledé na jakékoli jiné ustanoveni smlouvy se
budou smluvni strany fidit podminkami prilohy B této
smlouvy (ochrana udajti) a budou je dodrzovat.

(5) Preambule

a. Nasledujici véty ,Spolecnost ASTELLAS a
ZDRAVOTNICKE ZARIZENI jsou ddle samostatné
oznacovdny jako ,strana” a spolecné jako ,strany” a
v souvislosti s klinickym hodnocenim spolecnosti
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replaced with “The company called ‘Astellas Pharma
Europe Ltd’ is sponsoring this Study. Sponsor,
Astellas, and the Institute are herein referred to
individually as “Party” or collectively as “ Parties”,
and with respect to Sponsor’s clinical trial identified
below”

(6) Recitals

a. The WHEREAS section of the Agreement shall be
amended as follows:

i In the WHEREAS section, the following sentence
shall be added: “Sponsor has authorized ICON
through a power of attorney to act on behalf of
Sponsor, to manage, monitor and coordinate the
conduct of this study and to execute this Agreement
and make site payments.”

ii. In the WHEREAS section, the word “Astellas”
shall be replaced with “Sponsor”

(7) Accomplishment

a. Article 2 of the Agreement shall be amended as
follows:

i In Articles 2.1.5 and 2.7, the word “Astellas”
shall be replaced with “Sponsor and/or ICON”

ii.  In Articles 2.3 and 2.4, the word “Astellas” shall
be replaced with “Sponsor”

(8) Remuneration and Cost

a. Article 3 of the Agreement shall be amended as
follows:

i In Article 3, the following paragraph should be
added at the end of the article:

“Invoices should be issued to:

Icon Clinical Research Limited,
South County Business Park,
Leopardstown, Dublin 18, Ireland
Attention: Study N° 0798/0413

For payments, please submit the invoices by e-mail to:
InvestigatorPayments@iconplc.com

Please include in the invoices the contact information
(e-mail) and the bank details (Account Name, Bank,
Account Number, Swift Code and IBAN)”

(9) Medication and Material

a. Article 4 of the Agreement shall be amended as
follows:

i In Article 4.1, the word “Astellas” shall be
replaced with “Sponsor”

ii. In Article 4.2, the word “Astellas” shall be
replaced with “Sponsor and/or ICON”
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Astellas uvedenym niZe” se nahradi znénim
»Spolecnost nazvand Astellas Pharma Europe Ltd je
zadavatelem této studie. Zadavatel, spolecnost
Astellas a zdravotnické zarizeni jsou ddle samostatné
oznacovdni jako ,smluvni strana” a spolecné jako
,Smluvni strany” a v souvislosti s klinickym
hodnocenim zadavatele uvedenym nize”.

(6) Vycty

a. Castsmlouvy nazvana VZHLEDEM K TOMU, ZE se
méni takto:

i Do ¢asti nazvané VZHLEDEM K TOMU, ZE se
prida tato véta: ,Zadavatel poveéril plnou moci
spolecnost ICON, aby jednala jménem zadavatele a
fidila, monitorovala a koordinovala provddéni této
studie a uzavrela tuto smlouvu a provddéla uhrady
plateb pracovistim.”

ii. V &astinazvané VZHLEDEM K TOMU, ZE se slovo
,Astellas” nahradi slovem ,,zadavatel”.

(7) Plnéni
a. Znéni ¢lanku 2 smlouvy se méni takto:

i V ¢lancich 2.1.5 a 2.7 se slovo ,,Astellas” nahradi
slovy ,zadavatel a/nebo spolecnost ICON*.

ii. V ¢lancich 2.3 a 2.4 se slovo ,Astellas” nahradi
slovem ,zadavatel”.

(8) Odména a naklady
a. Znéni ¢lanku 3 smlouvy se méni takto:

i Na konec ¢lanku 3 se prida tento odstavec:

,Faktury je nutné vystavit na:

ICON Clinical Research Limited,
South County Business Park,
Leopardstown, Dublin 18, Ireland
Attention: Study N° 0798/0413

K provedeni uhrady zaslete prosim faktury na e-mail:
InvestigatorPayments@iconplc.com

Na fakturdch prosim uvddéjte kontaktni udaje (e-
mail) a bankovni udaje (ndzev uctu, banka, Cislo uctu,
kod SWIFT a IBAN)“

(9) Lécivé pripravky a material
a. Znéni ¢lanku 4 smlouvy se méni takto:

i. V ¢lanku 4.1 se slovo ,Astellas” nahradi slovem
,zadavatel”.

ii. V ¢lanku 4.2 se slovo ,Astellas“ nahradi slovy
»zadavatel a/nebo spoleénost ICON“.
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(10) Monitoring, Inspections and Audits

a. Article 5 of the Agreement shall be amended as
follows:

i In Article 5, the word “Astellas” shall be replaced
with “Sponsor and/ or ICON”

(11) Indemnity

a. Article 6 of the Agreement shall be amended as
follows:

i. In Article 6, the word “Astellas” shall be replaced
with “Sponsor”

(12) Insurance

a. Article 7 of the Agreement shall be amended as
follows:

i. In Article 7, the word “Astellas” shall be replaced
with “Sponsor”

(13) Confidentiality

a. Article 8 of the Agreement shall be amended as
follows:

i In Articles 8.1 and 8.2.2, the word “Astellas”
shall be replaced with “Sponsor and/ or ICON”

ii. In Article 8.2.4 and Article 8 last paragraph, the
word “Astellas” shall be replaced with “Sponsor”

(14) Ownership of Data/Results, and Intellectual
Property

a. Article 9 of the Agreement shall be amended as
follows:

i In Article 9, the word “Astellas” shall be replaced
with “Sponsor”

(15) Miscellaneous

a. Article 13 of the Agreement shall be amended as
follows:

i In Article 13.1, the word “Astellas” shall be
replaced with “Sponsor and/or ICON”

ii. In Article 13.3, the word “Astellas” shall be
replaced with “Sponsor or ICON”

iii. In Article 13, the following sentence shall be
added: “All Parties hereto expressly acknowledge and
agree that the Sponsor shall be a third party
beneficiary of the Agreement and shall be entitled to
enforce the provisions of this Agreement by al
remedies available at law or equity.”

(16) Each of the Institute and Astellas release and
discharge the other from all obligations, claims and
demands relating to the Transferring Rights and
Transferring Liabilities, including without limitation
claims for negligence and fraud, arising on or after the
Effective Date, and in each case whether known or
unknown to the releasing party.

(17) Nothing in this Assignment shall affect:
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(10) Monitorovani, kontroly a audity
a.  Znéni ¢lanku 5 smlouvy se méni takto:

i V ¢lanku 5 se slovo ,Astellas” nahradi slovy
»zadavatel a/nebo spoleénost ICON“.

(11) Odskodnéni
a.  Znéni ¢lanku 6 smlouvy se méni takto:

i. V ¢lanku 6 se slovo ,Astellas” nahradi slovem
,zadavatel”.

(12) Pojisténi
a. Znéni ¢lanku 7 smlouvy se méni takto:

i. V ¢lanku 7 se slovo ,Astellas” nahradi slovem
,zadavatel”.

(13) Zachovani micenlivosti
a. Znéni ¢lanku 8 smlouvy se méni takto:

i V ¢lancich 8.1 a 8.2.2 se slovo ,,Astellas” nahradi
slovy ,zadavatel a/nebo spole¢nost ICON”.

ii. V¢lanku 8.2.4 a poslednim odstavci ¢lanku 8 se
slovo , Astellas” nahradi slovem ,,zadavatel”.

(14) Vlastnictvi idajd/vysledkl a dusevni vlastnictvi
a. Znéni ¢lanku 9 smlouvy se méni takto:

i V clanku 9 se slovo ,Astellas” nahradi slovem
,zadavatel”.

(15) Rlzné
a. Znéni ¢lanku 13 smlouvy se méni takto:

i V ¢lanku 13.1 se slovo ,Astellas” nahradi slovy
»zadavatel a/nebo spole¢nost ICON“.

ii. V ¢lanku 13.3 se slovo ,Astellas” nahradi slovy
,zadavatel nebo spolec¢nost ICON”.

iii. Do ¢lanku 13 se prida tato véta: , VSechny strany
této smlouvy vyslovné berou na védomi a souhlasi s
tim, Ze zadavatel je oprdvnénou treti stranou této
smlouvy a Ze md prdvo vymdhat jakdkoli ustanoveni
této smlouvy vSemi zdkonnymi prostfedky a podle
zvykového prava.”

(16) zdravotnické zafizeni i spole¢nost Astellas se
vzajemné zbavuji vSech zdvazk(l, narokl a pozadavka
ohledné prevadénych prav a prevadénych zavazkd,
mimo jiné véetné narokd plynoucich z nedbalosti ¢i
podvodu, vzniklych ke dni Gcinnosti nebo po dni
ucéinnosti, at uZ jsou strané zbavujici odpovédnosti
znamy Ci nikoli.

(17) Nic v tomto postoupeni se nedotkne:
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a. the ability of the Institute or Astellas to enforce
the Retained Rights and Retained Liabilities under the
Agreement or to pursue any claims and demands
under or in connection with the Retained Rights and
Retained Liabilities or any obligations or liabilities
existing or arising under the Agreement prior to the
Effective Date, against the other; or

b. the terms of any other agreement between
Astellas, the Sponsor and/or any of its subsidiary
undertakings (on the one hand) and ICON and/or any
of its subsidiary undertakings (on the other) or their
respective rights and obligations to each other under
any such agreement.

(18) Terms not otherwise defined herein shall have

the meanings ascribed to such terms in the
Agreement.
(19) Except as specifically amended by this

Amendment, all other terms and conditions of the
Agreement shall continue in full force and effect
during the term of the Agreement.

(20) For the purposes of the Agreement, the contact
details for ICON shall be as follows:

Icon Clinical Research Limited,
South County Business Park,
Leopardstown, Dublin 18, Ireland
Attention: Study N° 0798/0413

(21) This Assignment and the rights and obligations
of the parties including all non-contractual
obligations arising under or in connection with this
Assignment shall be governed by and construed in
accordance with laws of the Czech Republic. In case
of any dispute concerning the interpretation of this
Agreement, the Court in the Czech Republic shall have
exclusive jurisdiction, with the express exclusion of
any other Court, whether general or optional.

(22) The agreement, the first amendment and this
second amendment (referral of the agreement) shall
be published in the register of contracts in
accordance with Act No. 340/2015 Coll.,, On the
register of contracts. The publication shall be made by
the Institution and shall publish the edited version
provided by another Party and shall be approved by
the Institution. An edited version of the agreement is
considered to be a modified version of the agreement
in which all personal and study data (number of
subjects, duration of study, detailed payments,
protocol) cannot be read. The Institution will enter in
the metadata as the value of the agreement the
amount of 180 000 CZK, as this is the expected
highest possible reward for the study. The Institution
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a. schopnosti zdravotnického zafizeni nebo
spole¢nosti Astellas vici sobé vymahat ponechana
prdva a ponechané zdvazky dle této smlouvy nebo
domahat se narokd ¢i poZzadavk( v souvislosti s
ponechanymi pravy a ponechanymi zavazky nebo
jinymi povinnostmi i zavazky existujicimi ¢i vzniklymi
ze smlouvy pred datem ucinnosti; nebo

b. podminekjiné dohody mezi spole¢nosti Astellas,
zadavatelem a/nebo jejich dcefinymi spole¢nostmi
(na strané jedné) a spolecnosti ICON a/nebo jejimi
dcefinymi spolecnostmi (na strané druhé) nebo jejich
prislusnych prav ¢i zavazk( mezi nimi plynoucich z
takové dohody.

(18) Vyrazy, které zde nejsou definovany jinak,
budou mit stejny vyznam jako ten, ktery je jim pfipsan
ve smlouveé.

(19) Pokud nejsou vyslovné upraveny timto
dodatkem, vsSechny ostatni podminky smlouvy
zUstéavaji po dobu platnosti smlouvy nezménény a v
pIné platnosti a Gcinnosti.

(20) Pro ucely této smlouvy jsou kontaktni Udaje
spolecnosti ICON nasledujici:

ICON Clinical Research Limited,
South County Business Park,
Leopardstown, Dublin 18, Ireland
Attention: Study N° 0798/0413

(21) Toto postoupeni a prava a zavazky smluvnich
stran vcetné vSech nesmluvnich zavazk( vzniklych z
tohoto postoupeni nebo v souvislosti s nim se budou
Fidit zakony Ceské republiky a budou v jejich souladu
i vykladany. V pfipadé jakéhokoli sporu ohledné
vykladu této smlouvy bude mit vyhradni soudni
pravomoc €esky soud s vyslovnym vylou¢enim jiného
soudu, at uz obecného nebo specializovaného.

(22) Smlouva, prvni dodatek i tento druhy dodatek
(postoupeni smlouvy) budou zverejnény v registru
smluv vsouladu se zdkonem ¢. 340/2015 Sb., o
registru smluv. Zvefejnéni provede zdravotnické
zarizeni a zverejénni redigovanou verzi, kterou mu
poskytne jind smluvni strana a on ji odsouhlasi. Za
redigovanou verzi smlouvy se povazuje tak upravena
verze smlouvy, ve které nelze precist veskeré osobni
Udaje a udaje o studii (pocet subjektll hodnoceni,
délka trvani studie, detailni platby, protokol).
Zdravotnické zafizeni do metadat uvede jako hodnotu
smlouvy &astku 180 000 K& nebot tato je
predpokladana nejvyssi mozina odména za studii. O
zverejnéni bude zdravotnické zatizeni informovat
smluvni strany skrze STUDY-RA-0798-
0413@iconplc.com. Zverejnénim nabyva smlouva a

Page / Strana 5/15



shall inform the contracting parties of the publication dodatek ucinnosti, avsak kde je to nutné, jsou strany
through STUDY-RA-0798-0413@iconplc.com. The smlouvou a dodatkem vazany od 10. 12. 2018.
agreement and the amendment shall become

effective upon publication, but where necessary, the

parties are bound by the agreement and the

amendment from 10 December 2018.

[Signature Page to Follow] [Nasleduje podpisova strana]

1207_CZ_CTA INST__:inaI Version 12Aug19 Page / Strana 6/15


mailto:STUDY-RA-0798-0413@iconplc.com

IN WITNESS WHEREOF the parties hereto have
caused this Amendment to be executed by its
authorized representative in four originals in its name
and on its behalf.

ICON CLINICAL RESEARCH LIMITED

Date / Datum:

Name / Jméno:
Title / Funkce:

Fakultni nemocnice v Motole

Date / Datum:
Name / Jméno:

NA DUKAZ TOHO Fadné zmocnéni zéstupci stran této
smlouvy jejich jménem tento dodatek podepsali ve
Ctyrech shodnych vyhotovenich s platnosti originalu.

Title / Funkce:by virtue of mandate / na zakladé povéreni

ASTELLAS PHARMA S.R.O

Date / Datum:
Name / Jméno:
Title / Funkce:

ASTELLAS PHARMA EUROPE, LTD

Date / Datum:
Name / Jméno:
Title / Funkce:

For read and acknowledgement / Strany si dokument precetly a vzaly na védomi:

INVESTIGATOR / ZKOUSEJICi

Karel Vondrak

Date / Datum
Name / Jméno:

Title / Funkce:MUDr.
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Annex A Priloha A

Retained Rights and Retained Liabilities Ponechana prava a ponechané zavazky
- Astellas shall remain responsible for Safety - Spolecnost Astellas zlstane odpovédnd za
Reporting obligations. hlaseni tykajici se bezpecnosti.
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Annex B
Data Protection

1. DEFINITIONS

a. The following terms shall have the following
meanings:

“Approved Sub-Processor” means a sub-processor
engaged by Institute to process Relevant Personal
Data and which has been approved by Sponsor;

"Data Protection Laws" means any applicable data
protection or privacy laws or regulations. It shall
include (i) the e-Privacy Directive 2002/58/EC as
implemented by countries within the European
Economic Area (“EEA”) and the UK; (ii) the General
Data Protection Regulation 2016/679 (“GDPR”) as
implemented by countries within the EEA and the UK,
and/or (iii) other laws or regulations in that are
similar, equivalent to or that are intended to or
implement the laws or regulations that are identified
in (i) and (ii) above;

“Good Industry Practice” means all reasonable skill,
care and diligence and in accordance with sound
professional standards and techniques to the level
followed by skilled and experienced professionals
performing services of a similar nature;

“Law(s)” means: (i) all and any laws, enactments,
directives or regulations applicable to the Services or
to Sponsor or Institute; and (ii) any judicial decision by
a court of competent jurisdiction or guidance or ruling
by a regulatory authority in relation to (i) above, in
each case as from time to time amended, extended,
re-enacted, replaced or superseded;

"Relevant Personal Data" means any personal data
(including any special categories of personal data)
that Institute, its personnel, agents or sub-
contractors process on behalf of Sponsor to provide
the Services and to perform its other obligations
under this Agreement;

“Restricted Transfer” means any international
transfer of Relevant Personal Data from Institute
where such international transfer would be
prohibited by Data Protection Laws in the absence of
safeguards envisaged by Article 46 of the GDPR being
implemented or a derogation as identified in Article
49 of the GDPR being relied on; and
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Priloha B
Ochrana udajt

1. DEFINICE

a. Nasledujici vyrazy maji dale uvedeny vyznam:

»,Schvalenym dil¢im zpracovatelem” se rozumi dil¢i
zpracovatel povéreny zdravotnickym zafizenim
zpracovavanim relevantnich osobnich Udajd, ktery byl
schvalen zadavatelem;

»Zakony o ochrané udajt“ se rozumi vSechny platné
zdkony a predpisy o ochrané udaji a soukromi.
Zahrnuji (i) smérnici 2002/58/ES o soukromi a
elektronickych  komunikacich pfijatou staty v
Evropském hospodarském prostoru (,EHP“) a
Spojenym kralovstvim; (ii) obecné nafizeni o ochrané
udaju 2016/679 (,GDPR“) pfijaté staty v EHP a
Spojenym kralovstvim a/nebo (iii) dalsi zadkony (i
predpisy, které jsou podobné, ekvivalentni ¢i zamysli
implementovat nebo implementuji zakony (i
predpisy, které jsou uvedené v bodech (i) a (ii) vyse;
,Spravnou praxi v odvétvi“ se rozumi vsechny
primérené dovednosti, péce a dukladnost, které jsou
v souladu s fadnymi profesnimi standardy a postupy
na urovni provadéné kvalifikovanymi a zkuSenymi
odborniky poskytujicimi sluzby podobné povahy;

,Zakonem (zakony)“ se rozumi: (i) vSechny zakony,
nafizeni, smérnice nebo predpisy vztahujici se na
sluzby nebo zadavatele nebo zdravotnické zafizeni a
(ii) vSechna soudni rozhodnuti pfislusného soudu
nebo doporuceni ¢i rozhodnuti kontrolniho organu ve
vztahu k (i) vySe, které mohou byt ménény,
rozsifovany, opakované uzdkonény, nahrazeny i
anulovany;

»Relevantnimi osobnimi udaji“ se rozumi vSechny
osobni udaje (v€etné zvlastnich kategorii osobnich
Gdaju), které zdravotnické zafizeni, jeho personal,
zastupci nebo subdodavatelé zpracovavaji jménem
zadavatele za Gcelem poskytovani sluzeb a plnéni
svych dalSich zavazk( plynoucich z této smlouvy;

,Omezenym pfevodem” se rozumi kaidy
mezinarodni prevod relevantnich osobnich Udaji ze
zdravotnického zafizeni v pripadech, kdy by takovy
mezinarodni prfevod byl bez poskytnuti zaruk
predpokladanych ¢lankem 46 GDPR nebo uplatnéni
vyjimky uvedené v ¢lanku 49 GDPR zakdazan zakony o
ochrané udajd; a
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The terms "controller", "data subject”, "personal
data", “personal data breach”, "processor",
"processing”, "special categories ofpersonal data"
and “supervisory authorities” shall have the same
meanings ascribed to them under the GDPR.

2. GENERAL

a. Each Party shall comply with its obligations
relating to personal data that apply to it under Data
Protection Laws (including applying appropriate
technical and organizational security measures to
prevent the occurrence of a personal data breach and
as required by ICH-GCP and Data Protection Laws).

3. INSTITUTE’S OBLIGATIONS AS A PROCESSOR

a. Institute shall:

i process Relevant Personal Data only on and
in accordance with the written instructions of
Sponsor including as to the subject-matter and
duration of the processing, the nature and purpose of
the processing, the type of Relevant Personal Data
and categories of data subjects as set out in Appendix
A (Data Processing);

ii. immediately inform Sponsor if Institute is of
the opinion that an instruction of Sponsor regarding
processing of Relevant Personal Data infringes Data
Protection Laws;

jii. ensure that, except as otherwise instructed
in writing by Sponsor or as required by EU/UK or
Member State Law, any copies of Relevant Personal
Data in the possession or under the control of
Institute, any subcontractor or any Institute
personnel are permanently destroyed when they are
no longer required for the performance of Institute’s
obligations under this Agreement;

iv. ensure that Relevant Personal Data is
accessible only to Institute personnel who: (1) need
to have access to the data in order to carry out their
roles in the performance of the Institute’s obligations
under this Agreement; (2) have been appropriately
trained on the requirements of Data Protection Laws
applicable to the processing, care and handling of the
data; and (3) are subject to contractual or statutory
obligations of confidentiality in respect of the
Relevant Personal Data;

V. give Sponsor such cooperation, assistance
and information and execute all documents as
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0

Vyrazy ,spravce”, ,subjekt udaju“, ,osobni udaje”,
,poruseni zabezpeceni osobnich udaja“,
»,zpracovatel”, ,zpracovani, ,zvlastni kategorie
osobnich udaja“ a ,dozorové drady” maji vyznam,
ktery jim pfirazuje GDPR.

2. OBECNA USTANOVENI

a. Kazda smluvni strana je povinna dodrZovat
své zavazky v souvislosti s osobnimi udaji, které pro ni
plynou ze zakonl o ochrané udajl (véetné uplatnéni
vhodnych technickych a organizacnich
bezpecnostnich opatfeni k prevenci poruseni
zabezpeceni osobnich Udajl a dle poZadavk( ICH-GCP
a zdkonu o ochrané osobnich Gdajd).

3. ZAVAZKY ZDRAVOTNICKEHO ZARIZENi JAKO
ZPRACOVATELE

a. Zdravotnické zafizeni:

i bude relevantni osobni Udaje zpracovavat
pouze na zakladé pisemnych pokyn( zadavatele a v
jejich souladu. Tyto pokyny budou uvadét i predmét a
trvani zpracovani, povahu a ucel zpracovani, typ
relevantnich osobnich Udaji a kategorie subjektu
Udaju, jak jsou uvedeny v priloze A (zpracovani idaja);

ii. bude okamiité informovat zadavatele,
pokud je zdravotnické zafizeni toho nazoru, Ze pokyn
zadavatele ohledné zpracovani relevantnich osobnich
Gdaju porusuje zakony o ochrané Gdaju;

iii. zajisti, aby s vyjimkou odliSnych pisemnych
pokynl  zadavatele nebo ustanoveni zakonl
EU/Spojeného kralovstvi nebo zakont ¢lenskych statd
byly vSechny kopie relevantnich osobnich udajd v
drZzeni a spravé zdravotnického zafizeni, jakéhokoli
subdodavatele nebo persondlu zdravotnického
zafizeni trvale zni¢eny v okamziku, kdy jiz nebudou
tfeba pro plnéni zdvazkd zdravotnického zatizeni
plynoucich z této smlouvy;

iv. zajisti, Ze pfristup k relevantnim osobnim
Udajim bude mit pouze personal zdravotnického
zarizeni, ktery: (1) potfebuje pfistup k udajim k tomu,
aby mohl vykonavat své povinnosti pfi plnéni zavazk
zdravotnického zafizeni dle této smlouvy, (2) byl
fadné vyskolen v poZadavcich zékonU o ochrané tdajt
vztahujicich se na zpracovani, péci a nakladani s udaji
a (3) je vazan smluvni nebo zakonnou povinnosti
zachovavat mléenlivost v souvislosti s relevantnimi
osobnimi udaji.

V. poskytne zadavateli soucinnost, pomoc a
informace a ptipravi veskeré dokumenty, které mize
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Sponsor may reasonably request to assist Sponsor to
comply with its obligations under any Data Protection
Laws insofar as they relate to any Relevant Personal
Data, including in relation to requests from data
subjects to exercise their rights, and cooperate and
comply with the directions or decisions of any
competent data protection or privacy authority in
relation to Relevant Personal Data, and, in each case,
within such time to assist Sponsor to meet any time
limit imposed by Data Protection Laws or by the data
protection or privacy authority; and

Vi. provide Sponsor with all information
necessary to demonstrate compliance with Data
Protection Law and allow Sponsor or another auditor
mandated by Sponsor to audit compliance with this
Agreement.

b. In respect of Relevant Personal Data the
processing of which is subject to the GDPR or Swiss
Law, the Institute shall not undertake a Restricted
Transfer, and shall ensure that any subcontractor
does not undertake a Restricted Transfer, of Relevant
Personal Data other than on the written instructions
of Sponsor, and then subject to any reasonable
additional restrictions set by the Sponsor (which may
include entry into EU standard contractual clauses).
For the avoidance of doubt, this Annex B constitutes
the written instructions of Sponsor to transfer the
Relevant Personal Data of study subjects to Sponsor
and Sponsor Affiliates located outside of the EEA and
the UK pursuant to the consent for such transfer
provided by the study subject.

c. In respect of Relevant Personal Data not
falling within paragraph b, but the processing of
which is subject to any Law that prohibits or restricts:
(i) the transfer of that Relevant Personal Data to any
country or territory; or (ii) the processing of that
Relevant Personal Data in any country or territory, the
Institute shall not transfer or process that Relevant
Personal Data in contravention of any such
prohibition or restriction, except where the transfer
merely continues, and is carried out in all material
respects in the same way as a transfer which was
carried out between the Sponsor Affiliates before the
Effective Date (unless another provision of this
Agreement requires that transfer to cease) and
provided the Institute has obtained prior written
consent where required under paragraph 4(e)(i)
below.

d. The Institute shall:

i at all times have in place (and keep Sponsor’
data protection officer informed in writing of the
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zadavatel primérené pozadovat k dodrZeni zavazku
zadavatele plynoucich ze zdkonl o ochrané udajl v
mife, v jaké souvisi s relevantnimi osobnimi Gdaji,
véetné Zadosti subjektd Gdaju k uplatnéni svych prav,
a bude spolupracovat a dodrzovat pokyny nebo
rozhodnuti pfislusného uUradu pro ochranu udaja
nebo soukromi v souvislosti s relevantnimi osobnimi
udaji, a to vidy v takovém case, aby zadavateli
pomohlo dodrzet ¢asovou lhitu stanovenou zakony o
ochrané osobnich udaji nebo Ufadem pro ochranu
Gdaju ¢i soukromi; a

vi. poskytne zadavateli vSechny informace
potfebné k prokazani dodrzovani zdkonl o ochrané
soukromi a umoZzni zadavateli nebo jinému auditorovi
povéfenému zadavatelem provést audit dodrzovani
této smlouvy.

b. V souvislosti s relevantnimi osobnimi udaji,
jejichz zpracovani podléha GDPR nebo Svycarské
legislativé, zdravotnické zatizeni neprovede omezeny
prevod a zajisti, aby zadny subdodavatel neproved|
omezeny prevod relevantnich osobnich udajl, pokud
k tomu nema pisemny pokyn zadavatele. Nasledné je
tfeba postupovat v souladu s dalSimi pfiméfenymi
omezenimi stanovenymi zadavatelem (ktera mohou
zahrnovat  uzavieni  standardnich  smluvnich
podminek EU). Aby se zabranilo pochybam, tato
pfiloha B pfedstavuje pisemné pokyny zadavatele k
prevodu relevantnich osobnich tdajl subjektd studie
zadavateli nebo  pfidruzenym  spole¢nostem
zadavatele nachazejicim se mimo EHP a Spojené
kralovstvi, a to v souladu se souhlasem s takovym
prevodem poskytnutym subjektem studie.

c. V souvislosti s relevantnimi osobnimi udaji,
které nespadaji do pUsobnosti odstavce b, avSak
jejichz zpracovani podléha jakymkoli zakontm, které
zakazuji nebo omezuiji: (i) prevod téchto relevantnich
osobnich adaji do kterékoli zemé nebo teritoria,
nebo (ii) zpracovani téchto relevantnich osobnich
udaj v kterékoli zemi nebo teritoriu, zdravotnické
zafizeni neprevede ani nezpracuje tyto relevantni
osobni Udaje v rozporu s jakymkoli takovym zakazem
nebo omezenim, vyjma ptipadu, kdy je pfevod pouze
pokracovanim nebo je ve vSech podstatnych
ohledech provadén mezi pfidruzenymi spole¢nostmi
zadavatele pred datem Gcinnosti (pokud jiné
ustanoveni této smlouvy nevyzaduje ukonceni tohoto
prevodu) a za predpokladu, Ze zdravotnické zafizeni v
pfipadech pozadovanych dle odstavce 4 (e) (i) nize
ziskalo predchozi pisemny souhlas.

d. Zdravotnické zaftizeni:

i. bude mit neustdle ustanovenou osobu ve
zdravotnickém zafizeni (a povérenec zadavatele pro
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identity of) an Institute person who is responsible for
assisting Sponsor in responding to enquiries received
from data subjects or any competent data protection
or privacy authority;

ii. ensure that the Institute person referred to
in paragraph i always responds promptly and
reasonably to the enquiries referred to in that
paragraph, taking full account of the relevant
requirements of Data Protection Laws as to timely
response; and

iii. take no steps in relation to any enquiry as
referred to in paragraph i except on the written
instructions of the applicable Sponsor Affiliate.

e. The Institute shall be permitted to appoint a
sub-processor, and to disclose Relevant Personal Data
to such sub-processor, provided that.

i such sub-processor is an Approved Sub-
Processor and is bound by equivalent data protection
obligations as contained in this Agreement; and

ii. Institute shall remain liable for the acts and
omission of any such Approved Sub-Processor with
respect to the processing of Relevant Personal Data.

f. Institute shall notify Sponsor of any intended
changes to any Approved Sub-Processor and Sponsor
shall notify Institute of any objections in writing
within ten (10) business days of receipt of Institute’s
notice of intended change. Institute and shall be
entitled to terminate the Agreement with immediate
effect and without cost in the event Sponsor has
reasonable cause to object to the change and
Institute does not take into consideration Sponsor’s
objections.

g. Notwithstanding paragraph (e) above,
Institute may disclose Relevant Personal Data where
required to do so by Law in which case Institute shall
inform Sponsor of that legal requirement before
commencing processing unless that Law prohibits
such disclosure, and to the full extent permitted by
Law shall comply with all lawful directions of Sponsor,
limit the nature and scope of the requested
disclosure, and disclose the minimum Relevant
Personal Data necessary.

1207_cz_cTA INsT || -i~2' version 12aug19

ochranu osobnich Gdajd bude pisemné informovan o
jeji totoZnosti), kterd bude odpovédna za poskytovani
soucinnosti zadavateli pfi reSeni dotazl ze strany
subjektt udaji nebo kteréhokoli pFislusného Ufadu
pro ochranu Gdajl nebo soukromi;

ii. zajisti, Ze osoba zdravotnického zafizeni
uvedena v odstavci i vidy neprodlené a pfimérené
odpovi na dotazy zminéné v daném odstavci, pficemz
bude pIné dodrZovat pfislusné pozadavky zakonl o
ochrané udajl ohledné véasné odpovédi; a

iii. neprijme Zadnd opatieni v souvislosti s
jakymkoli dotazem zminénym v odstavci i vyjma
pfipadd, kdy k tomu dostane pisemny pokyn od
pfislusné pridruzené spolecnosti zadavatele.

e. Zdravotnické zafizeni bude opravnéno
jmenovat dil¢iho zpracovatele a poskytnout tomuto
diléimu zpracovateli relevantni osobni Udaje za
predpokladu, Ze:

i. je tento dil¢i zpracovatel schvalenym dil¢im
zpracovatelem a je vazan ekvivalentnimi zavazky
ochrany udajt, jaké stanovuje tato smlouva; a

ii. zdravotnické zafizeni zUstane v souvislosti se
zpracovanim relevantnich osobnich idaji odpovédné
za jednani ¢i opomenuti takového schvaleného
dil¢iho zpracovatele.

f. Zdravotnické zafizeni sdéli zadavateli
zamyslené zmény v osobé schvaleného dilciho
zpracovatele a zadavatel zdravotnickému zafizeni
mozné namitky sdéli pisemné ve lh(té deseti (10)
pracovnich dnll od pfijeti oznameni zdravotnického
zafizeni o zamyslené zméné. Zdravotnické zafizeni je
opravnéno ukoncit smlouvu s okamzZitou platnosti a
bez vzniku nakladd v prfipadé, Ze ma zadavatel
pfiméfeny dlvod proti zméné protestovat a
zdravotnické zarizeni nevezme namitky zadavatele v
Gvahu.

g. Nehledé na odstavec (e) vySe smi
zdravotnické zafizeni sdélit relevantni osobni Udaje v
pfipadech, kdy to vyZaduje zdkon, pricemz
zdravotnické zafizeni je povinno informovat
zadavatele o takovém zakonném poZadavku pred
zahajenim zpracovani, pokud neni takové sdéleni
zakonem zakazané, a je v plném rozsahu povoleném
zakonem povinno dodrzovat vSechny zakonné pokyny
zadavatele, omezit povahu a rozsah pozadovaného
zvefejnéni a zvefejnit jen minimdlné potrebné
relevantni osobni Udaje.
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h. The Institute:

i. shall implement and maintain appropriate
technical and organizational measures to protect
against personal data breaches and in accordance
with Data Protection Laws and Good Industry Practice
(“Data Safeguards”);

ii. warrants to Sponsor that Institute has
written security policies, procedures and practices
that comply with the Institute’s data security
obligations under Data Protection Laws;

iii. shall maintain and enforce the Data
Safeguards at each facility from which the Institute
provides the Services, and with respect to any and all
networks that process Relevant Personal Data; and

iv. shall review and revise the Data Safeguards
from time to time in accordance with Good Industry
Practice and as reasonably requested by Sponsor (and
shall promptly provide details of such revised Data
Safeguards to Sponsor in writing upon request).

i In the event of any actual or suspected
personal data breach impacting Relevant Personal
Data, Institute shall:

i notify Sponsor without delay, and in any
event within twenty-four (24) hours, providing
reasonable detail of the impact on Sponsor and the
corrective action taken and to be taken by Institute.
Institute shall at least describe the nature of the
personal data breach including the categories and
approximate number of data subjects concerned and
the categories and approximate number of personal
data records concerned, as well as communicate to
Sponsor the name and contact details of Institute’s
data protection officer or other contact point where
more information can be obtained, and describe the
likely consequences of the personal data breach
together with the measures taken or proposed to be
taken by the Institute to address the personal data
breach, including, where appropriate, measures to
mitigate its possible adverse effects. Where, and in so
far as, it is not possible to provide all the above
mentioned information at the same time, the
information shall be provided to Sponsor in phases
without undue delay;

ii. promptly take all necessary and appropriate
corrective action on the instructions of Sponsor to
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h. Zdravotnické zafizeni:

i. zavede a bude udrZovat vhodna technicka a
organizaCni opatfeni na ochranu proti poruseni
zabezpecdeni osobnich Udajud v souladu se zédkony o
ochrané Udajl a spravnou praxi v odvétvi (dale jen

»opatieni k zabezpeceni udaju“);

ii. ruci zadavateli, Ze ve zdravotnickém zafizeni
existuji pisemné smérnice a postupy k zabezpeceni,
které jsou v souladu se zavazky zabezpeceni (daju ze
strany zdravotnického zatizeni dle zakonu o ochrané
Gdaju;

iii. bude wudriovat a vymahat opatfeni k
zabezpeceni Udaji0 v kazdém zafizeni, kde
zdravotnické zafizeni poskytuje sluzby, a ve vztahu ke
vsem sitim, které relevantni osobni Udaje
zpracovavaji; a

iv. Cas od Casu prezkouma a zreviduje opatreni
k zabezpeceni udajl v souladu se spravnou praxi v
odvétvi a dle pfiméfenych pozadavk( zadavatele (a
na pozadani zadavateli neprodlené poskytne
podrobnosti o takovych revidovanych opatfenich k
zabezpeceni udajt).

i V pripadé skutecného nebo domnélého
poruseni zabezpeleni osobnich udajd, které se
dotkne relevantnich osobnich udajd, zdravotnické
zafizeni:

i bez odkladu, nejpozdéji vsak do dvaceti Ctyr
(24) hodin zadavatele informuje a sdéli mu primérené
podrobnosti o dopadu na zadavatele a o ndpravném
opatreni, které zdravotnické zafizeni pfijalo a pfijme.
Zdravotnické zafizeni prinejmensim popiSe povahu
poruseni zabezpeleni osobnich (daji, vcetné
uvedeni kategorii a pfiblizného poctu dotéenych
subjektll udaji a kategorii a pfiblizného poctu
dotéenych zdznam( osobnich udaji, a rovnéz
zadavateli sdéli jméno a kontaktni Udaje povérence
zdravotnického zatizeni pro ochranu osobnich udajd
nebo jinou kontaktni osobu, které mlzZe poskytnout
dalsi informace, a popiSe pravdépodobné dusledky
poruseni zabezpeceni osobnich (daji spolecné s
opatfenimi, ktera byla zdravotnickym zafizenim
pfijata ¢i navriena na vyreSeni takového poruseni
zabezpeceni osobnich Udajid vcetné pripadnych
opatfeni k omezeni moznych nezadoucich ucinkd.
Pokud nelze poskytnout vsechny vysSe uvedené
informace v jeden ¢asovy okamzik, budou informace
preddvany zadavateli postupné bez zbytecného
odkladu;

ii. bezodkladné pfijme veskera potrebnd a
vhodnd népravna opatreni podle pokynl zadavatele
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remedy the underlying causes of the personal data
breach;

iii. take any action pertaining to the personal
data breach required by Law including, without
limitation, at the request of Sponsor, providing
notices as may be specified by Sponsor to data
subjects whose personal data may have been
affected, whether or not such notice is required by
Law; and

iv. if the personal data breach would permit
access to a data subject’s financial information or lead
to a reasonable risk of identity theft or fraud, the
Institute shall provide, for a reasonable period of time
of not less than one (1) year, credit monitoring
services for any such data subjects.

The costs and expenses incurred by the Institute in
complying with this paragraph i shall be borne by the
Institute.
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na napravu zakladnich pfi¢in tohoto poruseni
zabezpeceni osobnich Udajq;

iii. prijme v souvislosti s porusenim zabezpeceni
osobnich Udajli jakékoli opatfeni vyZadované
zakonem, mimo jiné toho, Ze na Zadost zadavatele
poda oznameni dle pokynli zadavatele subjektGm
udaju, jejichz osobni Udaje mohly byt dotéeny, at u?Z
je takové ozndmeni vyZzadovano zakonem ¢i nikoli; a

iv. v pfipadé, Ze by poruseni zabezpeceni
osobnich Gdaji umoznilo pfistup k finanénim Gdajim
subjektu Gdaji nebo by znamenalo dlvodné riziko
kradeze identity nebo podvodu s identitou,
zdravotnické zafizeni zajisti po pfiméfenou dobu
nikoli krat$i neZ jeden (1) rok sluzby monitorovani
financnich operaci u téchto subjekt( udaja.

Naklady a vydaje vzniklé zdravotnickému zafizeni z

dodrZzovani tohoto odstavce i ponese zdravotnické
zafizeni.
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Appendix A (Data Processing)

This Appendix contains certain details of the
processing of Relevant Personal Data.

Subject matter and duration of the processing of
Relevant Personal Data: Relevant Personal Data will
be processed by Institute in order to provide the
Services and during the term of the Agreement and
thereafter deleted in accordance with Annex B.

The nature and purpose of the processing of
Relevant Personal Data: Relevant Personal Data will
be subject to automated and manual processing
operations by the Institute, including
[collection,][use,] [analysis,][transfer,] [storage]
[and erasure] to provide Sponsor with the Services.

The types of Relevant Personal Data to be
processed:

— name, address, and phone number

- age or date of birth

- sex

- ethnic origin

- medical information, including information
from other hospitals/Institutes, such as physical
health, mental health, and past treatments

- test results and information from samples

- other information given to the study team

The categories of data subject to whom Relevant
Personal Data relates: study subjects

1207_CZ_CTA INST_-FinaI Version 12Aug19

Pfiloha A (Zpracovani udajti)

Tato priloha obsahuje urcité informace o zpracovani
relevantnich osobnich udaju.

Predmét a trvani zpracovani relevantnich osobnich
udajt: Relevantni osobni Gidaje budou zdravotnickym
zafizenim zpracovdny za ucelem poskytnuti sluzeb a v
pribéhu trvani smlouvy a nasledné budou vymazany
v souladu s prilohou B.

Povaha a ucel zpracovani relevantnich osobnich
udajt: Relevantni osobni Udaje budou pfedmétem
automatickych a manualnich operaci zpracovani
provadénych zdravotnickym zafizenim, které budou
zahrnovat [shromaidovani,] [pouZiti,] [analyzu,]
[pfevod,] [uchovavani] [a vymaz] za U(celem
poskytnuti sluZzeb zadavateli.

Typy zpracovavanych relevantnich osobnich tudaja:

- jméno, adresa a telefonni Cislo

- vék nebo datum narozeni

- pohlavi

- etnicky pavod

- zdravotni Udaje, vcetné Gdaji z jinych
nemocnic/ustavl, jako jsou fyzické zdravi, psychické
zdravi a predchozi 1éCby

- vysledky testl a informace ze vzorkd

- dalsi informace predané tymu studie

Kategorie subjektu udajt, k nimZ se relevantni
osobni udaje vztahuiji: subjekty studie

Page / Strana 15/15



