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AMENDMENT NO.1TO THE
CLINICAL TRIAL AGREEMENT

This Amendment No. 1 (“Amendment No. 1”) to
Clinical Trial Agreement no. KHL/2021/019/La
dated 29 September, 2021, is effective on the day
of the publishing in accordance with the Act no.
340/2015 Coll. On the Register of Contracts (the
“Effective Date”), by and between

Fakultni nemocnice u sv. Anny v Brné located
at Pekarska 53, 656 91 Brno, Czech Republic,
ICO (Company ID): 00159816, DIC (VAT ID):
CZ00159816, represented by Ing. Vlastimil
Vajdak, director (the “Institution”),

Pharm Research Associates (UK) Ltd., located
at 500 Oak Way, Green Park, Reading, Berkshire
RG2 6 AD, United Kingdom and with registred
address at Cannon Place, 78 Cannon Street,
London, EC4N 6AD, UK, VAT: GB864432712
(“PRA”), acting as an independent contractor for
Ionis Pharmaceuticals, Inc. located at 2855
Gazelle Court, Carlsbad, CA 92010, US (the

“Sponsor™)

and

XXXXXXXXXXXXXXXX., date of birth: xxxxx, place
of residence: xxxxxxxxxxxxx (“Investigator”),

each of which are also referred to herein
individually as a “Party,” and collectively as the
“Parties”.

RECITALS:

WHEREAS, the Parties executed Agreement to
conduct a clinical study with the title “A Phase
3 Global, Double-Blind, Randomized,
Placebo- Controlled Study to Evaluate the
Efficacy and Safety of ION-682884 in Patients
with Transthyretin-Mediated = Amyloid

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

DODATEKCL;KESMLOUVEO
PROVEDENI KLINICKEHO
HODNOCENI

Tento Dodatek ¢. 1 (dale jen ,,Dodatek &. 1°) ke
Smlouvé o provedeni klinického hodnoceni ¢.
KHL/2021/019/La ze dne 29. zaii 2021, nabyva
ucinnosti dnem uvefejnéni dle zakona ¢.
340/2015 Sb., o registru smluv (dale jen ,,Datum
ucinnosti‘), mezi

Fakultni nemocnici u sv. Anny v Brné se
sidlem Pekatska 53, 656 91 Brno, Ceska
republika, ICO: 00159816, DIC: CZ00159816,
zastoupenou Ing. Vlastimilem Vajdakem,
teditelem (dale jen ,,Zdravotnické zatizeni),

spole¢nosti Pharm Research Associates, (UK)
Ltd., se sidlem 500 Oak Way, Green Park,
Reading, Berkshire RG2 6 AD, Spojené
kralovstvi, s registrovanou adresou Cannon
Place, 78 Cannon Street, Londyn, EC4N 6AD,
Spojené kréalovstvi, DIC: GB864432712 (dale
jen ,,PRA), jednajici jako nezavisly dodavatel
spole¢nosti Ionis Pharmaceuticals, Inc. se
sidlem 2855 Gazelle Court, Carlsbad, CA 92010,
USA (dale jen ,,Zadavatel®)

a

XXXXXXXXXXXXXXXX, Nar.. XXXXX,
XXXXXXXXXXXxX (dale jen ,,ZkousSejici®),

bytem

z nichz kazdy je zde také oznacovan jednotlive
jako ,,smluvni strana‘“ a spole¢né jako ,,smluvni

strany*®.

ODUVODNENI:

VZHLEDEM K TOMU, Ze smluvni strany
uzaviely Smlouvu za tcelem provedeni klinické
studie s nazvem ,,Globalni, dvojité zaslepena,
randomizovana, placebem Kkontrolovana
studie faze 3 hodnotici ucinnost a bezpe¢nost
pripravku ION-682884 u pacienti s
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Cardiomyopathy (ATTR CM)”, (the “Study”),
bearing protocol number ION-682884-CS2 (the
“Protocol”).

WHEREAS, Protocol Amendment No. 5 was
implemented, which revised costs for the
performance of the Study; and

WHEREAS, the Parties now desire in
accordance with Section 22 (d) of the Agreement
to make certain modifications to the Agreement
to account for changes to Budget, all as set forth
in this Amendment No. 1.

NOW THEREFORE, in consideration of the
premises and mutual covenants herein contained,
and for other good and valuable consideration,
the sufficiency of which is hereby
acknowledged, the Parties hereto agree as
follows:

AGREEMENT:

Effective as of the Amendment No. 1 Effective
Date, the Parties hereby agree as follows:

1. Change in Budget. The Budget set forth
under Exhibit B to the Agreement, is hereby
deleted in its entirety and replaced with the
revised Budget set forth Exhibit B to this
Amendment No. 1, attached hereto and
incorporated herein by this reference.

2. Change in Standard Contractual Clauses.
The Standard Contractual Clauses set forth
under Exhibit C to the Agreement, is hereby
deleted in its entirety and replaced with the
revised Standard Contractual Clauses set
forth Exhibit C to this Amendment No. 1,
attached hereto and incorporated herein by
this reference.

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

transthyretinem zprostiedkovanou
amyloidovou kardiomyopatii (ATTR CM)*
(dale jen ,,Studie®), s cislem protokolu ION-
682884-CS2 (dale jen ,,Protokol”).

VZHLEDEM K TOMU, Ze byl implementovan
Dodatek Protokolu €. 5, ktery upravil naklady na
provedeni Studie; a

VZHLEDEM K TOMU, Ze smluvni strany si
nyni pfeji v souladu s ¢lankem 22 pism. (d)
Smlouvy provést ur¢itou upravu Smlouvy, ktera
zohledni zménu Rozpoctu, jak je uvedeno
v tomto Dodatku ¢. 1;

PROTO NYNI sohledem na zde obsazené
predpoklady a vzajemné dohody, spolu
sfadnym a hodnotnym protiplnénim, jehoz
dostatecnost je timto uznana, se smluvni strany
dohodly takto:

DOHODA:

S u¢innosti k Datu uéinnosti Dodatku ¢. 1 se
smluvni strany dohodly takto:

1. Zména Rozpoctu. Rozpocet stanoveny v
Ptiloze B Smlouvy se timto v celém rozsahu
rusi a nahrazuje revidovanym Rozpoétem v
Ptiloze B k tomuto Dodatku €. 1, pfipojenym
nize a zahrnutym timto odkazem.

2. Zména Standardnich smluvnich doloZek.
Standardni smluvni dolozky stanovené
v Piiloze C Smlouvy se timto v celém
rozsahu rusi a nahrazuji se revidovanymi
Standardnimi  smluvnimi dolozkami v
Priloze C k tomuto Dodatku €. 1, pfipojenym
nize a zahrnutym timto odkazem
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MISCELLANEOUS:

Capitalized terms used in this Amendment No. 1
that are not otherwise defined herein shall have
the same meanings as such terms have in the
Agreement.

Except as expressly modified by this
Amendment No. 1, all the other provisions
contained in the Agreement remain valid,
binding and unchanged.

The Parties acknowledge and confirm that with
regard to Act No. 340/2015 Coll., On the
Register of Contracts, the Institution is obliged
to publish this Amendment No. 1.

The expected maximum amount of the total
payment under this Agreement No. 1 is CZK
2,227 030.

This Amendment No. 1 is made in the English
and Czech language versions. In the event of any
discrepancy between the two language versions,
the Czech version shall prevail, provided that the
English version shall be sufficiently consulted to
determine the genuine intention of the Parties
with respect to the discrepancy.

This Amendment No. 1 is drawn up in 3 copies,
each Party will receive one.

Signature page to follow.

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

RUZNE:

Vyrazy psané velkym pismem, které se pouzivaji
v tomto Dodatku ¢. 1 anejsou vném jinak
definovany, maji  stejny vyznam jako
ve Smlouvé.

S vyjimkou vyslovné Gpravy timto Dodatkem ¢.
1 zGstavaji vSechna ostatni ustanoveni obsazena
ve Smlouve platnd, zadvazna a nezménéna.

Smluvni strany timto berou na védomi a
potvrzuji, ze Zdravotnické zafizeni je povinno
uvefejnit tento Dodatek ¢. 1 podle zakona ¢.
340/2015 Sb., o registru smluv.

Predpokladana hodnota Smlouvy ve znéni tohoto
Dodatku €. 1 je ptiblizné 2 227 030 K¢.

Tento Dodatek ¢. 1 je vyhotoven v anglickém a
ceském jazykovém znéni. V piipade jakéhokoli
rozporu bude rozhodujici ¢eska jazykova verze,
za  predpokladu, Ze bude  dostatecné
konzultovana anglickd verze, aby bylo mozné
urcit skute¢ny zamér stran s ohledem na dany
rozpor.

Tento Dodatek ¢. 1 je vypracovan ve 3
vyhotovenich, z nichz kazd4 Smluvni strana
obdrzi po jednom.

Podpisova strana nasleduje.
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Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

IN WITNESS WHEREOF, the Parties have NA DUKAZ CEHOZ smluvni strany uzaviely
caused this Amendment No. 1 to be executed tento Dodatek ¢. 1 prostrednictvim fadné
by their duly authorized representatives as of zmocnénych zastupci kuvedenému Datu
the Amendment No. 1 Effective Date. ucinnosti Dodatku ¢. 1.

PHARM RESEARCH ASSOCIATES (UK) Ltd

By / Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name / Jméno: XXXXXXXXXXXXXXXXXXXXXXXXX

Title / Funkce: XXXXXXXXXXXXXXXXXXXXXXXXX

Date / Datum: 18.5.2022

FAKULTNI NEMOCNICE U SV. ANNY V BRNE

By / Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name / Jméno: Ing. Vlastimil Vajdak

Title / Funkce: Director / Reditel

Date / Datum: 24.5.2022

XXXXXXXXXXXXXXXXXXX

By / Podepsal:

Name / Jméno: XXXXXXXXXXXXXXXXXXXXXXXXX

Title / Funkce: Principal Investigator / Hlavni zkouSejici

Date / Datum: 25.5.2022
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READ AND AKCNOWLEDGED

I, XxXxXXXXXXxXxxx, Sub-investigator of this
Study, hereby certify that I became familiar with
the protocol and all the documents submitted by
PRA for performance of the Study. I was
acquainted with this Agreement, [ will abide the
obligations set out to Sub-investigator and will
proceed in accordance with the Act No.
378/2007 Coll., On Pharmaceuticals, as amended
and with other legal regulations.

By/Podepsal:

Name/Jméno: XXXXXXXXXXXXXX

Title/Funkce: Sub-investigator / Spoluzkousejici

25.5.2022
Date/Datum:

READ AND AKCNOWLEDGED

[, XXXXXXXXXXXXXX, Sub-investigator of this
Study, hereby certify that I became familiar with
the protocol and all the documents submitted by
PRA for performance of the Study. I was
acquainted with this Agreement, I will abide the
obligations set out to Sub-investigator and will
proceed in accordance with the Act No. 378/2007
Coll., On Pharmaceuticals, as amended and with
other legal regulations.

By/Podepsal:

Name/Jméno: XXXXXXXXXXXXXX

Title/Funkce: Sub-investigator / Spoluzkousejici

25.5.2022
Date/Datum:

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

CETL(A) JSEM A JSEM SROZUMEN(A)

Ja, xxxxxxxxxxxxxx Spolu-zkousejici tohoto
klinického hodnoceni, timto potvrzuji, Ze jsem
se seznamil s Protokolem a vSemi dokumenty
predanymi spole¢nosti PRA k provedeni
Studie. Byl jsem sezndmen s touto Smlouvou,
budu dodrzovat povinnosti v ni stanovené
Spolu-zkousejicimu a postupovat v souladu se
zakonem ¢. 378/2007 Sb., o 1éCivech,
v platném znéni a dal§imi pravnimi piedpisy.

CETL(A) JSEM A JSEM SROZUMEN(A)

Ja, XXXXXXXXXXXXXX, Spolu-zkousejici tohoto
klinického hodnoceni, timto potvrzuji, Ze jsem
se seznamil s Protokolem a vSemi dokumenty
predanymi spolecnosti PRA k provedeni
Studie. Byl jsem seznamen s touto Smlouvou,
budu dodrZovat povinnosti v ni stanovené
Spolu-zkousejicimu a postupovat v souladu se
zakonem ¢. 378/2007 Sb., o Iécivech,
v platném znéni a dal§imi pravnimi piedpisy.
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READ AND AKCNOWLEDGED

I, XXXXXXXXXXXXXX, Sub-investigator of this
Study, hereby certify that I became familiar with
the protocol and all the documents submitted by
PRA for performance of the Study. I was
acquainted with this Agreement, [ will abide the
obligations set out to Sub-investigator and will
proceed in accordance with the Act No. 378/2007
Coll., On Pharmaceuticals, as amended and with
other legal regulations.

By/Podepsal:

Name/Jméno: XXXXXXXXXXXXXX

Title/Funkce: Sub-investigator / Spoluzkousejici

Date/Datum:

READ AND AKCNOWLEDGED

[, XXXXXXXXXXXXXX, Sub-investigator of this
Study, hereby certify that I became familiar with
the protocol and all the documents submitted by
PRA for performance of the Study. I was
acquainted with this Agreement, I will abide the
obligations set out to Sub-investigator and will
proceed in accordance with the Act No. 378/2007
Coll., On Pharmaceuticals, as amended and with
other legal regulations.

By/Podepsal:

Name/Jméno: XXXXXXXXXXXXXX

Title/Funkce: Sub-investigator / Spoluzkousejici

Date/Datum:

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

CETL(A) JSEM A JSEM SROZUMEN(A)

Ja, XxxXxXXXXXXXxxX, Spolu-zkousejici tohoto
klinického hodnoceni, timto potvrzuji, Ze jsem
se seznadmil s Protokolem a vSemi dokumenty
pfedanymi spole¢nosti PRA k provedeni
Studie. Byl jsem seznamen s touto Smlouvou,
budu dodrzovat povinnosti v ni stanovené
Spolu-zkousejicimu a postupovat v souladu se
zakonem ¢. 378/2007 Sb., o 1éCivech,
v platném znéni a dal$imi pravnimi piedpisy.

CETL(A) JSEM A JSEM SROZUMEN(A)

Ja, xXxXXXXXXXXXxX, Spolu-zkousejici tohoto
klinického hodnoceni, timto potvrzuji, Ze jsem
se seznamil s Protokolem a v§emi dokumenty
predanymi spolecnosti PRA k provedeni
Studie. Byl jsem seznamen s touto Smlouvou,
budu dodrZovat povinnosti v ni stanovené
Spolu-zkousejicimu a postupovat v souladu se
zakonem ¢. 378/2007 Sb., o léCivech,
v platném znéni a dal§imi pravnimi piedpisy.
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READ AND AKCNOWLEDGED

I, XXXXXXXXXXXXXX, Sub-investigator of this
Study, hereby certify that I became familiar with
the protocol and all the documents submitted by
PRA for performance of the Study. I was
acquainted with this Agreement, I will abide the
obligations set out to Sub-investigator and will
proceed in accordance with the Act No. 378/2007
Coll., On Pharmaceuticals, as amended and with
other legal regulations.

By/Podepsal:

Name/Jméno: XXXXXXXXXXXXXX

Title/Funkce: Sub-investigator / Spoluzkousejici

Date/Datum:

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

CETL(A) JSEM A JSEM SROZUMEN(A)

Ja, XxxXxXXXXXXXxXX, Spolu-zkousejici tohoto
klinického hodnoceni, timto potvrzuji, Ze jsem
se seznamil s Protokolem a v§emi dokumenty
pfedanymi spole¢nosti PRA k provedeni
Studie. Byl jsem seznamen s touto Smlouvou,
budu dodrZzovat povinnosti v ni stanovené
Spolu-zkousejicimu a postupovat v souladu se
zakonem ¢. 378/2007 Sb., o 1éCivech,
v platném znéni a dal$imi pravnimi piedpisy.
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EXHIBIT B/ PRILOHA B
REVISED BUDGET FOR INSTITUTION / REVIDOVANY ROZPOCET PRO ZDRAVOTNICKE ZARIZENI
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REVISED BUDGET FOR INVESTIGATOR AND STUDY TEAM MEMBERS / REVIDOVANY ROZPOCET PRO ZKOUSEJICIHO A
CLENY STUDIJNIHO TYMU
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Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX

ION-682884-CS2

EXHIBIT C / PRILOHA C
REVISED STANDARD CONTRACTUAL CLAUSES / REVIDOVANE STANDARDNI
SMLUVNI DOLOZKY
STANDARD CONTRACTUAL CLAUSES STANDARDNi SMLUVNI DOLOZKY
SECTION I ODDIL I
Clause 1 DoloZka 1

Purpose and scope

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

(b)The Parties:

(1) 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 LA
(hereinafter each ‘data exporter”), and

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

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

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

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

Clause 2
Effect and invariability of the Clauses

Ucel a oblast pisobnosti

a)

b)
(1)

(i)

Utelem t&chto standardnich smluvnich
dolozek je  zajistit  dodrzovani
pozadavkidi uvedenych v nafizeni
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o
ochrang fyzickych osob v souvislosti se
zpracovanim osobnich tdaji a o
volném pohybu téchto idaji (obecné
nafizeni o ochran¢ udajtr) (1), pokud jde
o predavani osobnich udaji do tfeti
zeme.
Strany:
fyzickd nebo pravnickd osoba Ci
osoby, organ Ci organy vetejné
moci, agentura ¢i agentury nebo
jiny subjekt ¢i jiné subjekty (dale
jen subjekt* ¢ ,,subjekty®)
predavajici osobni tdaje, uvedené v
priloze I ¢asti A (dale jen ,,vyvozce
udaji®), a
subjekt ¢i subjekty ve tieti zemi,
pfijimajici pfimo nebo nepiimo
prostfednictvim jiného subjektu,
jenz je rovnéz stranou téchto
dolozek, osobni udaje od vyvozce
udajii, uvedené v priloze I Casti A
(dale jen ,,dovozce udaju‘),

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

c)

d)

Tyto dolozky se pouziji s ohledem na
pfedavani osobnich tidaju podle ptilohy
I ¢asti B.

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

DoloZka 2
Uc¢inek a neménnost dolozek
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Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

(a)These Clauses set out appropriate a) Tyto dolozky stanovi vhodné zaruky,
safeguards, including enforceable data véetné¢ vymahatelnych prav subjektu

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.

udaju a i€inné pravni ochrany, podle ¢l.
46 odst. 1 a ¢l. 46 odst. 2 pism. c)
nafizeni (EU) 2016/679 a s ohledem na
predavani udaju od spravci
zpracovatelim a/nebo od zpracovateli
zpracovatelim, standardni smluvni
dolozky podle ¢l. 28 odst. 7 nafizeni
(EU) 2016/679, pokud nebudou
zmeéneény, s vyjimkou vybéru vhodného
modulu (vhodnych moduld) nebo za
ucelem piidani nebo aktualizace
informaci v dodatku. To smluvnim
strandm nebrani v tom, aby zahrnuly
standardni smluvni dolozky stanovené v
téchto dolozkach do Sir$i smlouvy
a/nebo pridaly dalsi dolozky nebo
dodate¢né zaruky, pokud nebudou
pfimo nebo nepiimo v rozporu s t€mito
dolozkami nebo nebudou dotéena
zékladni prava nebo svobody subjekti
udaju.

(b)These Clauses are without prejudice to b) Témito dolozkami nejsou dotleny
obligations to which the data exporter is povinnosti, které se vztahuji na vyvozce
subject by virtue of Regulation (EU) udaji  na zakladé nafizeni (EU)
2016/679. 2016/679.

Clause 3 Doloika 3

Third-party beneficiaries

Opravnéné tieti strany

(a)Data subjects may invoke and enforce these a) Subjekty udaji se mohou jako
Clauses, as third-party beneficiaries, against opravnéné tfeti strany ve vztahu k
the data exporter and/or data importer, with vyvozci  a/mebo  dovozci  udaju
the following exceptions: dovolavat téchto dolozek a vymahat je,
()Clause 1, Clause 2, Clause 3, Clause 6, a to s nasledujicimi vyjimkami:

Clause 7; 1) dolozka 1, dolozka 2, dolozka 3,
(ii)Clause 8 — Module One: Clause 8.5 (¢) dolozka 6, dolozka 7;
and Clause 8.9(b); Module Two: Clause ii) dolozka 8 — modul 1: dolozka 8.5
8.1(b), 8.9(a), (c), (d) and (e); Module pism. ¢) a dolozka 8.9 pism. b);
Three: Clause 8.1(a), (c) and (d) and modul 2: dolozka 8.1 pism. b),
Clause 8.9(a), (c), (d), (e), (f) and (g); dolozka 8.9 pism. a), ¢), d) a e);
Module Four: Clause 8.1 (b) and Clause modul 3: dolozka 8.1 pism. a), ¢) a
8.3(b); d) a dolozka 8.9 pism. a), ¢), d), e),
(iii)Clause 9 — Module Two: Clause 9(a), f) a g); modul 4: dolozka 8.1 pism.
(), (d) and (e); Module Three: Clause b) a dolozka 8.3 pism. b);
9(a), (c), (d) and (e); i) dolozka 9 — modul 2: dolozka 9
(iv)Clause 12 — Module One: Clause 12(a) pism. a), ¢), d) a e); modul 3:
and (d); Modules Two and Three: Clause dolozka 9 pism. a), c¢), d) a e);
12(a), (d) and (f); iv) dolozka 12 — modul 1: dolozka 12
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W) Clause 13;

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

(vii) Clause 16(e);

(viii)Clause 18 — Modules One, Two and
Three: Clause 18(a) and (b); Module
Four: Clause 18.

(b)Paragraph (a) is without prejudice to rights
of data subjects under Regulation (EU)
2016/679.

Clause 4

Interpretation

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

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

lause 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

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

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

pism. a) a d); moduly 2 a 3: dolozka
12 pism. a), d) a f);
V) dolozka 13;

vi) dolozka 15.1 pism. ¢), d) a e);
vii) dolozka 16 pism. e);
viii)  dolozka 18 — moduly 1, 2 a 3:

dolozka 18 pism. a) a b); modul 4:
dolozka 18.
b) Pismenem a) nejsou dotena prava
subjekt daji podle nafizeni (EU)
2016/679.

Dolozka 4
Vyklad

a) 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 nafizeni (EU)
2016/679.

c¢) Tyto dolozky nebudou vykladany
zadnym zpusobem, ktery by byl v
rozporu s pravy a povinnostmi
stanovenymi v natizeni (EU) 2016/679.

DoloZka 5

Hierarchie

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

DoloZka 6

Popis piredavani

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

DoloZka 7 — volitelnd
DoloZka o pristoupeni
a) Subjekt, ktery neni stranou téchto

dolozek, muze se souhlasem stran k
témto dolozkam kdykoli ptistoupit, bud’
jako vyvozce udajt, nebo jako dovozce
udajii, a to vyplnénim dodatku a
podepsanim piilohy I ¢asti A.
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(b)Once it has completed the Appendix and
signed Annex I.A, the acceding entity shall
become a Party to these Clauses and have
the rights and obligations of a data exporter
or data importer in accordance with its
designation in Annex L.A.

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

SECTION II — 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 ONE: Transfer controller to

controller

8.1 Purpose limitation

The data importer shall process the personal

data only for the specific purpose(s) of the

transfer, as set out in Annex [.B. It may only
process the personal data for another purpose:

(i)where it has obtained the data subject’s prior
consent;

(il))where necessary for the establishment,
exercise or defence of legal claims in the
context of  specific  administrative,
regulatory or judicial proceedings; or

(iii)where necessary in order to protect the vital
interests of the data subject or of another
natural person.

8.2 Transparency

(a)ln order to enable data subjects to
effectively exercise their rights pursuant to
Clause 10, the data importer shall inform
them, either directly or through the data
exporter:
(1) of its identity and contact details;

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

b) Poté, co pristupujici subjekt vyplni
dodatek a podepiSe piilohu I ¢ast A,
stane se stranou téchto dolozek a ma
prava a povinnosti vyvozce udaji nebo
dovozce tudaji v souladu se svym
uréenim v piiloze I ¢asti A.

c) Pristupujici subjekt nema zadna prava
ani povinnosti na zaklad¢ téchto
dolozek plynouci z obdobi pted tim, nez
se stal stranou.

ODDIL II - POVINNOSTI STRAN

DoloZka 8

Zaruky ochrany udaji

Vyvozce udaju zarucuje, ze vynalozil pfimétené
usili, aby mohl stanovit, zda je dovozce udaji
schopen — zavedenim vhodnych technickych a
organizacnich opatfeni — plnit své povinnosti
podle téchto dolozek.

MODUL 1: Predani od spravce spravci

8.1. Utelové omezeni

Dovozce udaji zpracovava osobni udaje pouze
pro konkrétni ucel nebo tcely predani v souladu
s ptilohou 1 c¢asti B. Osobni udaje mize
zpracovavat pro jiny ucel pouze tehdy, pokud:

1) ziskal pfedchozi souhlas subjektu

udaju;

ii) je to nezbytné pro urceni, vykon
nebo obhajobu pravnich narokt v
ramci zvlastnich spravnich,
regulacnich nebo soudnich fizeni,
nebo
je to nezbytné pro ochranu Zivotné
dalezitych z&jma subjektu udaju
nebo jiné fyzické osoby.

iii)

8.2. Transparentnost
a) Aby subjekty udajii mohly G¢inné vykonavat
sva prava podle dolozky 10, dovozce udaju je
informuje pfimo nebo prostrednictvim vyvozce
udaji:
1) 0 své totoznosti a kontaktnich udajich;
ii) o kategoriich zpracovavanych osobnich
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(ii)of the categories of personal data
processed;

(iii)of the right to obtain a copy of these
Clauses;

(iv)where it intends to onward transfer the
personal data to any third party/ies, of
the recipient or categories of recipients
(as appropriate with a view to providing
meaningful information), the purpose of
such onward transfer and the ground
therefore pursuant to Clause 8.7.

(b)Paragraph (a) shall not apply where the data

subject already has the information,
including when such information has
already been provided by the data exporter,
or providing the information proves
impossible or  would involve a
disproportionate effort for the data importer.
In the latter case, the data importer shall, to
the extent possible, make the information
publicly available.

(c)On request, the Parties shall make a copy of

these Clauses, including the Appendix as
completed by them, available to the data
subject free of charge. To the extent
necessary to protect business secrets or other
confidential information, including personal
data, the Parties may redact part of the text
of the Appendix prior to sharing a copy, but
shall provide a meaningful summary where
the data subject would otherwise not be able
to understand its content or exercise his/her
rights. On request, the Parties shall provide
the data subject with the reasons for the
redactions, to the extent possible without
revealing the redacted information.

(d)Paragraphs (a) to (c) are without prejudice

to the obligations of the data exporter under
Articles 13 and 14 of Regulation (EU)
2016/679.
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udaji;
i) o pravu ziskat kopii téchto dolozek;
iv) pokud ma v umyslu osobni udaje

dale predat jakékoli tieti strané
nebo stranam, o pfijemci nebo
kategoriich piijemct (podle potieby
za ucelem poskytnuti smysluplnych
informaci), o ucelu takového
dalsiho pfedavéani a o divodu pro
dalsi pfedavani podle dolozky 8.7.

b) Pismeno a) se nepouzije, pokud subjekt
udajii jiz tyto informace ma, a to i v
pripadé, Ze tyto informace jiz poskytl
vyvozce udaji, nebo pokud je
poskytnuti téchto informaci nemozné
nebo by to pro dovozce udaji
znamenalo nepfiméfené Usili. V druhém
pfipadé¢ dovozce udaji informace v
maximalni mozné mife zvefejni.

c) Strany poskytnou subjektu 1daji na
pozadani a bezplatn¢ kopii téchto
dolozek, vcetné¢ dodatku, ktery tyto
strany vyplnily. V rozsahu nezbytném k
ochran¢ obchodniho tajemstvi nebo
jinych davémych informaci, vcetné
osobnich udajii, mohou strany pied
sdilenim kopie upravit c¢ast znéni
dodatku, ale poskytnou smysluplné
shrnuti, pokud by jinak subjekt udaji
nebyl schopen porozumét jeho obsahu
nebo uplatnit sva prava. Strany
poskytnou subjektu idaji na pozadani
divody uvedenych tuprav, a to v co
nejveétsi mozné mife, aniz by byly
upravené informace odhaleny.

d) Pismeny a) az c) nejsou dotceny
povinnosti vyvozce udaji podle ¢lankd
13 a 14 natizeni (EU) 2016/679.

8.3 Accuracy and data minimisation 8.3. Piesnost a minimalizace udaja

(a)Each Party shall ensure that the personal a) Kazda strana zajisti, aby osobni udaje byly
data is accurate and, where necessary, kept pfesné a v pripadé potieby aktualizovany.
up to date. The data importer shall take Dovozce udaji pfijme veskera smysluplna
every reasonable step to ensure that personal opatfeni, aby zajistil, Ze osobni tidaje, které jsou
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data that is inaccurate, having regard to the
purpose(s) of processing, is erased or
rectified without delay.

(b)If one of the Parties becomes aware that the
personal data it has transferred or received
is inaccurate, or has become outdated, it
shall inform the other Party without undue
delay.

(c)The data importer shall ensure that the
personal data is adequate, relevant and
limited to what is necessary in relation to the
purpose(s) of processing.

8.4 Storage limitation

The data importer shall retain the personal data
for no longer than necessary for the purpose(s)
for which it is processed. It shall put in place
appropriate  technical or organisational
measures to ensure compliance with this
obligation, including erasure or
anonymisation () of the data and all back-ups
at the end of the retention period.

8.5 Security of processing

(a)The data importer and, during transmission,
also the data exporter shall implement
appropriate technical and organisational
measures to ensure the security of the
personal data, including 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,
scope, context and purpose(s) of processing
and the risks involved in the processing for
the data subject. The Parties shall in
particular consider having recourse to
encryption or pseudonymisation, including
during transmission, where the purpose of
processing can be fulfilled in that manner.

(b)The Parties have agreed on the technical and
organisational measures set out in Annex II.
The data importer shall carry out regular
checks to ensure that these measures
continue to provide an appropriate level of
security.

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
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neptesné, budou s ohledem na tcel nebo ucely
zpracovani  bezodkladn¢ vymazany nebo
opraveny.

b) Pokud se jedna ze stran dozvi, Ze osobni
udaje, které ptedala nebo piijala, jsou nepfesné
nebo zastaralé, bez zbyte¢ného odkladu o tom
informuje druhou stranu.

¢) Dovozce udajt zajisti, aby osobni udaje byly
pfimétené, relevantni a omezené na to, co je
nezbytné z hlediska ucelu nebo Gcell, pro které
jsou zpracovavany.

8.4. Omezeni uloZeni

Dovozce udajit uchova osobni udaje pouze po
dobu nezbytnou pro ucel nebo ucely, pro ktery
(které) jsou zpracovavany. Pfijme vhodna
technicka nebo organizacni opatfeni k zajisténi
dodrzovani této povinnosti, vCetn¢ vymazani
nebo anonymizace Udaji (2) a vSech zaloh na
konci doby uchovavani.

8.5. Zabezpeceni zpracovani

a) Dovozce udaji a béhem predavani také
vyvozce Udaji pfijmou vhodna technicka a
organizacni opatfeni k zajiSténi zabezpeceni
osobnich udaji, v¢etné ochrany pted porusenim
zabezpeceni vedoucim k nahodnému nebo
protipravnimu zniceni, ztrat¢, zméné¢ nebo
neopravnénému poskytnuti nebo zpfistupnéni
(dale jen ,,poruSeni =zabezpeCeni osobnich
udaju). Pifi  posuzovani vhodné urovné
zabezpeCeni ftadn€ zohledni aktudlni stav
techniky, naklady na provedeni, povahu, rozsah,
kontext a cel nebo ucely zpracovani a rizika
pro subjekt Udaji spojend se zpracovanim.
Strany zejména zvazi pouziti Sifrovani nebo
pseudonymizace, a to i béhem piedavani, pokud
1ze timto zptisobem splnit Gcel zpracovani.

b) Strany se dohodly na technickych a
organizacnich opatfenich stanovenych v ptiloze
II. Dovozce tidajt provadi pravidelné kontroly,
aby zajistil, Ze tato opatieni stale poskytuji
odpovidajici tiroveii zabezpeceni.
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(c)The data importer shall ensure that persons
authorised to process the personal data have
committed themselves to confidentiality or
are under an appropriate statutory obligation
of confidentiality.

(d)In the event of a personal data breach
concerning personal data processed by the
data importer under these Clauses, the data
importer shall take appropriate measures to
address the personal data breach, including
measures to mitigate its possible adverse
effects.

(e)In case of a personal data breach that is
likely to result in a risk to the rights and
freedoms of natural persons, the data
importer shall without undue delay notify
both the data exporter and the competent
supervisory authority pursuant to Clause 13.
Such notification shall contain i) a
description of the nature of the breach
(including, where possible, categories and
approximate number of data subjects and
personal data records concerned), ii) its
likely consequences, iii) the measures taken
or proposed to address the breach, and iv)
the details of a contact point from whom
more information can be obtained. To the
extent it is not possible for the data importer
to provide all the information at the same
time, it may do so in phases without undue
further delay.

(f)In case of a personal data breach that is likely
to result in a high risk to the rights and
freedoms of natural persons, the data
importer shall also notify without undue
delay the data subjects concerned of the
personal data breach and its nature, if
necessary in cooperation with the data
exporter, together with the information
referred to in paragraph (e), points ii) to iv),
unless the data importer has implemented
measures to significantly reduce the risk to
the rights or freedoms of natural persons, or
notification would involve disproportionate
efforts. In the latter case, the data importer
shall instead issue a public communication
or take a similar measure to inform the
public of the personal data breach.
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c¢) Dovozce udaji zajisti, aby se osoby
opravnéné zpracovavat osobni Udaje zavazaly k
mlcenlivosti, nebo aby se na né¢ vztahovala
zakonna povinnost ml¢enlivosti.

d) V ptipadé poruSeni zabezpeceni osobnich
udaji  tykajicich se  osobnich  udaji
zpracovavanych dovozcem udaji podle téchto
dolozek prijme dovozce tidajii vhodna opatieni
k feseni poruseni zabezpeceni osobnich tidaju,
vcetné¢ opatfeni ke zmirnéni jeho moznych
neptiznivych ucinku.

e) V pripadé poruseni zabezpeceni osobnich
udajii, které by mohlo vést k ohrozeni prav a
svobod fyzickych osob, dovozce udaji bez
zbyte¢ného odkladu informuje vyvozce Udaji i
pfislusny dozorovy ufad v souladu s dolozkou
13. Toto ohlaseni obsahuje i) popis povahy
daného ptipadu poruseni zabezpeceni osobnich
udaji (véetn€, pokud je to mozné, kategorii a
priblizného poctu dotcenych subjekti udaji a
kategorii a pfiblizného mnozstvi dotenych
zaznami  osobnich  udaju), ii) jeho
pravdépodobnych dusledkd, iii) popis opatieni,
ktera byla piijata nebo byla navrzena s cilem
vyfesit dané poruseni zabezpeceni, a iv) Udaje
kontaktniho mista, kde lze ziskat vice informaci.
Neni-li mozné, aby dovozce udaji veskeré
informace poskytl soucasn¢, mohou byt
poskytnuty postupné bez dal§iho zbyteéného
odkladu.

f) V pripadé poruSeni zabezpeCeni osobnich
udaju, které pravdépodobné bude predstavovat
vysoké riziko pro prava a svobody fyzickych
osob, dovozce udajii rovnéz bez zbyte¢ného
odkladu poda hlaseni dotéenym subjektim
udaji o poruseni zabezpeceni osobnich udaji a
jeho povaze — v pripad¢ potieby ve spolupraci s
vyvozcem Udaji — a sdéli jim také informace
uvedené v pism. e) bodu ii) az iv), pokud
dovozce udaji nezavedl opatfeni za ucCelem
znacného snizeni rizika pro prava a svobody
fyzickych osob nebo pokud dané hlaseni
nevyzaduje nepfiméfené usili. V posledné
uvedeném ptipadé dovozce udaji misto toho
vyda vefejné oznadmeni nebo zajisti obdobné
opatfeni, kterym vefejnost o poruseni
zabezpeceni osobnich udajl informuje.
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(g)The data importer shall document all
relevant facts relating to the personal data
breach, including its effects and any
remedial action taken, and keep a record
thereof.

8.6 Sensitive data

Where the transfer 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 (hereinafter ‘sensitive
data’), the data importer shall apply specific
restrictions and/or additional safeguards
adapted to the specific nature of the data and
the risks involved. This may include restricting
the personnel permitted to access the personal
data, additional security measures (such as
pseudonymisation) and/or additional
restrictions with respect to further disclosure.

8.7 Onward transfers
The data importer shall not disclose the
personal data to a third party located outside
the European Union (*) (in the same country as
the data importer or in another third country,
hereinafter ‘onward transfer’) unless the third
party is or agrees to be bound by these Clauses,
under the appropriate Module. Otherwise, an
onward transfer by the data importer may only
take place if:

(1)it is to a country benefitting from an
adequacy decision pursuant to Article 45 of
Regulation (EU) 2016/679 that covers the
onward transfer;

(ii))the third party otherwise ensures
appropriate safeguards pursuant to Articles
46 or 47 of Regulation (EU) 2016/679 with
respect to the processing in question;

(iii)the third party enters into a binding

instrument with the data importer ensuring
the same level of data protection as under
these Clauses, and the data importer

g) Dovozce udaji dokumentuje veskeré
relevantni skuteCnosti tykajici se poruseni
zabezpeceni osobnich udaji, veetné jeho ucinkt
a pfijatych napravnych opatieni, a vede si o tom
zaznamy.

8.6. Citlivé udaje

Jestlize predavani zahrnuje osobni tdaje
vypovidajici o rasovém nebo etnickém pivodu,
politickych nazorech, nabozenském vyznani
nebo filozofickém piesvédceni nebo Clenstvi v
odborech, genetické udaje nebo biometrické
udaje za ucelem jedinec¢né identifikace fyzické
osoby, udaje o zdravotnim stavu ¢i o sexualnim
zivot¢ nebo sexualni orientaci fyzické osoby
nebo udaje tykajici se rozsudkd v trestnich
veécech nebo trestnych ¢int (dale jen ,,citlivé
udaje*), dovozce udajt uplatni zvlastni omezeni
a/nebo dodate¢né zaruky ptizplisobené zvlastni
povaze udaju a souvisejicim rizikim. To mize
zahrnovat omezeni personalu, ktery ma povolen
pristup k osobnim udajim, dodatecna
bezpecnostni opatieni (jako je pseudonymizace)
a/nebo dodatecna omezeni s ohledem na dalsi
zptistupnéni.

8.7. Dalsi predavani

Dovozce udaji nezpiistupni osobni udaje tieti
strané se sidlem mimo Evropskou unii (3) (ve
stejné zemi jako dovozce udajti nebo v jiné treti
zemi, dale jen ,,dalsi predavani®), ledaze by tato
treti strana byla podle pfislusného modulu
témito dolozkami vazéana nebo by souhlasila s
tim, Ze jimi bude vazana. K dalSimu ptedani
dovozcem tdajii jinak mize dojit pouze tehdy,
pokud:

1) se provadi do zemé¢, ktera vyuziva
rozhodnuti o odpovidajici ochrané
podle ¢lanku 45 natizeni (EU)

2016/679, jenz wupravuje dalsi
predavani;
i) tieti strana jinak zajistuje vhodné

zaruky podle clankd 46 nebo 47
nafizeni (EU) 2016/679 s ohledem
na dotéené zpracovani;

tieti strana uzavie s dovozcem
udaji zavazny instrument
zajist'ujici stejnou uroven ochrany

iii)
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provides a copy of these safeguards to the
data exporter;

(iv)it is necessary for the establishment,
exercise or defence of legal claims in the
context of specific administrative,
regulatory or judicial proceedings;

(v)it is necessary in order to protect the vital
interests of the data subject or of another
natural person; or

(vi)where none of the other conditions apply,
the data importer has obtained the explicit
consent of the data subject for an onward
transfer in a specific situation, after having
informed him/her of its purpose(s), the
identity of the recipient and the possible
risks of such transfer to him/her due to the
lack of appropriate data protection
safeguards. In this case, the data importer
shall inform the data exporter and, at the
request of the latter, shall transmit to it a
copy of the information provided to the
data subject.

Any onward transfer is subject to compliance
by the data importer with all the other
safeguards under these Clauses, in particular
purpose limitation.

8.8 Processing under the authority of the
data importer

The data importer shall ensure that any person
acting under its authority, including a
processor, processes the data only on its
instructions.

8.9 Documentation and compliance

(a)Each Party shall be able to demonstrate
compliance with its obligations under these
Clauses. In particular, the data importer
shall keep appropriate documentation of the
processing activities carried out under its
responsibility.

(b)The data importer shall make such
documentation available to the competent
supervisory authority on request.
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udajt jako podle téchto dolozek a
dovozce T1daji poskytne kopii
téchto zaruk vyvozci udaji;

je to nezbytné pro urceni, vykon
nebo obhajobu pravnich narokt v
ramci zvlastnich spravnich,
regulacnich nebo soudnich fizeni;
V) je to nezbytné pro ochranu zZivotné
dalezitych zajma subjektu udaju
nebo jiné fyzické osoby, nebo
pokud neplati zadnad =z dalSich
podminek, dovozce udaji ziskal
vyslovny souhlas subjektu udaji s
dalsim preddvanim v konkrétni
situaci poté, co jej informoval o
jeho ucelu nebo Gcelech, totoznosti
pfijemce a moznych rizicich, ktera
pro n¢&j vyplyvaji z takového
predavani vzhledem k nedostatku
vhodnych zaruk ochrany udajiu. V
takovém piipadé¢ dovozce udaji
informuje vyvozce udaji a na
zadost vyvozce udaji mu preda

vi)

kopii  informaci  poskytnutych
subjektu udajt.
Na jakékoli dalsi predavani se vztahuje

podminka, Ze dovozce udaji dodrzi vSechny
ostatni zaruky podle téchto dolozek, zejména
ucelové omezeni.

8.8. Zpracovani z povéreni dovozce udaji

Dovozce tdaju zajisti, aby jakakoli osoba, ktera
jedna z jeho povéfeni, vcetné¢ zpracovatele,
zpracovavala udaje pouze na zakladé jeho
pokynti.

8.9. Dokumentace a plnéni povinnosti

a) Kazda strana musi byt schopna prokazat
plnéni svych povinnosti podle téchto dolozek.
Dovozce 1udaji zejména vede pfisluSnou
dokumentaci o ¢innostech zpracovani, za jejichz
provadéni odpovida.

b) Dovozce tdajii tuto dokumentaci na

pozadani zpfistupni pfislusnému dozorovému
uradu.
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Clause 9

Use of sub-processors

[Intentionally Omitted from Controller to
Controller Clauses]

Clause 10

Data subject rights

(a)The data importer, where relevant with the
assistance of the data exporter, shall deal
with any enquiries and requests it receives
from a data subject relating to the processing
of his/her personal data and the exercise of
his/her rights under these Clauses without
undue delay and at the latest within one
month of the receipt of the enquiry or
request. (') The data importer shall take
appropriate measures to facilitate such
enquiries, requests and the exercise of data
subject rights. Any information provided to
the data subject shall be in an intelligible and
easily accessible form, using clear and plain
language.

(b)In particular, upon request by the data
subject the data importer shall, free of
charge:

(i)provide confirmation to the data subject
as to whether personal data concerning
him/her is being processed and, where
this is the case, a copy of the data relating
to him/her and the information in Annex
I; if personal data has been or will be
onward transferred, provide information
on recipients or categories of recipients
(as appropriate with a view to providing
meaningful information) to which the
personal data has been or will be onward
transferred, the purpose of such onward
transfers and their ground pursuant to
Clause 8.7; and provide information on
the right to lodge a complaint with a
supervisory authority in accordance with
Clause 12(c)(1);

(i)rectify inaccurate or incomplete data
concerning the data subject;

(iii)erase personal data concerning the data
subject if such data is being or has been
processed in violation of any of these
Clauses ensuring third-party beneficiary
rights, or if the data subject withdraws

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

DoloZka 9

Vyuziti dil¢ich zpracovateli

[Zam&me vynechano z klauzuli spravce na
spravce]

Dolozka 10
Prava subjekti udaji

a) Dovozce udajii, pfipadné za pomoci
vyvozce Udajl, vyfizuje veskeré dotazy
a zadosti, které¢ obdrzi od subjektu
udaji, tykajici se zpracovani jeho
osobnich udaji a vykonu jeho prav
podle téchto dolozek, a to bez
zbytecného odkladu a nejpozdéji do
jednoho meésice od obdrzeni dotazu
nebo Zzadosti. (10) Dovozce udaju
pfijme vhodna opatieni k usnadnéni
vyfizovani téchto dotazli, Zadosti a
vykonu prav subjektu udaji. Veskeré
informace poskytované subjektu tdaji
musi byt ve srozumitelném a snadno
pristupném znéni za pouziti jasnych a
jednoduchych jazykovych prostiedkd.
b) Na zadost subjektu idajii dovozce udaji
zejména bezplatne:
(1) poskytne subjektu udaji potvrzeni
o tom, zda se zpracovavaji osobni
udaje, které se ho tykaji, a v
takovém piipadé mu poskytne kopii
udaju, kter¢ se ho tykaji, a
informace uvedené v priloze I;
pokud osobni udaje byly nebo
budou dale ptfedavany, poskytne
informace o pfijemcich nebo
kategoriich piijemct (podle potieby
za ucelem poskytnuti smysluplnych
informaci), kterym osobni udaje
byly nebo budou dale predavany,
ucel téchto dalsich predani a jejich
duvod v souladu s dolozkou 8.7; a
poskytne informace o pravu podat
stiznost u dozorového ufadu v
souladu s dolozkou 12 pism. c)
bodem (i);
(i1) opravi nepfesné nebo neuplné udaje
tykajici se subjektu udaji;
(iii)  vymaze osobni udaje tykajici se
subjektu udaji, pokud tyto tdaje
jsou nebo byly zpracovavany v
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the consent on which the processing is
based.

(c)Where the data importer processes the
personal data for direct marketing purposes,
it shall cease processing for such purposes if
the data subject objects to it.

(d)The data importer shall not make a decision
based solely on the automated processing of
the personal data transferred (hereinafter
‘automated  decision’), which would
produce legal effects concerning the data
subject or similarly significantly affect
him/her, unless with the explicit consent of
the data subject or if authorised to do so
under the laws of the country of destination,
provided that such laws lays down suitable
measures to safeguard the data subject’s
rights and legitimate interests. In this case,
the data importer shall, where necessary in
cooperation with the data exporter:

(i)inform the data subject about the
envisaged automated decision, the
envisaged consequences and the logic
involved; and

(il)implement suitable safeguards, at least
by enabling the data subject to contest
the decision, express his/her point of
view and obtain review by a human
being.

(e)Where requests from a data subject are
excessive, in particular because of their
repetitive character, the data importer may
either charge a reasonable fee taking into
account the administrative costs of granting
the request or refuse to act on the request.

()The data importer may refuse a data
subject’s request if such refusal is allowed
under the laws of the country of destination
and is necessary and proportionate in a

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
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rozporu s kteroukoli z téchto
dolozek, kterd zajistuje prava
nalezejici opravnéné treti strang,
nebo pokud subjekt udaji odvola
souhlas, na kterém je zpracovani
zalozeno.

c) Pokud dovozce udaji zpracovava
osobni 1udaje pro Ttucely ptimého
marketingu, pfestane je pro tyto ucely
zpracovavat, vznese-li proti tomu
subjekt udaji namitky.

d) Dovozce udaji nepfijme rozhodnuti
zalozené vyhradné na automatizovaném
zpracovani  preddvanych  osobnich
udaji  (dale jen ,automatizované
rozhodnuti*), které by mélo pravni
ucinky tykajici se subjektu udaji nebo
by ho obdobné vyznamné ovlivnilo,
ledaze by k tomu subjekt udaji dal
vyslovny souhlas, nebo pokud by mu to
bylo na zaklad¢ pravnich predpisti zeme
urCeni povoleno, za ptredpokladu, zZe
takové pravni piedpisy stanovi vhodna
opatfeni na ochranu prav a opravnénych
z4jmu subjektu udaji. V tomto piipade
dovozce udaji, v pripadé potieby ve
spolupraci s vyvozcem udaji:

1) informuje  subjekt udaji o
predpokladaném automatizovaném
rozhodnuti, predpokladanych

dasledcich a pouzitém postupu a

(ii1) zavede vhodna ochranna opatfeni,

pfinegjmensim tim, Zze umozni
subjektu udaji napadnout
rozhodnuti, vyjadfit svlij nazor a
dosahnout prezkumu provadéného
cloveékem.

e) Jestlize jsou zadosti subjektu udaji
nepfimétené, zejména proto, Ze se
opakuji, mize dovozce udaji bud’ ulozit
pfiméfeny poplatek, v némz budou
zohlednény administrativni naklady
souvisejici s vyhovénim dané Zadosti,
nebo miize odmitnout zadosti vyhovét.

f) Dovozce udaji muze zadost subjektu
udaji  odmitnout, pokud je takové
odmitnuti umoznéno podle prava zeme
urceni a je v demokratické spolecnosti
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democratic society to protect one of the
objectives listed in Article 23(1) of
Regulation (EU) 2016/679.

(g)If the data importer intends to refuse a data
subject’s request, it shall inform the data
subject of the reasons for the refusal and the
possibility of lodging a complaint with the
competent supervisory authority and/or
seeking judicial redress.

Clause 11

Redress

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

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

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

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

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

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

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

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
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nezbytné a pfiméfené za tucelem
ochrany jednoho z cili uvedenych v ¢l.
23 odst. 1 natizeni (EU) 2016/679.

g) Pokud ma dovozce udaji v umyslu
zadost subjektu 0daji  odmitnout,
informuje subjekt udaji o divodech
odmitnuti a moznosti podat stiznost u
ptislusného dozorového ufadu a/mebo
pozadat o soudni ochranu.

DoloZka 11
Naprava

a) Dovozce udajii transparentné a ve
snadno pfistupném formatu informuje
subjekty udaju prostiednictvim
individualniho oznameni nebo na svych
internetovych strankach o kontaktnim
misté¢ opravnéném vytizovat stiZznosti.
Takové misto neprodlené¢ vytidi
jakékoli stiznosti, které od subjektu
udajt prijme.

b) V pripadé sporu mezi subjektem udaju
a jednou ze smluvnich stran tykajiciho
se dodrzovani téchto dolozek vyvine
tato strana veskeré usili k tomu, aby
takovou zalezitost vyfeSila smimé a
vCas. Strany se o téchto sporech
navzajem informuji a v pfislusnych
ptipadech pfi jejich feSeni spolupracuji.

c) Pokud se subjekt daji dovolava prava
ve prospéch opravnéné tieti strany
podle dolozky 3, dovozce udaji
akceptuje rozhodnuti subjektu udajt:
(1) podat stiznost u dozorového

ufadu v CElenském staté svého
obvyklého bydlisté nebo mista
vykonu  prace nebo u
ptislusného dozorového turadu
podle dolozky 13;
ii) postoupit spor piislusSnym soudim
ve smyslu dolozky 18.

d) Strany jsou srozumény, zZe subjekt udaju
mize byt zastoupen neziskovym
subjektem, organizaci nebo sdruzenim
za podminek stanovenych v ¢l. 80 odst.
1 natizeni (EU) 2016/679.
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(f)The data importer agrees that the choice
made by the data subject will not prejudice
his/her substantive and procedural rights to
seek remedies in accordance with applicable

e) Dovozce udaji dodrzuje rozhodnuti
zavazné podle platného prava EU nebo
¢lenského statu.

f) Dovozce udajt souhlasi s tim, Ze vybér

laws. provedeny subjektem udaji nebude mit
vliv na jeho hmotna a procesni prava
pozadovat napravu v souladu s platnymi
pravnimi piedpisy.
Clause 12 Dolozka 12
Liability Odpovédnost
(a)Each Party shall be liable to the other a) Kazda strana je vici druhé strané/ostatnim

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,

stranam odpovédna za jakoukoli Ujmu,
kterou druhé strané/ostatnim strandm pii
poruseni téchto dolozek zptisobi.

and the data subject shall be entitled to b) Kazda strana je odpovédna vici subjektu
receive compensation, for any material or udajii a subjekt udaji ma narok na nahradu
non-material damages that the Party causes jakékoli hmotné nebo nehmotné jmy,
the data subject by breaching the third-party kterou strana zpdsobi subjektu udaju
beneficiary rights under these Clauses. This porusenim prav nalezejicich opravnéné treti
is without prejudice to the liability of the strané na zakladé téchto dolozek. Tim neni
data exporter under Regulation (EU) dotéena odpoveédnost vyvozce udaji podle
2016/679. natizeni (EU) 2016/679.

(c)Where more than one Party is responsible c¢) Pokud je za ijmu zptisobenou subjektu udaji
for any damage caused to the data subject as v dasledku poruseni téchto dolozek
a result of a breach of these Clauses, all odpovédna vice neZ jedna strana, nesou
responsible Parties shall be jointly and spolecnou a nerozdilnou odpovédnost
severally liable and the data subject is vSechny odpoveédné strany a subjekt udaji je
entitled to bring an action in court against opravnén proti kterékoli z téchto stran podat
any of these Parties. zalobu u soudu.

(d)The Parties agree that if one Party is held d) Smluvni strany se dohodly, ze pokud je
liable under paragraph (c), it shall be jedna ze smluvnich stran odpovédna podle
entitled to claim back from the other pismene c), je opravnéna pozadovat od druhé
Party/ies that part of the compensation smluvni strany/ostatnich smluvnich stran
corresponding to its/their responsibility for zpét Cast ndhrady Gjmy odpovidajici jeji
the damage. odpovédnosti za Gjmu.

(e)The data importer may not invoke the e) Dovozce idaji se nemize dovolavat jednani
conduct of a processor or sub-processor to zpracovatele nebo dil¢iho zpracovatele, aby
avoid its own liability. se vyhnul své vlastni odpovédnosti.

Clause 13 DoloZka 13

Supervision Dohled

(a)[ Where the data exporter is established in an
EU Member State:] The supervisory
authority with responsibility for ensuring
compliance by the data exporter with
Regulation (EU) 2016/679 as regards the
data transfer, as indicated in Annex I.C,
shall act as competent supervisory authority.

a) [Pokud je vyvozce udaji usazen v
Clenském stat¢ EU:] Dozorovy turad
uvedeny v pfiloze I ¢asti C, ktery je
odpovédny za =zajisténi, Ze vyvozce
udaji dodrzuje natizeni (EU) 2016/679,
pokud jde o predavani uidaju, jedna jako
prislusny dozorovy urad.
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(b)The data importer agrees to submit itself to
the jurisdiction of and cooperate with the
competent supervisory authority in any
procedures aimed at ensuring compliance
with these Clauses. In particular, the data
importer agrees to respond to enquiries,
submit to audits and comply with the

measures adopted by the supervisory
authority,  including  remedial and
compensatory measures. [t shall provide the
supervisory  authority = with  written
confirmation that the necessary actions have
been taken.

SECTION III — LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY

PUBLIC AUTHORITIES
Clause 14
Local laws and practices affecting

compliance with the Clauses

(a)The Parties 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
due account in particular of the following
elements:

(i)the specific circumstances of the transfer,
including the length of the processing
chain, the number of actors involved and
the transmission channels used; intended
onward transfers; the type of recipient;

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

b) Dovozce udajii souhlasi, ze se podiidi
pravomoci piislusného dozorového
ufadu a bude s nim spolupracovat v
rdmci vSech postupti zaméfenych na
zajisténi dodrzovani téchto dolozek.
Dovozce udaji zejména souhlasi, ze
bude reagovat na dotazy, podrobovat se
auditim a dodrzovat opatifeni piijata
dozorovym ufadem, v¢etné napravnych
a kompenzacnich opatfeni.
Dozorovému tfadu poskytne pisemné
potvrzeni, ze byla pfijata nezbytna
opatfeni.

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

Dolozka 14

Mistni pravni predpisy a postupy majici

dopad na dodrzovani doloZek

a) Strany zarucuji, Zze nemaji divod se
domnivat, ze pravni ptedpisy a postupy
ve tieti zemi urCeni, které se vztahuji na
zpracovani osobnich udaji dovozcem
udaji, vcetné jakychkoli pozadavki na
zptistupnéni osobnich 1daji nebo
opatfeni, kterymi se povoluje pfistup
organim vefejné moci, brani dovozci
udajii pii plnéni svych povinnosti podle
téchto dolozek. To je =zalozeno na
predpokladu, ze pravni predpisy a
postupy, které respektuji podstatu
zékladnich prav a svobod a neptekracuji
to, co je v demokratické spole¢nosti
nezbytné a pfimétené k zajisténi
jednoho z cili uvedenych v ¢l. 23 odst.
1 nafizeni (EU) 2016/679, nejsou v
rozporu s témito dolozkami.
b) Smluvni strany prohlasuji, ze pii

poskytovani zaruky uvedené v pismenu

a) nalezit¢ zohlednily zejména

nasledujici prvky:

1) konkrétni okolnosti predani,
véetné délky zpracovatelského
fetézce, poctu zapojenych

subjektl a pouzitych kanalt pro
prenos udajt, zamyslené dalsi
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the purpose of processing; the categories
and format of the transferred personal
data; the economic sector in which the
transfer occurs; the storage location of the
data transferred;

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

these Clauses and for the duration of the
contract, it has reason to believe that it is or
has become subject to laws or practices not
in line with the requirements under
paragraph (a), including following a change
in the laws of the third country or a measure
(such as a disclosure request) indicating an
application of such laws in practice that is
not in line with the requirements in
paragraph (a).

ION-682884-CS2

predani, druh piijemce, ucely
zpracovani, kategorie a format
pfedavanych osobnich udaju,
hospodatské odvétvi, v némz se
predavani uskuteciiuje, misto,
kde se predané¢  udaje
uchovavaji;

i1) pravni pfedpisy a postupy tieti
zeme uréeni — véetné téch, které
vyzaduji zpfistupnéni Udaji
organim vefejné moci nebo
povoluji ptistup téchto organti —
relevantni s ohledem na
konkrétni okolnosti ptedani,
jakoz 1 pouzitelna omezeni a

(iii)any relevant contractual, technical or zaruky (12);
organisational safeguards put in place to i) veskeré¢ prislusné smluvni,
supplement the safeguards under these technické nebo organizacni
Clauses, including measures applied zaruky zavedené za tucCelem
during transmission and to the doplnéni zaruk podle téchto
processing of the personal data in the dolozek,  vCetné¢  opatieni
country of destination. uplatnovanych béhem predani a
zpracovani osobnich udaji v
(c)The data importer warrants that, in carrying zemi uréeni.
out the assessment under paragraph (b), it c¢) Dovozce 1udaji zarucuje, Ze pfi
has made its best efforts to provide the data provadéni posouzeni podle pismene b)
exporter with relevant information and vynalozil maximalni usili, aby poskytl
agrees that it will continue to cooperate with vyvozci udaji relevantni informace, a
the data exporter in ensuring compliance souhlasi s tim, Ze bude pfi zajistovani
with these Clauses. dodrzovani téchto dolozek s vyvozcem
(d)The Parties agree to document the udajii i nadale spolupracovat.
assessment under paragraph (b) and make it d) Strany souhlasi, ze posouzeni podle
available to the competent supervisory pismene b) zdokumentuji a na pozadani
authority on request. zptistupni pfislusnému dozorovému
(e)The data importer agrees to notify the data uradu.
exporter promptly if, after having agreed to e) Dovozce udaji souhlasi s tim, Ze

neprodlené¢ uvédomi vyvozce udaju,
pokud ma po vyjadfeni souhlasu s
témito ustanovenimi a po dobu trvani
smlouvy divod se domnivat, Ze se na
n¢j vztahuji, nebo se zacaly vztahovat
pravni predpisy nebo postupy, které
nejsou v souladu s pozadavky podle
pismene a), a to i po zméné v pravnich
predpisech tfeti zemé nebo opatieni
(jako je naptiklad Zadost o poskytnuti
udaji), jez svédéi o tom, Ze uplatnovani
téchto pravnich ptedpisii v praxi neni v
souladu s pozadavky uvedenymi v
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(HFollowing a notification pursuant to
paragraph (e), or if the data exporter
otherwise has reason to believe that the data
importer can no longer fulfil its obligations
under these Clauses, the data exporter shall
promptly identify appropriate measures (e.g.
technical or organisational measures to
ensure security and confidentiality) to be
adopted by the data exporter and/or data
importer to address the situation. The data
exporter shall suspend the data transfer if it
considers that no appropriate safeguards for
such transfer can be ensured, or if instructed
by the competent supervisory authority to do
so. In this case, the data exporter shall be
entitled to terminate the contract, insofar as
it concerns the processing of personal data
under these Clauses. If the contract involves
more than two Parties, the data exporter may
exercise this right to termination only with
respect to the relevant Party, unless the
Parties have agreed otherwise. Where the
contract is terminated pursuant to this
Clause, Clause 16(d) and (e) shall apply.

Clause 15
Obligations of the data importer in case of
access by public authorities

15.1 Notification

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

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

(ii))becomes aware of any direct access by
public authorities to personal data
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pismeni (a).

f) Po oznameni podle pismene (e), nebo
pokud ma vyvozce udajl jinak divod se
domnivat, ze dovozce udaji jiz nemize
plnit své povinnosti na zaklad¢ téchto
dolozek, vyvozce udaji neprodlené urci
vhodna opatfeni (napf. technicka nebo
organizani  opatfeni k  zajiSténi
bezpe€nosti a divérnosti), ktera ma
prijmout vyvozce udaji a/nebo dovozce
udajii k feseni situace. Vyvozce udaji
pozastavi pfedavani udaji, pokud se
domniva, ze pro toto piredavani
nemohou byt zajistény z4dné vhodné
zaruky, nebo pokud mu da pokyn
pfislusny dozorovy ufad. V tomto
pfipadé je vyvozce udaji opravnén
vypoveédét smlouvu, pokud jde o
zpracovani osobnich tdaja podle téchto
dolozek. Jestlize smlouva zahrnuje vice
nez dvé smluvni strany, miiZze vyvozce
udajt toto pravo na vypovezeni uplatnit
pouze ve vztahu k pfislusné strané,
pokud se strany nedohodly jinak.
Jestlize je smlouva vypovézena podle
této dolozky, pouzije se dolozka 16
pism. d) a e).

DoloZka 15
Povinnost dovozce udaji v piipadé piistupu
organu veiejné moci

15.1. Oznameni

(a) Dovozce udaji souhlasi s tim, ze neprodlen¢

uvédomi vyvozce udaji, a je-li to mozné,

subjekt udaji (v ptipadé potieby s pomoci

vyvozce udajit), pokud:
i) na zakladé pravnich ptedpisi zemée
urceni obdrzi pravné zavaznou zadost od
organu vefejné moci, véetn¢ soudnich
organli, o zpiistupnéni osobnich udaji
predanych podle téchto dolozek; takové
oznameni  obsahuje  informace o
pozadovanych osobnich udajich,
dozadujicim organu, pravnim zékladu
zadosti a poskytnuté odpovédi, nebo
i) se dozvi o jakémkoli pfimém pfistupu
organll verejné moci k osobnim udajim
predavanym podle téchto dolozek v
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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, requesting authority/ies, whether
requests have been challenged and the
outcome of such challenges, etc.).

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

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

15.2 Review of
minimisation

legality and data

(2)The data importer agrees to review the
legality of the request for disclosure, in
particular whether it remains within the
powers granted to the requesting public
authority, and to challenge the request if,
after careful assessment, it concludes that
there are reasonable grounds to consider that
the request is unlawful under the laws of the
country of  destination,  applicable
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souladu s pravnimi pfedpisy zem¢ urcent;

takové oznameni obsahuje vSechny
informace dostupné dovozci.
b) Pokud je podle pravnich ptedpist zem¢e

uréeni dovozci udaji zakazano informovat
vyvozce udaji a/nebo subjekt udaji, souhlasi
dovozce udaji s tim, Ze za ucelem co
nejrychlej§iho sdéleni co nejvétsiho mnozstvi
informaci vynalozi maximalni usili, aby od
tohoto zdkazu bylo upusténo. Dovozce udaji
souhlasi, ze zdokumentuje své maximalni Gsili,
aby je mohl na zadost vyvozce udajl prokazat.

c)Je-li to povoleno pravnimi piedpisy zeme

urCeni, dovozce udaji souhlasi, Ze bude
poskytovat vyvozci udaji v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantnéjsi  informace o  pfijatych
zadostech (zejména informace o poctu zadosti,
druhu pozadovanych udajii, dozadujicim
organu nebo organech, zda byly tyto zadosti
napadeny a vysledek takového napadeni atd.).

d) Dovozce udaji souhlasi s tim, Ze po

dobu trvani smlouvy bude informace podle
pismene a) az c¢) uchovavat a na vyzadani je
poskytne piislusnému dozorovému utradu.

e)Pismeny a) az c¢) neni dotéena povinnost

dovozce udaji podle dolozky 14 pism. ¢) a
dolozky 16 neprodlen¢ informovat vyvozce
udaji, pokud neni schopen tyto dolozky
dodrzovat.

15.2. Prezkum zdkonnosti a minimalizace
udaja

(a) Dovozce udaji souhlasi s tim, ze prezkouma
zékonnost Zadosti o poskytnuti tdajii, zejména
zda neptekroCila meze pravomoci udélenych
dozadujicimu organu vetejné moci, a ze zadost
napadne, pokud po peclivém posouzeni dojde k
zavéru, ze existuji opodstatnéné divody se
domnivat, Ze zadost je podle pravnich piedpist
zem¢ urCeni, platnych zavazk podle
mezinarodniho prédva a zasad mezinarodni
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obligations under international law and
principles of international comity. The data
importer shall, under the same conditions,
pursue possibilities of appeal. When
challenging a request, the data importer
shall seek interim measures with a view to
suspending the effects of the request until
the competent judicial authority has decided
on its merits. It shall not disclose the
personal data requested until required to do
so under the applicable procedural rules.
These requirements are without prejudice to
the obligations of the data importer under
Clause 14(e).

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

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

SECTION 1V - FINAL PROVISIONS

Clause 16

Non-compliance with the Clauses

termination

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

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

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

and
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zdvorilosti protipravni. Dovozce udaji za
stejnych podminek vyuziva moznosti odvolani.
Pfi napadeni Zadosti dovozce udaji pfijme
predbézna opatfeni s cilem pozastavit u¢inky
zadosti, dokud pfislusny soudni organ
nerozhodne o jeji opodstatnénosti. Nezpiistupni
pozadované osobni tdaje, dokud mu takova
povinnost nebude stanovena na zakladé
platnych  procesnich  pravidel. = Témito
pozadavky nejsou dotéeny povinnosti dovozce
udajii podle dolozky 14 pism. (e).

(b) Dovozce udaju souhlasi, Ze zdokumentuje
své pravni posouzeni i jakékoli napadeni zadosti
o poskytnuti udaji a v rozsahu povoleném
pravnimi predpisy zem¢é urceni zpiistupni
dokumentaci vyvozci udaji. Na pozadani ji
rovnéz zpiistupni pfislusnému dozorovému
ufadu. [Pokud jde o modul 3: Vyvozce udaji
posouzeni zpfistupni spravci. ]

(c) Dovozce udaji souhlasi s poskytnutim
minimalniho pfipustného mnozstvi informaci
pfi odpovédi na zadost o zpfistupnéni, a to na
zéklad¢ priméteného vykladu zadosti.

ODDIL IV - ZAVERECNA USTANOVENI

Dolozka 16
NedodrzZeni doloZek a vypovézeni

a) Dovozce udaji neprodlené informuje
vyvozce udajii, pokud neni z jakéhokoli
dtvodu schopen tyto dolozky dodrzet.

b) Pokud dovozce udaji porusi tyto
dolozky mnebo neni schopen tyto
dolozky dodrzet, vyvozce udaji

pozastavi piedavani osobnich 1udaji
dovozci udaji, dokud neni dodrzovani
opet  zajisttno  nebo  smlouva
vypovézena. Timto neni dotcena
dolozka 14 pism. f).

c) Vyvozce udaju je opravnén vypovedet
smlouvu v rozsahu, v némz se jedna o
zpracovani osobnich udajt podle téchto

Page 27 of 36



% PRAHEALTHSCIENCES

Confidential / Dlvérné

Czech Republic / Amendment#1 to Clinical Trial Agreement

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

(ii)the data importer is in substantial or
persistent breach of these Clauses; or
(iii)the data importer fails to comply with a
binding decision of a competent court or
supervisory authority regarding its

obligations under these Clauses.

In these cases, it shall inform the competent

supervisory authority of such non-

compliance. Where the contract involves
more than two Parties, the data exporter may
exercise this right to termination only with
respect to the relevant Party, unless the

Parties have agreed otherwise.

(d)Personal data that has been transferred prior
to the termination of the contract pursuant to
paragraph (c) shall at the choice of the data
exporter immediately be returned to the data
exporter or deleted in its entirety. The same
shall apply to any copies of the data. The
data importer shall certify the deletion of the
data to the data exporter. Until the data is
deleted or returned, the data importer shall
continue to ensure compliance with these
Clauses. In case of local laws applicable to
the data importer that prohibit the return or
deletion of the transferred personal data, the
data importer warrants that it will continue
to ensure compliance with these Clauses and
will only process the data to the extent and
for as long as required under that local law.

(e)Either Party may revoke its agreement to be
bound by these Clauses where (i) the
European Commission adopts a decision
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dolozek, pokud:

(1) vyvozce tdaji pozastavil predavani
osobnich daji dovozci tdaji podle
pism. b) a dodrzovani téchto dolozek
neni v pfimérené lhut€¢ a v kazdém
ptipadé¢ do jednoho mésice od
pozastaveni obnoveno;

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

(ii1) dovozce udaju nedodrzi
zavazné rozhodnuti pfislusného
soudu nebo dozorového uradu
tykajiciho se jeho povinnosti podle
téchto dolozek.

V takovych ptipadech o nedodrzeni informuje
pfislusny dozorovy tufad. Pokud smlouva
zahrnuje vice nez dvé smluvni strany, mize
vyvozce udajii toto pravo na vypoveézeni uplatnit
pouze ve vztahu k pfislusné stran€, pokud se
strany nedohodly jinak.

d) Osobni udaje, které byly piredany pied
vypovézenim smlouvy podle pismene
¢), musi byt podle volby vyvozce udaji
neprodlené vraceny vyvozci udaji nebo
vymazany v celém rozsahu. To samé se
uplatni ve vztahu k veskerym kopiim
udaji. Osobni udaje shromazdéné
vyvozcem udaji v EU, které byly
pfedany pied vypovézenim smlouvy
podle pismene c), musi byt neprodlené
vymazany v celém rozsahu, vcetné
veskerych jejich kopii. Dovozce udaji
potvrdi vyvozci udaji, ze byly udaje

vymazany. Dokud nejsou udaje
vymazany nebo vraceny, dovozce udajl
nadale zajiStuje soulad s témito

dolozkami. V ptipad¢, ze se na dovozce
udaji vztahuji mistni pravni predpisy,
které mu zakazuji ptedané osobni udaje
vratit nebo vymazat, dovozce udaji
zarucuje, Zze bude i nadale zajistovat
dodrzovani téchto dolozek a bude udaje
zpracovavat pouze v takovém rozsahu a
tak dlouho, jak to uvedené mistni pravo
vyzaduje.

e) Kterakoli ze stran muZze odvolat svij
souhlas s tim, ze bude vazana témito
dolozkami, pokud (i) Evropska komise
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pursuant to Article 45(3) of Regulation (EU)
2016/679 that covers the transfer of personal
data to which these Clauses apply; or (ii)
Regulation (EU) 2016/679 becomes part of
the legal framework of the country to which
the personal data is transferred. This is
without prejudice to other obligations
applying to the processing in question under
Regulation (EU) 2016/679.

Clause 17

Governing law

These Clauses shall be governed by the law of
one of the EU Member States, provided such
law allows for third-party beneficiary rights.
The Parties agree that this shall be the law of
Czech Republic.

Clause 18

Choice of forum and jurisdiction

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

(b)The Parties agree that those shall be the
courts of the Czech Republic.

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

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

(') Where the data exporter is a processor subject to
Regulation (EU) 2016/679 acting on behalf of a Union
institution or body as controller, reliance on these
Clauses when engaging another processor (sub-
processing) not subject to Regulation (EU) 2016/679 also
ensures compliance with Article 29(4) of Regulation (EU)
2018/1725 of the European Parliament and of the
Council of 23 October 2018 on the protection of natural
persons with regard to the processing of personal data by
the Union institutions, bodies, offices and agencies and
on the free movement of such data, and repealing
Regulation ~ (EC)  No 45/2001  and  Decision
No 1247/2002/EC (OJ L 295, 21.11.2018, p. 39), to the
extent these Clauses and the data protection obligations
as set out in the contract or other legal act between the
controller and the processor pursuant to Article 29(3) of
Regulation (EU) 2018/1725 are aligned. This will in
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prijme rozhodnuti podle ¢l. 45 odst. 3
natizeni (EU) 2016/679 tykajici se
predavani osobnich udaji, na které se
tyto dolozky vztahuji, nebo (ii) se
nafizeni (EU) 2016/679 stane soucasti
pravniho ramce zemé, do které jsou
osobni udaje ptfedavany. Tim nejsou
doteny dalsi povinnosti vztahujici se
na dotené zpracovani podle nafizeni
(EU) 2016/679.

Dolozka 17

Rozhodné pravo

Tyto dolozky se fidi pravem jednoho =z
Clenskych statt EU, pokud takové pravo
umoznuje uplatiovat prava nalezejici opravnéné
treti strané. Strany se dohodly, Ze se budou ridit
pravem Ceské republiky.

DoloZka 18
Volba soudu a piislu$nost

a) Veskeré spory vyplyvajici z téchto
dolozek budou feseny soudy ¢lenského
statu EU.

b) Strany se dohodly, ze se budou fidit
soudy Ceské republiky.

c) Subjekt Udaji mize rovnéz zahajit
soudni fizeni proti vyvozci udaji a/nebo
dovozci udaju pred soudy c¢lenského
statu, v némz ma subjekt udaji své
obvyklé bydliste.

d) Smluvni strany se dohodly, Ze veskeré
spory vyplyvajici z téchto dolozek
budou feseny soudy Ceské republiky.

(1) Pokud je vyvozcem udajii zpracovatel, na néjz se
vztahuje narizeni (EU) 2016/679 a ktery jedna jménem
organu nebo subjektu Unie jako spravce, spoléhani se na
tyto dolozky pri zapojeni jiného zpracovatele (dilci
zpracovani), na kterého se narizeni (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 udaju organy, institucemi a jinymi
subjekty Unie, a o volném pohybu téchto udajii a o zruseni
naiizeni (ES) ¢. 45/2001 a rozhodnuti 1247/2002/ES (UF.
vést. L 295 ze dne 21.11.2018, s. 39), v rozsahu, v némz
Jjsou tyto dolozky a povinnosti tykajici se ochrany udaji
stanovené ve smlouvé nebo jiném prdvnim aktu mezi
sprdavcem a zpracovatelem podle ¢l. 29 odst. 3 narizeni
(EU) 2018/1725 sladény. To bude zejména pripad, kdy se
spravce a zpracovatel spoléhaji na standardni smluvni
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particular be the case where the controller and processor
rely on the standard contractual clauses included in
Decision 2021/915.

(%) This requires rendering the data anonymous in such
a way that the individual is no longer identifiable by
anyone, in line with recital 26 of Regulation (EU)
2016/679, and that this process is irreversible.

(®) The Agreement on the European Economic Area
(EEA Agreement) provides for the extension of the
European Union’s internal market to the three EEA
States Iceland, Liechtenstein and Norway. The Union
data protection legislation, including Regulation (EU)
2016/679, is covered by the EEA Agreement and has been
incorporated into Annex XI thereto. Therefore, any
disclosure by the data importer to a third party located in
the EEA does not qualify as an onward transfer for the
purpose of these Clauses.

(*) The Agreement on the European Economic Area
(EEA Agreement) provides for the extension of the
European Union’s internal market to the three EEA
States Iceland, Liechtenstein and Norway. The Union
data protection legislation, including Regulation (EU)
2016/679, is covered by the EEA Agreement and has been
incorporated into Annex XI thereto. Therefore, any
disclosure by the data importer to a third party located in
the EEA does not qualify as an onward transfer for the
purpose of these Clauses.

(°) See Article 28(4) of Regulation (EU) 2016/679 and,
where the controller is an EU institution or body,
Article 29(4) of Regulation (EU) 2018/1725.

(°) The Agreement on the European Economic Area
(EEA Agreement) provides for the extension of the
European Union’s internal market to the three EEA
States Iceland, Liechtenstein and Norway. The Union
data protection legislation, including Regulation (EU)
2016/679, is covered by the EEA Agreement and has been
incorporated into Annex XI thereto. Therefore, any
disclosure by the data importer to a third party located in
the EEA does not qualify as an onward transfer for the
purposes of these Clauses.

(') 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.

(®) This requirement may be satisfied by the sub-
processor acceding to these Clauses under the
appropriate Module, in accordance with Clause 7.

(°) This requirement may be satisfied by the sub-
processor acceding to these Clauses under the
appropriate Module, in accordance with Clause 7.

(1) That period may be extended by a maximum of two
more months, to the extent necessary taking into account
the complexity and number of requests. The data importer
shall duly and promptly inform the data subject of any
such extension.

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

dolozky obsazené v rozhodnuti 2021/915.

(2) To vyzaduje anonymizaci udajii takovym zpiisobem,
aby jiz nikdo nemohl byt nikym identifikovatelny, v souladu
s 26. bodem odivodnéni narizeni (EU) 2016/679, a aby byl
tento proces nevratny.

(3)  Dohoda o Evropském hospodarskéem prostoru
(Dohoda o EHP) stanovi rozsirent vnitiniho trhu Evropské
unie o t7i staty EHP, a to Island, Lichtenstejnsko a Norsko.
Dohoda o EHP zahrnuje pravni piedpisy Unie o ochrané
udaju, véetné narizeni (EU) 2016/679, které jsou zaclenény
do prilohy XI uvedené dohody. Jakékoli zpristupnéni
dovozcem udajii tieti strané se sidlem v EHP se proto pro
ucely techto dolozek nepovazuje za dalsi preddvani.

(4)  Dohoda o Evropském hospodarském prostoru
(Dohoda o EHP) stanovi rozsifeni vnitiniho trhu Evropské
unie o t7i staty EHP, a to Island, Lichtenstejnsko a Norsko.
Dohoda o EHP zahrnuje pravni predpisy Unie o ochrané
udaju, véetne narizeni (EU) 2016/679, které jsou zaclenény
do prilohy XI uvedené dohody. Jakékoli zpristupnéni
dovozcem udajii tieti strané se sidlem v EHP se proto pro
ucely téchto dolozek nepovazuje za dalsi preddvani.

(5) Viz ¢l 28 odst. 4 narizeni (EU) 2016/679, a pokud je
spravcem organ nebo jiny subjekt EU, ¢l. 29 odst. 4
narizeni (EU) 2018/1725.

(6)  Dohoda o Evropském hospodarském prostoru
(Dohoda o EHP) stanovi rozsirent vnitiniho trhu Evropské
unie o tri staty EHP, a to Island, Lichtenstejnsko a Norsko.
Dohoda o EHP zahrnuje pravni predpisy Unie o ochrané
udaju, véetné narizeni (EU) 2016/679, které jsou zaclenény
v priloze XI uvedené dohody. Jakékoli zpristupnéni
dovozcem udajii tieti strané se sidlem v EHP se proto pro
ucely téchto dolozek nepovazuje za dalsi predavani.

(7) Mimo jiné se jedna o to, zda se predavani a dalsi
zpracovani tykd i osobnich udajit vypovidajicich o rasovém
nebo etnickém piivodu, politickych ndzorech, nabozenském
vyznani nebo filozofickém presvédceni nebo clenstvi v
odborech, genetickych udajit nebo biometrickych udajii za
ucelem jedinecné identifikace fyzické osoby, udajii o
zdravotnim stavu ¢i o sexudlnim Zivoté nebo sexualni
orientaci fyzické osoby nebo udajii tykajicich se rozsudkii
v trestnich vécech nebo trestnych cinii.

(8) Tento pozadavek miize byt splnén dilcim zpracovatelem
pristupujicim k témto dolozkam v ramci prislusného
modulu v souladu s dolozkou 7.

(9) Tento pozZadavek miize byt splnén dilcim zpracovatelem
pristupujicim k témto dolozkam v rdamci prislusného
modulu v souladu s dolozkou 7.

(10) Tuto lhitu Ize v nezbytném rozsahu s prihlédnutim ke
slozitosti a poctu zadosti prodlouzit nejvyse o dalsi dva
mésice. Dovozce udajii o takovém prodlouzeni radné a
neprodlené informuje subjekt udaji.

(11) Dovozce udajii miize nabidnout nezavislé reseni sporii
prostrednictvim rozhodctho organu pouze v pripade, ze je
usazen v zemi, kterd ratifikovala Newyorskou umluvu o
vykonu rozhodcich ndlezii.

(12) Pokud jde o dopad takovych pravnich predpisii a
postupti na dodrzovani téchto dolozek, za soucdast
celkového posouzent Ize povazovat riizné prvky. Mezi tyto
prvky mohou patit relevantni a zdokumentované praktické
zkuSenosti s predchozimi pripady zadosti o zpFistupnéni od
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(") The data importer may offer independent dispute
resolution through an arbitration body only if it is
established in a country that has ratified the New York
Convention on Enforcement of Arbitration Awards.

(1?) 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.

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.

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
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organii verejné moci nebo neexistence takovych zZadosti,
které pokryvaji dostatecné reprezentativni casovy ramec.
Tyka se to zejména internich zdznamii nebo jiné
dokumentace, vypracovavané pribéiné v souladu s
ndlezitou péci a certifikované na urovni vrcholového
vedeni, za predpokladu, Ze tyto informace lze v souladu s
pravnimi predpisy sdilet se tiretimi stranami. Pokud se na
zakladeé této praktické zkuSenosti dospéje k zaveru, zZe
dovozci udajii nebude branéno v dodrzovani techto
dolozek, je treba to podporit dalsimi relevantnimi,
objektivnimi prvky a je na smluvnich strandach, aby peclivé
zvazily, zda tyto prvky maji spolecné dostatecnou vahu na
podporu tohoto zdavéru, 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/mebo o uplatiovani prava v praxi, jako je
napriklad judikatura a zpravy nezavislych organii dohledu,
a nejsou s nimi v rozporu.

DODATEK

VYSVETLIVKY:

Musi byt mozné jasné rozlisit informace, které
se vztahuji na kazdé predani nebo kazdou
kategorii piedani, a v tomto ohledu urcit
pfislusnou ulohu/pfislusné tlohy stran v
postaveni vyvozce/vyvozci udaji  a/nebo
dovozce/dovozct udaji. To nemusi nutné
vyZadovat vyplnéni a podepsani samostatnych
dodatkd pro kazdé predani/kategorii ptredani
a/nebo smluvni vztah, pokud lze této
transparentnosti  dosdhnout prosttednictvim
jednoho dodatku. Pokud je to vSak nutné k
zajisténi dostatecné srozumitelnosti, mély by se
pouzit samostatné dodatky.
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ANNEX1

A. LIST OF PARTIES
Data exporter(s): [Identity and contact details
of the data exporter(s) and, where applicable,
of its/their data protection officer and/or
representative in the European Union]
1.Name: Fakultni nemocnice u sv. Anny v
Brné
Address: Pekaiska 53, 656 91 Brno, Czech
Republic, represented by: Ing. Vlastimil
Vajdak, director
Contact person’s name, position and contact
details: XXXXXXXXXXXXXXXXX
Activities relevant to the data transferred
under these Clauses: Conducting clinical
research

Signature and date: .........................
Role (controller/processor): Controller

2.
Data importer(s): [ldentity and contact
details of the data importer(s), including any
contact person with responsibility for data
protection]
1.Name: Ionis Pharmaceuticals, Inc.

Address: 2855 Gazelle Court,

Carlsbad, California 92010

United States of America

Contact person’s name, position and contact

details: XXXXXXXXXXXXXXXXX

Activities relevant to the data transferred
under these Clauses: Performance of
clinical research.

Signature and date: .................cooeiienil
Role (controller/processor): Controller

B. DESCRIPTION OF TRANSFER
Categories of data subjects whose personal
data is transferred

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

PRILOHA I

A. SEZNAM SMLUVNICH STRAN
Vyvozce (vyvozei) udajia: [Totoznost a
kontaktni udaje vyvozce/vyvozcu udajii a v
prislusném pripadé jeho/jejich povérence pro
ochranu osobnich udajii a/nebo zdstupce v
Evropské unii]

1. Jméno/nazev: Fakultni nemocnice u sv.

Anny v Brné

Adresa: Pekaiska 53, 656 91 Brno, Ceska
republika
Zastoupena:
reditelem
Jméno, funkce a kontaktni udaje kontaktni
0S0bY: XXXXXXXXXXXXXXXXX
Cinnosti relevantni pro predavani udajii na
zakladé téchto dolozek: Provadeéni klinického
vyzkumu

Ing. Vlastimilem Vajdakem,

Podpisa datum: .........................
Uloha (spravce/zpracovatel): Spravce

2.

Dovozce nebo dovozci udajia: [Totoznost a
kontaktni udaje dovozce/dovozcut udajii, vietné
Jjakeékoli kontaktni osoby, kterd je odpovédna za
ochranu udajii]

Jméno/nazev: Ionis Pharmaceuticals,
Inc.Adresa: Adresa: 2855 Gazelle Court,
Carlsbad, California 92010

United States of America

Jméno, pozice a kontakt:

XXXXXXXXXXXXXXXXX

Cinnosti relevantni pro piedavani udajii na
zéklad¢ téchto dolozek: Provadéni klinického
vyzkumu

Podpis a datum: ........................
Uloha (spravce/zpracovatel): Spravce

B. POPIS PREDANI
Kategorie subjektii udaju, jejichz osobni udaje
se predavaji
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Individuals participating in clinical trial(s);
personnel conducting clinical trial(s).

Categories of personal data transferred

Data concerning health of individuals involved
in clinical trial; gender, height, weight, year of
birth, age, ethnicity, and racial origin (to be
used only for clinical purposes) as well as
information on medical history, and clinical
data relevant to participation in the relevant
clinical trial; contact information and relevant
professional ~ experience  of  personnel
conducting clinical trials.

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.

Data concerning health of individuals involved
in clinical trial(s); genetic information of
individuals involved in clinical trial(s)
investigating genetically linked diseases or
conditions.

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

On a continuous basis.

Nature of the 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).

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

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
ION-682884-CS2

Jednotlivei ucastnici se klinické studie (studii);
personal provadéjici klinickou studii (studie).

Kategorie predavanych osobnich udaju

Udaje tykajici se zdravi jednotlivct zapojenych
do klinické studie; pohlavi, vyska, vaha, rok
narozeni, vek, etnicka pfislusnost a rasovy
puvod (pouziji se pouze pro klinické ucely),
jakoz i informace o anamnéze a klinické tidaje
relevantni pro ucast v piislusné klinické studie;
kontaktni udaje a piislusné odborné zkusenosti
personalu provadéjiciho klinické studie.

Citlivé udaje, které se predavaji (v prislusnych
pripadech), a uplatnénd omezeni nebo zdruky,
jez piné zohlednuji povahu udajii a souvisejici
rizika, napriklad prisné ucelové omezeni,
omezeni pristupu (véetné pristupu pouze pro
zaméstnance, kteri absolvovali specializované
Skoleni), vedeni zdaznamu o pristupu k udajum,
omezeni pro dalsi preddavani nebo dodatecna
bezpecnostni opatren.

Udaje tykajici se zdravi jednotlivcii zapojenych
do klinické studie (klinickych studii); genetické
informace jednotlivcl zapojenych do klinickych
studii zkoumajicich geneticky spojené nemoci
nebo stavy.

Cetnost predavani (napr. zda jsou udaje
predavany jednorazove nebo priibézné).
Pribézné.

Povaha zpracovani

Provadeét autorizované klinické studie; Provadét
souvisejici védecky vyzkum; Pro tcely
vefejného  zdravi;  Dodrzovat  zakonné
povinnosti souvisejici s provadénim klinickych
studii; Zachovat integritu tidaji shromazdénych
v klinickych studiich.

Ucel nebo ucely predani ddajii a dalsi
zpracovani

Provadeét autorizované klinické studie; Provadét
souvisejici védecky vyzkum; Pro tucely
vetejného  zdravi;  Dodrzovat  zakonné
povinnosti souvisejici s provadénim klinickych
studii; Zachovat integritu daji shromazdénych
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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 as long
as necessary 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

All of the above is applicable to Companies
working with and/or for the data importer
(Ionis Pharmaceuticals) to conduct the Ionis
sponsored clinical trial protocol number ION-
682884-CS2 including but not limited to
central laboratories, safety review boards, data
management and statistical analysis suppliers,
medical monitors, clinical trial auditors;
regulatory authorities.

C. COMPETENT
AUTHORITY
Identify the competent supervisory
authority/ies in accordance with Clause 13

SUPERVISORY

The Office for Personal Data Protection
Pplk. Sochora 27

170 00 Praha 7

Czech Republic

+420 234 665 111 (Phone)
E-mail: posta@uoou.cz

http://www.uoou.cz

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
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v klinickych studiich.

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

Relevantni osobni udaje budou uchovavany po
dobu nezbytné nutnou pro vyse uvedené ucely,
pro které byly predany v souladu se studijnim
protokolem a s platnymi piedpisy a zakonnymi
povinnostmi.

Pokud jde o predavani (dilcim) zpracovatelim,
rovnez uvedte predmét, povahu a trvani
zpracovani

Vse vySe uvedené plati pro spoleCnosti, které
spolupracuji s  dovozcem dat  (lonis
Pharmaceuticals) a/mebo pro né& provadéji
klinickou studii sponzorovanou spolecnosti
Ionis s ¢islem protokolu ION-682884-CS2,
véetn€é, nikoli vSak vyhradng, centralnich
laboratofi, kontrolnich vyborti bezpecnosti,
spravy dat a dodavatelé statistickych analyz,
1ékaiské monitory, auditofi klinickych zkousek;
regulacni organy.

C. PRISLUSNY DOZOROVY URAD

V' souladu s dolozkou 13 wurcete prislusny
dozorovy urad nebo prislusné dozorové urady.

Utad pro ochranu osobnich tdajt
Pplk. Sochora 27

170 00 Praha 7

Ceska republika

+420 234 665 111 (telefon)
E-mail: posta@uoou.cz

http://www.uoou.cz
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ANNEX 11
TECHNICAL AND ORGANISATIONAL
MEASURES INCLUDING TECHNICAL
AND ORGANISATIONAL MEASURES
TO ENSURE THE SECURITY OF THE
DATA

Data for subjects participating in clinical trials
is pseudonymized. Data importer receives the
pseudonymized personal data but does not hold
the pseudonymization key. The key is held by
the data exporter and is not provided to the data
importer.

Data for personnel conducting clinical trials in
not psuedonymized, but such data consists of
the clinical trial professional’s name,
professional qualifications and professional
contact information.

Data importer uses measures to encrypt data
during transit.

Data retained on data importer hard drives is
encrypted.

Data retained on cloud servers such as
Sharepoint, Microsoft, Amazon and Veeva
systems. Data importer reviews the data
configurations and data certifications from its
cloud vendors.

Data importer personnel and partners are
subject to confidentiality obligations.

Data importer implements through its vendors
measures ensuring ability to restore and access
personal data in a timely manner in the event
of a physical or technical incident.

Data importer implements policies and
processes for regularly testing, assessing and
evaluating the effectiveness of technical and
organisational measures in order to ensure the
security of the processing.

Data importer uses measures to confirm user
identification and authorisation.

Data importer maintains data held on-site is
stored in a secure data center.

Data stored in cloud storage is stored with
cloud storage vendors who provide
certifications of security.

Data importer implements measures for event

logging.

Fakultni nemocnice u sv. Anny v Brné / XXXXXXXXXXXXX
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PRILOHA II
TECHNICKA A ORGANIZACNI
OPATRENI VCETNE TECHNICKYCH A
ORGANIZACNICH OPATRENI K
ZAJISTENI ZABEZPECENI UDAJU

Udaje o subjektech ucastnicich se klinickych
studii jsou pseudonymizovany. Dovozce dat
obdrzi pseudonymizované osobni udaje, ale
nevlastni pseudonymizacni kli¢. Kli¢ je drzen
vyvozcem dat a neni poskytnut dovozci dat.
Udaje pro personal provadgjici klinicka
hodnoceni nejsou pseudonymizovany, ale tyto
udaje se skladaji ze jména odbornika na klinické
hodnoceni, jeho odborné kvalifikace a
odbornych kontaktnich udajt.

Dovozce dat pouziva opatfeni k Sifrovani dat
b&hem pienosu.

Data uchovavana na pevnych discich dovozce
dat jsou Sifrovana.

Data uchovavana na cloudovych serverech, jako
jsou systémy Sharepoint, Microsoft, Amazon a
Veeva. Dovozce dat kontroluje konfigurace dat
a certifikace dat od svych cloudovych
dodavatelt.

Zaméstnanci a partnefi dovozce dat podléhaji
povinnosti ml¢enlivosti.

Dovozce dat prostfednictvim svych dodavatelt
zavadi opatfeni zajiStujici schopnost vcasné
obnovy osobnich udaji a pfistupu k nim v
pripad¢ fyzického nebo technického incidentu.
Dovozce dat zavadi zésady a procesy pro

pravidelné testovani, posuzovani a
vyhodnocovani  ucinnosti  technickych a
organizacnich opatfeni s cilem zajistit

bezpecnost zpracovani.

Dovozce dat pouziva opatfeni k potvrzeni
identifikace a autorizace uZivatele.

Dovozce dat udrzuje data ulozend na misté v
zabezpeceném datovém centru.

Data uloZena v cloudovém ulozisti jsou uloZena
u dodavatelt cloudovych ulozist, kteti poskytuji
certifikace zabezpeceni.

Dovozce dat implementuje opatieni pro zaznam
udalosti.

Dovozce dat vyuziva pfislusné standardni
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Data importer utilizes relevant standard
operating procedures and training to manage
and maintain internal IT and IT security
governance and management.

Data importer implements measures for
certification and/or assurance of relevant
processes and products related to data security.
Data importer implements measures for
ensuring data minimisation through third party
review of clinical protocols by regulatory
authorities and independent ethics committees
and/or review boards.

Data importer utilizes specially trained
personnel to monitor source documents to
ensure data quality.

Data importer utilizes and trains its personnel
on a document retention policy.

Data importer uses contractual measures for

ensuring accountability of personnel and
entities processing data.
Data importer implements measures for

allowing data portability and for erasure where
erasure is permissible.

Data importer utilize contractual obligations
requiring processors to implement appropriate
organizational and technical measures and
requiring processor assist the controller as
necessary to comply with regulations.

ANNEX III
LIST OF SUB-PROCESSORS
[Not Applicable — See Explanatory Note Below]

provozni postupy a Skoleni ke spravé a udrzbé
interniho tizeni a spravy IT a zabezpeceni IT.

Dovozce dat zavadi opatfeni pro certifikaci
a/nebo zajisténi prislusnych procesi a produktt
souvisejicich s bezpecnosti dat.

Dovozce dat zavadi opatfeni k zajiSténi
minimalizace dat prostiednictvim kontroly
klinickych protokolt tieti stranou regula¢nimi
organy a nezavislymi etickymi komisemi a/nebo
kontrolnimi komisemi.

Dovozce dat vyuziva specidlné vyskoleny
personal ke sledovani zdrojovych dokumentd,
aby byla zajisténa kvalita dat.

Dovozce dat vyuziva a Skoli své zaméstnance v
oblasti zdsad uchovavani dokument.

Dovozce dat zavadi opatfeni umoznujici
prenositelnost daji a vymaz tam, kde je vymaz
pripustny.

Dovozce dat vyuziva smluvni zavazky, které
vyzaduji, aby zpracovatelé zavedli prislusna
organiza¢ni a technicka opatfeni, a vyzaduji,
aby zpracovatel pomahal spravci, pokud je to
nutné k dodrzovani predpisi.

PRILOHA 111
SEZNAM DILCICH ZPRACOVATELU
[Neni aplikovano — viz vysvétleni nize]
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