AMENDMENT No. 1
To the
CLINICAL STUDY AGREEMENT
63935937MDS3001

DODATEK ¢&. 1
ke
SMLOUVE O KLINICKE STUDII
63935937MDS3001

This AMENDMENT No. 1 (the “Amendment”) is made
as of 27 June, 2022 (the “Effective Date”) by and among
Fakultni nemocnice Brno, Jihlavska 340/20, 625 00
Brno, Czech Republic, Organization ID No.: 65269705
(“Institution”), NG Hcad of
the Internal hematology and oncology clinic Faculty
hospital Brno, I

. |
(“Investigator”), PAREXEL International (IRL)

Limited a corporation organized under the laws of
Ireland with principal place of business at 70 Sir John
Rogerson’s Quay, Dublin 2, Ireland, hereinafter referred
to as (“PAREXEL” or “CRO”) and Geron
Corporation, a Delaware corporation with a place of
business at 919 E. Hillsdale Blvd., Suite 250, Foster City,
CA 94404 U.S.A. (“Geron” or “Sponsor”). Collectively
Institution, Investigator, PAREXEL and Geron may each
be referred to herein as a “Party” and collectively as the
“Parties”.

Tento DODATEK ¢. 1 (dale jen ,,dodatek*) mezi sebou
ke dni 27 Cerven 2022 (dale jen ,,datum ucinnosti*)
uzaviraji Fakultni nemocnice Brno, Jihlavska 340/20,
625 00 Brno, Ceské republika, IC: 65269705 (dale jen
,»poskytovatel zdravotnich sluzeb* nebo
»poskytovatel”), I
pfednosta Interni hematologické a onkologické kliniky
Fakultni nemocnice Brno, I
|

(dale jen ,zkouSejici),
PAREXEL International (IRL) Limited, spole¢nost
zaloZena podle prava Irska, s hlavnim mistem podnikani
na adrese 70 Sir John Rogerson's Quay, Dublin 2, Irsko,
(déle jen ,,PAREXEL” nebo ,,CRO”) a Geron
Corporation, spole¢nost statu Delaware, s mistem
podnikani na adrese 919 E. Hillsdale Blvd., Suite 250,
Foster City, CA 94404 USA (dale jen ,,Geron* nebo
,Zadavatel”). Poskytovatel, zkousejici, PAREXEL
a Geron mohou byt dale v tomto dokumentu jednotlivé
oznacovani jako ,smluvni strana“ a spolecn€¢ jako
,smluvni strany*.

WHEREAS, Geron, PAREXEL, the Institution and
Investigator originally entered into a Clinical Study
Agreement dated effective 16" June 2020 (such
agreement, including any amendments thereto, referred
to herein as the “Agreement”) for the clinical study
entitled “A Study to Evaluate Imetelstat in Transfusion-
Dependent Subjects with IPSS Low or Intermediate-1
Risk Myelodysplastic Syndrome (MDS) that is
Relapsed/Refractory  to  Erythropoiesis-Stimulating
Agent (ESA) Treatment” (the “Study”) under Protocol
No. 63935937MDS3001 (the “Protocol”) that is being
conducted at the Institution under the direction of
Investigator;

VZHLEDEM K TOMU, ze Geron, PAREXEL,
poskytovatel a zkouSejici pavodné uzavieli smlouvu
o klinické studii s datem G¢innosti 16. ¢ervna 2020 (na
tuto smlouvu véetné veskerych jejich dodatki se v tomto
dodatku dale odkazuje jako na ,,smlouvu*) na klinickou
studii nazvanou ,,Studie hodnotici imetelstat (GRN163L)
u pacienti s myelodysplastickym syndromem (MDS)
Vnizce nebo stfedné-1 rizikové skupiné dle IPSS,
zavislych na transfuzi, po relapsu nebo refrakternich na
1é¢bu latkou stimulujici erytropoézu (ESA)” (déle jen
»Studie) podle protokolu ¢. 63935937MDS3001 (dale
jen ,,protokol®), ktera je provadéna u poskytovatele pod
vedenim zkousSejiciho;

WHEREAS, PAREXEL has been engaged by Sponsor
under a master services agreement (the “CRO MSA”) to
serve, or to appoint one of its affiliates to serve, as
Geron’s contract research organization (“CRO”) in
managing the Study for Geron; and

VZHLEDEM K TOMU, ze spole¢nost PAREXEL byla
najata zadavatelem na zakladé ramcové smlouvy
0 poskytovani sluzeb (dale jen ,,CRO MSA®), aby
pusobila nebo aby jmenovala jednu ze svych
pfidruzenych spole¢nosti, aby tato pusobila jako smluvni
vyzkumna organizace spolecnosti Geron (,,CRO%) pfi
fizeni a organizaci studie pro spolecnost Geron; a

WHEREAS, the Parties wish to amend the Agreement to
add or replace certain provisions;

VZHLEDEM K TOMU, Ze smluvni strany si pteji tuto
smlouvu pozménit a pridat nebo nahradit néktera
ustanoveni;

NOW, THEREFORE, in consideration of the mutual
covenants and commitments set forth herein, and for

NYNI TEDY, s ohledem na vzajemné dohody a zavazky
zde uvedené a jako f&dné a hodnotné protiplnéni, jehoz
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other good and valuable consideration, the sufficiency of
which is hereby acknowledged, the Parties hereby agree
to amend the Agreement as follows:

dostateCnost se timto potvrzuje, se smluvni strany
dohodly tuto smlouvu pozménit tak, jak je uvedeno nize:

with the following:

AMENDMENT DODATEK

1. DATA PROTECTION and PRIVACY 1. OCHRANA UDAJU A SOUKROMI
a. The Agreement is hereby amended as set forth in a. Smlouva se timto méni tak, jak je uvedeno
this Section 1 in order to implement new and v tomto ¢lanku 1, za ¢elem implementace novych
updated requirements of the General Data a aktualizovanych pozadavki obecného nafizeni
Protection Regulation (EU) 2016/679 (“GDPR?”), 0 ochran€ osobnich tdaju (EU) 2016/679 (dale jen
and the European Commission Implementing ,GDPR*) a provadéciho rozhodnuti Evropské
Decision (EU) 2021/914 of June 4, 2021 komise (EU) 2021/914 ze dne 4. ¢ervna 2021 (dale
(“Implementing Decision”) (collectively “Data jen ,provadéci rozhodnuti®) (souhrnné dale jen
Protection Laws”). ,.Zakony na ochranu osobnich udaja‘).
b. In accordance with Data Protection Laws, as of b. V souladu se zakony na ochranu osobnich tdaja
the Effective Date, the Parties agree to abide by the smluvni strany souhlasi s tim, Zze k datu u¢innosti
terms of the Data Processing Addendum set forth se budou fidit podminkami dodatku o zpracovani
at Exhibit A to this Amendment, and fully osobnich 1daji uvedeném v piiloze A tohoto
incorporated into the Agreement. In case of any dodatku, ktery je plné zaclenén do smlouvy.
conflict between the terms of the attached Data V piipadé jakéhokoli rozporu mezi podminkami
Processing Addendum and the terms and piipojeného dodatku o zpracovani osobnich udaja
conditions of the Agreement, the Data Processing a podminkami smlouvy ma piednost dodatek
Addendum attached hereto shall control. 0 zpracovani osobnich daju pfipojeny k tomuto

dokumentu.

¢. In accordance with Data Protection Laws, as of ¢. V souladu se zakony na ochranu osobnich tdaji
the Effective Date, notwithstanding anything in the se smluvni strany dohodly, Ze bez ohledu na cokoli
Agreement to the contrary, the Parties agree that the ve smlouvé, co by bylo v rozporu, budou ke dni
transfer of Study Subject Personal Data (processed ucinnosti  osobni  udaje  subjektd  studie
under the Agreement) outside of the European (zpracovavané podle smlouvy) pfedavany mimo
Economic Area to the Sponsor or its contractors in Evropsky hospodaisky prostor zadavateli nebo
the United States and any of their Affiliates shall be jeho  dodavatelom ve  Spojenych  statech
made pursuant to the Standard Contractual Clauses a jakymkoli jejich pfidruzenym spolec¢nostem
set forth at Attachment 3 of Exhibit A to this v souladu se standardnimi smluvnimi dolozkami
Amendment, and fully incorporated into the uvedenymi v piiloze 3 piilohy A tohoto dodatku,
Agreement. jez jsou plné zadlenény do smlouvy.

2. Section 2.14 of the Agreement is hereby replaced | 2.  Clanek 2.14 smlouvy se timto nahrazuje

nasledujicim textem:

Protocol Deviations: Institution and Investigator
shall report any Protocol deviations to Sponsor and
CRO in accordance with and pursuant to the
timeframes required by Applicable Law (including,
without limitation, ICH GCP 36), and shall report
such Protocol deviations to the applicable
regulatory authorities and IRB[/EC] in accordance
with and pursuant to Applicable Law and local
requirements. Further, in the event a regulatory or
other governmental authority makes a negative
finding pertaining to Institution’s clinical
operations or the Investigator’s performance that
could potentially impact the Study, Institution and

Odchylky protokolu: Poskytovatel a zkousejici
oznémi jakékoli odchylky od protokolu zadavateli
a CRO podle ¢asovych ramcu pozadovanych
platnymi zakony a v souladu s nimi (véetné¢ mimo
jiné  Mezinarodni  konference o harmonizaci
spravné klinické praxe (ICH GCP 36)), a takové
odchylky od protokolu oznami pfislusSnym
organiim statniho dozoru a Institucionalni revizni
komisi (IRB) [/etické komisi (EC)] v souladu
s platnymi zékony a mistnimi pozadavky. Déle
v piipadé, ze organ statniho dozoru nebo jiny
vladni organ ucini negativni zjisténi tykajici se
Klinickych operaci poskytovatele nebo chovéani
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Investigator shall promptly notify Sponsor and
CRO in writing.

zkousSejiciho, které by potencialné mohlo mit na
studii dopad, poskytovatel a zkousejici o tom
budou zadavatele a CRO neprodlené¢ pisemné
informovat.

3. GENERAL.: Except as amended hereunder, the
Agreement shall remain in effect in accordance
with its terms.

3. OBECNE: S vyjimkou niZe uvedenych zmén
zlstava smlouva v platnosti v souladu s jejimi
podminkami.

Signatures to this Amendment transmitted by
facsimile transmission, by electronic mail in
“portable document format” (“.pdf’) form, or by
any other electronic means intended to preserve the
originals graphic and pictorial appearance of
a document, will have the same effect as physical
delivery of the paper document bearing the original
signatures, and shall be deemed original signatures
by both parties.

Podpisy tohoto dodatku zaslané faxovym
prenosem, elektronickou postou ve formatu
,portable document format“ (,,.pdf) nebo
jakymkoli jinym elektronickym prosttedkem
urenym k zachovani plivodniho grafického
a obrazového vzhledu dokumentu budou mit stejny
ucinek jako fyzické doruceni listinného dokumentu
opatieného originalnimi podpisy a budou
povazZovany za originalni podpisy obou smluvnich
stran.

IN WITNESS WHEREOF, the Parties hereto have
executed this Amendment effective as of the Effective Date
set forth above.

NA DUKAZ TOHO smluvni strany tento dodatek
podepsaly k vyse uvedenému datu jeho G¢innosti.
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GERON CORPORATION

By / Podepsal/a

Print Name / Jméno htlkovym pismem

Title / Funkce

Date / Datum

PAREXEL International (IRL) Limited

By / Podepsal/a

Print Name / Jméno htlkovym pismem

Title / Funkce

Date / Datum

Fakultni nemocnice Brno

By / Podepsal/a
Print Name / Jméno hiilkovym pismem: MUDr. Ivo Rovny, MBA
Title / Funkce: Director / feditel

Date / Datum

INVESTIGATOR / ZKOUSEJICI

By / Podepsal/a

Print Name / Jméno hulkovym pismem: ||  EENEGEE

Title / Funkce

Date / Datum
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Exhibit A

Priloha A

DATA PROCESSING ADDENDUM FOR
PERSONAL DATA OF EU/EEA RESIDENTS

DODATEK O ZPRACOVANI
OSOBNICH UDAJU OBCANU EU/EHP

between

uzavireny mezi

Geron Corporation, with registered address at 919 E.
Hillsdale Blvd., Suite 250, Foster City, CA 94404
US.A

Geron Corporation, se sidlem na adrese 919 E.
Hillsdale Blvd., Suite 250, Foster City, CA 94404,
US.A

- hereinafter referred to as ""Sponsor"" -

- dale jen ,,zadavatel” -

and

Fakultni nemocnice Brno
Jihlavska 340/20

625 00 Brno

Czech Republic

Organization ID No.: 65269705
VAT ID. No.: CZ65269705

Fakultni nemocnici Brno
Jihlavska 340/20

625 00 Brno

Ceska republika

IC: 65269705

DIC: CZ65269705

- hereinafter referred to as ""Institution’* -

- dale jen ,,poskytovatel zdravotnich sluzeb* nebo
»poskytovatel* -

- hereinafter referred to as also individually ""Party"" or
jointly ""Parties" -

- dale v tomto dokumentu jednotlivé jako ,,smluvni
strana” a spole¢né jako ,,smluvni strany” -

1. Preamble

1. Preambule

meanings set forth in the Agreement. The
following terms have the meanings set out below
for this Addendum:

1.1. Sponsor and Institution have entered into one or | 1.1. Zadavatel a poskytovatel uzavieli jednu nebo vice
more written agreements involving the Processing pisemnych smluv zahrnujicich zpracovani urcitych
of certain Personal Data (as amended from time to osobnich udaju (v aktualnim znéni, spole¢né dale
time, and collectively, the “Agreement”) in jen ,smlouva®) v souvislosti s nasledujicim
connection with the following clinical trial: klinickym  hodnocenim: ,,Studie hodnotici
“A Study to Evaluate Imetelstat in Transfusion- imetelstat (GRN163L) u pacientd
Dependent Subjects with IPSS Low or s myelodysplastickym  syndromem  (MDS)
Intermediate-1 Risk Myelodysplastic Syndrome V nizce nebo stfedné-1 rizikové skupiné dle
(MDS) that is Relapsed/Refractory to IPSS, zavislych na transfuzi, po relapsu nebo
Erythropoiesis-Stimulating Agent  (ESA) refrakternich na 1écbu latkou stimulujici
Treatment” under Protocol No. erytropoézu (ESA)” podle protokolu ¢.
63935937MDS3001 (the “Study™). 63935937MDS3001 (déle jen ,,studie").

1.2. This Data Processing Addendum (“Addendum”) | 1.2. Tento dodatek o zpracovani osobnich tdaja (dale
between the Parties forms part of the Agreement jen ,,dodatek*) uzavieny mezi smluvnimi stranami
and consists of (a) the main body of the Addendum; je soucasti smlouvy a sestava z (a) hlavni Casti
(b) Attachment 1 (Security Measures and (c) dodatku; (b) ptilohy 1 (bezpecnostni opatieni) a (c)
Attachment 2 (Standard Contractual Clauses). prilohy 2 (standardni smluvni dolozky).

2. Definitions 2. Definice

2.1. Terms not defined in this Addendum shall have the | 2.1. Pojmy, které nejsou v tomto dodatku definovany,

maji vyznam, ktery je uvedeny ve smlouve.
Nasledujici pojmy maji nize uvedeny vyznam,
ktery plati pro tento dodatek:

2.1.1. “Applicable Data Protection Laws”
means all foreign, national, state and local

laws and regulations as well as

2.1.1. ,Platné zakony na ochranu osobnich
udaji“ znamenaji vSechny cizi, narodni,

statni a mistni zakony a pfedpisy, stejné
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government-issued  rules, guidelines,
directives and requirements pertaining to
the Processing of Personal Data under the
Agreement currently in effect and as they
become effective that may exist in any
relevant jurisdiction, including, without
limitation, security breach notification
laws, Personal Data security laws, and
Personal Data disposal laws. For the
avoidance of doubt, Applicable Data
Protection Laws include, but are not
limited to, the General Data Protection
Regulation 2016/679 (“GDPR”) and any

jako vladou vydana pravidla, pokyny,
smérnice a pozadavky tykajici se
zpracovani osobnich tdaji podle smlouvy,
ktera je v soucasné dobé platna, a poté, co
nabydou uCinnosti, mohou existovat
v jakékoli relevantni jurisdikci, a to véetné
mimo jiné zékonll 0 oznamovani poruseni
zabezpeCeni osobnich udajl, zakonl
0 zabezpeceni osobnich udaji a zakoni
0 likvidaci osobnich udaju. Aby se
ptedeslo pochybnostem, platné zakony na
ochranu osobnich tdaji zahrnuji mimo jiné
obecné nafizeni o ochran¢ osobnich udajt

operation or set of operations which is
performed by or on behalf of Institution
upon Personal Data as part of the conduct

national laws, rules and legislations 2016/679 (,,GDPR*) a jakékoli vnitrostatni
implementing the GDPR. zakony, pravidla a pravni piedpisy
provadgjici GDPR.

2.1.2. “Controller” means the natural or legal 2.1.2. ,Spravce” znamena fyzickou nebo
person which, alone or jointly with others, pravnickou osobu, kterd sama nebo
determines the purposes and means of the spole¢né s jinymi subjekty urCuje ucely
Processing of Personal Data. a prostiedky zpracovani osobnich udaju.

2.1.3. “Data Subject” means the individual to 2.1.3. ,Subjekt udaju“ znamend fyzickou
whom Personal Data relates. osobu, k niZ se osobni idaje vztahuji.

2.1.4. “Joint Controllers” means any situation 2.1.4. ,Spoleénymi spravci® se rozumi jakakoli
where both Parties jointly determine the situace, kdy ob& smluvni strany spole¢né
purposes and means of Processing. urcuji ucely a prostredky zpracovani.

2.1.5. “Personal Data” means (a) all information 2.1.5. ,,0Osobni Udaje” znamenaji (a) veskeré
relating to an identified or identifiable informace tykajici se identifikované nebo
natural person (“Data Subject”); an identifikovatelné fyzické osoby (,,subjekt
identifiable natural person is one who can udaju“);  identifikovatelnou  fyzickou
be identified, directly or indirectly, in osobou je osoba, kterou lze piimo ¢&i
particular by reference to an identification neptimo identifikovat, zejména odkazem
number; and (b) any other information that na identifika¢ni ¢islo; a (b) jakékoli dalsi
constitutes “personal information”, informace, které tvofi ,,osobni informace*,
“personal  data”, “protected health ,»osobni udaje”, ,chranéné zdravotni
information” or similar term as defined informace® nebo podobny pojem, jak je
under Applicable Data Protection Laws. definovan v platnych zakonech na ochranu
For the avoidance of doubt, Personal Data osobnich  udaji. Aby se piedeslo
includes key coded health data. pochybnostem, osobni (daje zahrnuji

klicové kodované zdravotni udaje.

2.1.6. “Personal Data Breach” means a breach 2.1.6. ,PoruSeni zabezpeceni osobnich udaju‘
of security leading to the accidental, znamena poruSeni zabezpe€eni 0sobnich
unlawful or unauthorized destruction, loss, udaji vedouci k ndhodnému, nezakonnému
alteration, encryption, disclosure of, or nebo neopravnénému zniCeni, ztraté,
access to, Personal Data transmitted, stored zméné, zaSifrovani, zvefejnéni nebo
or otherwise Processed. zpiistupnéni pienasenych, uchovavanych

nebo jinak zpracovavanych osobnich
udaj.

2.1.7. “Process” or “Processing” means any 2.1.7. ,Zpracovani“ nebo ,Zpracovavani¢

znamend jakoukoli operaci nebo soubor
operaci, které jsou provadény
zdravotnickym  zafizenim nebo jeho
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of the Study, whether or not by automatic jménem s osobnimi Udaji v ramci
means, such as collection, recording, provadéni studie, at’ uz automatickymi
organization, storage, adaptation or prostiedky, jako je shromazd’ovéani,
alteration, retrieval, consultation, use, zaznamenavani, organizace, uloZeni,
disclosure by transmission, dissemination pfizptisobeni nebo pozménéni, vyhledani,
or otherwise making available, alignment konzultace, pouziti, zptistupnéni
or combination, blocking, erasure or prenosem, Sifenim  nebo  jinym
destruction. zpiistupnénim, uspofadanim nebo
kombinaci, blokovanim, vymazanim nebo
znicenim.

2.1.8. “Processor” means the entity that 2.1.8. ,Zpracovatel“ znamena subjekt, ktery
Processes Personal Data on behalf of the jménem spravce zpracovava osobni Udaje.
Controller.

2.1.9. “Security Measures” means technical and 2.1.9. ,Bezpefnostni opatieni“ znamenaji
organizational measures to ensure the technicka a organiza¢ni opatieni k zajisténi
privacy, integrity and availability of soukromi, integrity a dostupnosti systému
Institution’s systems used for Processing poskytovatele, které jsou pouzivany ke
Personal Data and protect Personal Data zpracovani osobnich udaju a k ochrané
against the accidental, unauthorized or osobnich wdaji pted jejich nahodnym,
unlawful destruction, loss, alteration, neopravnénym nebo nezakonnym
encryption, disclosure of or access to zni¢enim ¢&i pred jejich ztratou, zménou,
Personal Data. Sifrovanim, zvefejnénim nebo

zptistupnénim.

2.1.10. “Subprocessor” means a third party 2.1.10. ,,Dil¢i zpracovatel” znamena tieti stranu,
engaged by Institution as subcontractor to kterou najal  poskytovatel jakozto
conduct the Study or any part of it. subdodavatele k provadéni studie nebo

jakékoli jeji Casti.

2.1.11. “Supervisory Authority” means any 2.1.11. ,Dozorovy tfad“ znamena jakykoli organ
regulatory, governmental, or independent statniho dozoru, vladni nebo nezavisly
public authority with jurisdiction over all orgdn vefejné moci S jurisdikci nad
or any part of (a) enforcement of celkovym nebo casteCnym (@)
Applicable Data Protection Laws; or (b) prosazovanim platnych zakond na ochranu
the conduct of the Study. osobnich udaji, nebo (b) provadénim

studie.

2.1.12. “Transfer  Solution” means any 2.1.12. , ReSeni predavani udaji“ znamena

mechanism available under Applicable
Data Protection Laws for the lawful
transfer of Personal Data to a third country.
For the avoidance of doubt, this includes
the standard contractual clauses for the
transfer of Personal Data to a recipient
established outside of the European
Economic Area, as described in Article 46
of the GDPR or another solution, basis or
derogation that facilitates the lawful
transfer of Personal Data in accordance
with chapter V of the GDPR.

jakykoli mechanismus dostupny podle
platnych zadkond na ochranu osobnich
udaji pro zakonné piedavani osobnich
udaji do tfeti zemé. Aby se piedeslo
pochybnostem, toto zahrnuje i standardni
smluvni dolozky pro pfedavani osobnich
udaji prijemci usazenému mimo Evropsky
hospodatsky prostor, jak je popsano
v ¢lanku 46 GDPR, nebo jiné feseni, jiny
princip nebo zruseni pravniho predpisu, jez
usnadiiuje zakonné piedavani osobnich
udaji v souladu s kapitolou V. GDPR.

3.

Relationship with the Agreement

3.

Vztah ke smlouvé
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3.1. [Institution’s obligations under this Addendum are | 3.1. Povinnosti poskytovatele podle tohoto dodatku
in addition to and not in lieu of its obligations under dopliuji, avSak nenahrazuji jeho povinnosti podle
the Agreement’s other provisions. ostatnich ustanoveni smlouvy.

4.  Roles of the Parties 4, Ulohy smluvnich stran

4.1. For the purpose of the Agreement, the Parties | 4.1. Pro ucely smlouvy strany berou na védomi a

acknowledge and agree that:

souhlasi s tim, Ze:

4.1.1. Sponsor is subject to the rights and 4.1.1. V souvislosti se zpracovanim vSech
obligations as Controller set forth under osobnich udaji provadénym v souladu se
Applicable Data Protection Laws in smlouvou ma zadavatel jakoZzto spravce
relation to the Processing of all Personal osobnich udajt prava a povinnosti, jez jsou
Data performed in accordance with the stanoveny platnymi z&kony na ochranu
Agreement. osobnich tidaja.

4.1.2. Institution is subject to the rights and 4.1.2. V souvislosti se zpracovanim osobnich
obligations as ‘“Processor” set forth under udaji provadénym v souladu se smlouvou
Applicable Data Protection Laws in ma poskytovatel jakoZto zpracovatel
relation to the Processing of Personal Data osobnich udaju prava a povinnosti, jez jsou
performed in accordance with the stanoveny platnymi zékony na ochranu
Agreement. When Processing Personal osobnich tdaju. Pfi zpracovavani osobnich
Data as a Processor, Institution shall udaji = bude  poskytovatel  jakozto
Process Personal Data only at the direction zpracovatel zpracovavat osobni Udaje
of and for the benefit of Sponsor unless pouze na pokyn a v zajmu zadavatele,
required by applicable laws, in which case, ledaze by to bylo vyzadovano platnymi
Institution shall notify Sponsor unless zakony;, v takovém piipadé pak bude
applicable laws prohibit such notice on poskytovatel 0 takové skute¢nosti
grounds of public interest. zadavatele informovat, pokud platné

zakony takové upozornéni zadavatele
z ditvodil verejného zajmu nezakazuji.
4.1.3. Institution is also subject to the rights and 4.1.3. V souvislosti se zpracovanim osobnich

obligations as a separate Controller set
forth under Applicable Data Protection
Laws in relation to the Processing of
Personal Data of its patients for purposes
other than conducting the Study. In
particular, Institution remains Controller of
the Personal Data contained in its patients’
medical records for the purposes other than
conducting the Study. Sponsor and
Institution do not operate as Joint
Controllers. As an independent Controller
of the Personal Data contained in its
patients’ medical records, Institution
agrees to Process Personal Data only for
the purposes permitted by Applicable Data
Protection Laws. Institution agrees that
Sponsor shall not have any obligations or
liability with respect to Institution’s
Processing of Personal Data as a
Controller, or any Processing of Personal
Data by Institution not agreed to under or
permitted by the Agreement.

udaji svych pacientli pro jiné ucely, nez je
provadéni studie, ma poskytovatel préva
a povinnosti jakoZto samostatny spravce
osobnich udaji, jez jsou stanoveny
platnymi zdkony na ochranu osobnich
udaji. Poskytovatel =zistava zejména
spravcem osobnich udaji obsaZenych ve
zdravotnich zaznamech jeho pacientt pro
jiné ucely, nez je provadeéni studie.
Zadavatel a poskytovatel nepusobi jako
spole¢ni spravci. Jakozto nezavisly spravce
osobnich Udaji obsazenych v lékaiskych
zaznamech jeho pacientd poskytovatel
souhlasi se zpracovanim osobnich udaju
pouze pro ucely povolené platnymi zakony
na ochranu osobnich udajia. Poskytovatel
souhlasi s tim, Ze zadavatel nebude mit
zadné povinnosti ani Zadnou odpovédnost
ohledn¢ zpracovani osobnich Udaji
poskytovatelem jakozto spravcem ani
ohledné jakeéhokoli zpracovani osobnich
udaju  poskytovatelem,  které  neni
odsouhlaseno nebo povoleno smlouvou.
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5.  Obligations of the Parties 5.  Povinnosti smluvnich stran

5.1. In connection with its Processing performed in | 5.1. V souvislosti se svym zpracovanim osobnich tdajt
connection with the Agreement, each Party shall provadénym v souvislosti se smlouvou bude kazda
reasonably cooperate with the other Party to enable smluvni strana pfiméfené spolupracovat s druhou
such Party to fulfill its obligations, as applicable, smluvni stranou, aby takové smluvni strané
under Applicable Data Protection Laws. pfipadné umoznila splnit jeji povinnosti podle

platnych zakonil na ochranu osobnich udaji.

5.2. Institution, as a Processor, shall: 5.2. Poskytovatel jakoZto zpracovatel:

5.2.1. at all times comply with Applicable Data 5.2.1. bude vzdy dodrzovat platné z&kony na
Protection Laws; ochranu osobnich udaji;

5.2.2. not Process the Personal Data other than on 5.2.2. nebude zpracovavat osobni daje jinak nez
Sponsor’s  documented  instructions podle zdokumentovanych pokynti
(whether in this Agreement or otherwise) zadavatele (at uz uvedenych v této
unless Processing is required by smlouvé nebo jinak), ledaze by takové
Applicable Data Protection Laws to which zpracovani bylo vyzadovano platnymi
Institution is subject, in which case zakony na ochranu osobnich tdaji, kterym
Institution shall, to the extent permitted by poskytovatel podléhd, a v takovém piipadé
Applicable Data Protection Laws, inform bude poskytovatel v rozsahu povoleném
Sponsor of that legal requirement before platnymi zdkony na ochranu osobnich
Processing of the Personal Data. The udaji zadavatele o takovém zakonném
instructions may be specific instructions or pozadavku  informovat  jeS$té¢  pred
instructions of a general nature as set out in zpracovanim osobnich daja. Pokyny
this Addendum or as otherwise notified by mohou znamenat konkrétni pokyny nebo
Sponsor in writing to Institution from time pokyny obecné povahy, jak jsou uvedeny
to time and as permitted pursuant to the v tomto dodatku nebo jak je zadavatel ¢as
Agreement; od cCasu poskytovateli pisemné oznami

a jak povoluje smlouva;

5.2.3. treat Personal Data as confidential 5.2.3. bude zachdzet s osobnimi (daji jako
information subject to the Agreement’s s divérnymi informacemi v souladu
confidentiality terms; s podminkami davérnosti informaci podle

smlouvy;

5.2.4. grant access to Personal Data only to 5.2.4. bude udé¢lovat pfistup k 0sobnim tdajim
employees, agents, representatives, and pouze zamé&stnancim,
Subcontractors who need such access for zprosttedkovateltim, zastupciim
the scope of the performance of the Study; a subdodavatelim, ktefi takovy pfistup

potiebuji v ramci provadéni studie;

5.2.5. ensure that persons authorized to Process 5.2.5. zajisti, aby se osoby opravnéné
the Personal Data have committed zpracovavat osobni  Udaje  zavazaly
themselves to confidentiality or are under k ml¢enlivosti nebo aby se na né
an appropriate statutory obligation of vztahovala zékonna povinnost zachovavat
confidentiality that survive termination of mlcenlivost, kterd pietrva i po ukonceni
the personnel engagement, and are fully pracovniho poméru, a aby byly plné
qualified and trained regarding handling of kvalifikovany a proSkoleny ohledné
Personal Data; nakladani s osobnimi Udaji;

5.2.6. upon request, provide Sponsor with 52.6. na pozadani  poskytne  zadavateli

sufficient information to enable Sponsor to

ensure Institution’s compliance with this
Addendum;

dostatecné informace, které mu umozZni
zajistit dodrZovani tohoto dodatku ze
strany poskytovatele;
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5.2.7. assist the Sponsor in collecting all 5.2.7. bude zadavateli pomahat pri
necessary and appropriate consents from shromazd’ovani vSech nezbytnych
Data Subjects and in providing notices to a nalezitych souhlasti od subjektd tdaji
Data subjects to enable the lawful | pfi zasilani oznamovani subjektim udaju,
Processing of Personal Data and lawful aby bylo umoznéno zakonné zpracovani
transfer of Personal Data for the duration osobnich Udaji a zakonné piedavani
and purposes of the Agreement; osobnich udaji po dobu trvani smlouvy

a pro ucely smlouvy;

5.2.8. inform promptly Sponsor of any request 5.2.8. bude zadavatele neprodlené¢ informovat
from a Data Subject to exercise Data 0 jakémkoli pozadavku subjektu daji na
Subject rights under Applicable Data vykon prav subjektu udaji podle platnych
Protection Laws, and respond promptly to zakont na ochranu osobnich tdaji a podle
such requests as instructed by the Sponsor; pokynii zadavatele bude na takové

pozadavky okamzité reagovat;

5.2.9. immediately notify Sponsor when a Data 5.2.9. bude zadavatele okamzit¢ informovat,
Subject withdraws consent, if applicable, kdyz subjekt udaji piipadné odvola svij
for Processing of Personal Data under the souhlas se zpracovanim osobnich udaju
Agreement; podle smlouvy;

5.2.10. assist Sponsor in ensuring compliance with 5.2.10. bude zadavateli pomahat pii plnéni jeho
its obligations under Applicable Data povinnosti podle platnych zakoni na
Protection Laws regarding responding to ochranu osobnich udaji, pokud jde
requests of Data Subjects to exercise their Oreakce na zadosti subjektd udaju
rights under Applicable Data Protection o uplatnéni jejich prav podle platnych
Laws; zakont na ochranu osobnich tdaji;

5.2.11. notify Sponsor promptly and without 5.2.11. neprodlené a bez zbyte¢ného odkladu, ale

undue delay, and in any event within
48 hours, upon becoming aware of
a Personal Data Breach or circumstances
that are likely to give rise to a Personal
Data Breach and provide Sponsor with
sufficient information and in a timescale
that allows Sponsor to meet any obligations
to notify a Personal Data Breach under
Applicable Data Protection Laws. To the
extent information is known, such
notification shall at a minimum:

v kazdém piipadé do 48 hodin zadavatele
upozorni, jakmile se dozvi o poruseni
zabezpeceni  osobnich udaji  nebo
0 okolnostech,  které  pravdépodobné
povedou k poruseni zabezpeceni osobnich
udaji, a poskytne zadavateli dostate¢né
informace, a to v ¢asovém horizontu, ktery
zadavateli umozni splnit jakékoli jeho
povinnosti oznamit poruseni zabezpeceni
osobnich daji podle platnych zakond na
ochranu osobnich udaji. V rozsahu,
v jakém jsou informace zndmy, takové
ozndmeni musi minimaln¢:

5.2.11.1. describe the nature of the
Personal Data Breach, the
categories and numbers of Data

Subjects concerned, and the
categories and numbers of
Personal Data records
concerned;

5.2.11.1. popsat povahu poruseni
zabezpeceni osobnich udajl,
kategorie a pocet dotenych
subjektd Gdaji a kategorie a
pocet  dotéenych  zaznamu
osobnich udaji;

5.2.11.2. communicate the name and

contact details of the data
protection officer or other
relevant contact from whom
Sponsor may obtain  more
information;

5.2.11.2. sdélit jméno a kontaktni udaje
povéfence pro ochranu osobnich
udaji  nebo jiny relevantni
kontakt, od kterého muze
zadavatel ziskat dalsi informace;
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5.2.11.3. describe the likely consequences
of the Personal Data Breach; and

5.2.11.3. popsat pravdépodobné disledky
poruSeni zabezpeCeni 0sobnich
udajii; a

5.2.11.4. describe the measures taken or
proposed to be taken to address
the Personal Data Breach.

5.2.11.4. popsat piijatd nebo navrhovana
opatfeni k feSeni poruseni
zabezpeceni osobnich udaji.

5.2.12. in the event of a Personal Data Breach, 5.2.12. v ptipadé poruSeni zabezpeceni osobnich
cooperate with Sponsor and take such udaja bude spolupracovat se zadavatelem
reasonable commercial steps as are a podnikat takové ptiméfené obchodni
directed by Sponsor to assist in the kroky, které mu zadavatel nafidi, aby
investigation, mitigation and remediation pomohl pti vySetfovani, zmiriovani a pfi
of a Personal Data Breach; napravé poruseni zabezpeCeni osobnich

udaji;

5.2.13. in the event of a Personal Data Breach, not 5.2.13. v ptipadé poruSeni zabezpeéeni osobnich
inform any third party, except as may be udaji nebude informovat Zzadnou tieti
strictly required by applicable law, without stranu, s vyjimkou pfipadt, kdy to mize
first obtaining Sponsor’s prior written byt striktné vyzadovano platnymi zakony,
consent; aniZ by ktomu pfedem ziskal pisemny

souhlas zadavatele;

5.2.14. maintain reasonably detailed records of (a) 5.2.14. si povede ptiméfené podrobné zaznamy o
its Processing activities; (b) its compliance (a) svych zpracovatelskych ¢innostech; (b)
with this Addendum; and (c) Personal Data o svém dodrzovani podminek tohoto
Breaches. dodatku a o (c) pripadech poruseni

zabezpeceni osobnich udaji.

5.2.15. provide reasonable assistance to Sponsor 5.2.15. bude zadavateli poskytovat piiméfenou
with any data protection impact pomoc s hodnocenim jakéhokoli dopadu na
assessments and with any prior ochranu osobnich udaji a s jakymikoli
consultations to any Supervisory Authority ptedchozimi konzultacemi s jakymkoli
which are required under Applicable Data dozorovym uradem, které jsou vyzadovany
Protection Laws taking into account the podle platnych zakond na ochranu
nature of the Processing and information osobnich udaji s ohledem na povahu
available to Institution; zpracovani a informace, které ma

poskytovatel k dispozici;

5.2.16. cooperate as requested by Sponsor to 5.2.16. bude spolupracovat se zadavatelem tak, jak
enable Sponsor to comply with any to bude zadavatel pozadovat, aby mu
assessment, enquiry, notice or umoznil vyhovét jakémukoli posouzeni,
investigation under any Applicable Data dotazu, oznameni nebo vySetfovani podle
Protection Laws in respect of the Personal jakychkoli platnych zakonu na ochranu
Data or the Agreement, and make available osobnich udaji ve vztahu k osobnim
to Sponsor, all information and records udajum nebo ke smlouvé, a zptistupni
requested by Sponsor or a Supervisory zadavateli vSechny informace a zaznamy
Authority with respect to its Processing pozadované zadavatelem nebo dozorovym
under this Agreement; ufadem v souvislosti s jeho zpracovavani

podle této Smlouvy;

5.2.17. upon request from Sponsor, allow for and 5.2.17. na zadost zadavatele mu umozni provést

contribute to audits conducted by Sponsor
or another auditor mandated by Sponsor,
including but not limited to in order to
verify Institution’s compliance with this
Addendum;

audity a bude se podilet na auditech
provadénych zadavatelem nebo jinym
auditorem povéfenym zadavatelem, véetné
mimo jiné za ucelem ovéteni dodrzovani
tohoto dodatku ze strany poskytovatele;

Page 11 of 29

242054 63935937MDS3001 CZE CZ10050 INS PI CSA Amdl-Bilingual 1.0/ FAK-AMD-10426




5.2.18. not authorize any Subprocessor to Process

the Personal Data other than with the prior
written consent of Sponsor, which Sponsor
may refuse in its reasonable discretion.
Institution shall submit the request for
specific authorization at least 30 business
days prior to the engagement of the
proposed Subprocessor and shall provide
Sponsor with full details of the Processing
to be undertaken by the proposed
Subprocessor. If Sponsor does not object to
the engagement of the Subprocessor within
14 business days of receiving notice from
Institution, Institution shall be authorized
to engage the proposed Subprocessor. For
of each authorized  Subprocessor,
Institution shall:

5.2.18. nebude opraviiovat zadného dil¢iho

zpracovatele ke zpracovani osobnich tidaji
jinak nez s pfedchozim pisemnym
souhlasem zadavatele, jehoz udéleni mize
zadavatel podle svého piiméreného
uvazeni odmitnout. Poskytovatel predlozi
zadost o Kkonkrétni povoleni nejméné
30 pracovnich dni pfedtim, nez si
navrhovaného dil¢iho zpracovatele najme,
a poskytne zadavateli veskeré podrobnosti
0 zpracovani, které méa navrhovany dilci
zpracovatel provést. Pokud zadavatel
nevznese namitky proti takovému zapojeni
dil¢iho zpracovatele do 14 pracovnich dnt
od obdrzeni ptislusného oznameni od
poskytovatele, bude poskytovatel
opravnén  si  navrhovaného  dil¢iho
zpracovatele  najmout. U kazdého
opravnéného dil¢iho zpracovatele
poskytovatele:

5.2.18.1. carry out adequate due diligence
on each Subprocessor to ensure
that it is capable of providing the
level of protection for the
Personal Data as is required by
this  Agreement  including
without limitation sufficient
guarantees to implement and
maintain appropriate technical
and organizational measures in
such a manner that Processing
will meet the requirements of
Applicable Data Protection
Laws and provide evidence of
such due diligence to Sponsor
where requested by Sponsor or
a Supervisory Authority;

5.2.18.1. provede hloubkovou kontrolu,
aby se ujistil, Ze je schopen
poskytovat takovou trovei
ochrany osobnich tdaju, jaka je
vyzadovana touto smlouvou,
véetné mimo jiné, dostateCnych
zaruk pro zavedeni a udrzovani
vhodnych  technickych  a
organizacnich opatfeni takovym
zpisobem, aby zpracovani
spliovalo pozadavky platnych
zékonli na ochranu osobnich
udaju, a pokud to zadavatel nebo
dozorovy uiad bude pozadovat,
poskytne o takové hloubkové
kontrole zadavateli dikaz,

5.2.18.2. include terms in the contract
between Institution and the
Subprocessor that require at
least the same level of protection
for the Personal Data as those set
out in this Addendum. Upon
request, Institution shall provide
a copy of its agreements with
Subprocessors  to  Sponsor
(which may be redacted to
remove confidential commercial
information not relevant to the
requirements of this
Addendum);

5.2.18.2. zafleni do smlouvy mezi
poskytovatelem a  dil¢im
zpracovatelem takové
podminky, kter¢  vyZzaduji
alespon stejnou uroven ochrany
osobnich daji jako podminky
uvedené v tomto dodatku.
Poskytovatel poskytne
zadavateli na pozadani Kkopii
svych  smluv s dil¢imi
zpracovateli (které vsak mohou
byt redigovany za ucelem
odstranéni divérnych
obchodnich informaci, které
nejsou pro pozadavky tohoto
dodatku relevantni);
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5.2.18.3. where required under 5.2.18.3. tam, kde to vyZaduji platné
Applicable Data Protection zdkony na ochranu osobnich
Laws, incorporate a Transfer udaju, zacleni feSeni predavani
Solution into the agreement udaji do smlouvy  mezi
between Institution and the poskytovatelem a  dil¢im
Subprocessor; and zpracovatelem; a

5.2.18.4. remain fully liable to Sponsor 5.2.18.4. bude pIn¢ odpovédny vuci
for any failure by a zadavateli za jakékoli nesplnéni
Subprocessor to  fulfil its povinnosti dil¢iho zpracovatele
obligations in relation to the v souvislosti se zpracovanim
Processing of any Personal Data. jakychkoli osobnich udaju.

6.  Security 6.  Zabezpeceni

6.1. Taking into account the state of the art, the costs of | 6.1. S pfihlédnutim k soufasnému stavu vyvoje,
implementation and the nature, scope, context and nakladim na implementaci a k povaze, rozsahu,
purposes of Processing as well as the risk of varying kontextu a ucelim zpracovani, jakoz i k riziku
likelihood and severity for the rights and freedoms rizné pravdépodobnosti a zavaznosti pro prava
of Data Subjects, Institution shall implement and a svobody subjektu udaju, poskytovatel zavede a
maintain appropriate technical and organizational bude udrzovat vhodna technickd a organizaéni
measures to (i) ensure the security, integrity, opatfeni k (i) zajisténi bezpe€nosti, integrity,
availability and confidentiality of Personal Data; dostupnosti a divérnosti osobnich udaji; k (ii)
(i) protect against any anticipated threats or ochran¢ pied predpokladanymi hrozbami nebo
hazards to the security, integrity, availability and riziky pro bezpe¢nost, integritu, dostupnost
confidentiality of Personal Data; and (iii) protect a davérnost osobnich udaju; a k (iii) ochran¢ pied
against any Personal Data Breach, including, jakymkoli porusenim zabezpeceni osobnich tdaju,
without limitation, the Security Measures as véetné mimo jiné bezpeénostnich opatieni, jak jsou
specified in the applicable attachment hereto, and uvedena v prislusné priloze tohoto dokumentu,
appropriate encryption. a vhodného Sifrovani.

7. Data Transfers 7.  Predavani osobnich udaji

7.1. The Parties agree that Attachment 2 shall be | 7.1. Smluvni strany souhlasi, Ze pfiloha 2 bude
deemed incorporated by reference into and form povazovana za zalenénou do tohoto dodatku
part of this Addendum. The Parties agree that the formou odkazu a Ze tvofi jeho souéast. Smluvni
body of this Addendum supplements the provisions strany dale souhlasi, ze text tohoto dodatku
of Attachment 2 and that the provisions of dopliiuje ustanoveni pfilohy 2 a ze v prtipadé
Attachment 2 shall prevail in case of contradiction. rozporu maji ptednost ustanoveni piilohy 2.

7.2. The Parties acknowledge and agree that Sponsor is | 7.2.  Smluvni strany berou na védomi a souhlasi s tim,
acting as the data importer and Institution is acting ze podle tohoto dodatku a pro ucely pfilohy 2
as the data exporter under this Addendum and for zadavatel vystupuje jako dovozce udaju
the purposes of Attachment 2. a poskytovatel jako vyvozce udaju.

8.  Access to Personal Data by public authorities 8.  Pristup organu verejné moci k osobnim uidajim

8.1. Each Party shall notify the other Party promptly in | 8.1. Kazda smluvni strana neprodlené pisemné oznami

writing of any subpoena or other judicial or
administrative order by a public authority or
proceeding seeking access to or disclosure of
Personal Data. Such notification shall, to the extent
permitted by applicable laws, include details
regarding the Data Subject concerned, Personal
Data requested, the requesting authority, the legal
basis for the request, and any responses provided.

druhé smluvni stran¢ jakékoli predvolani nebo jiny
soudni nebo spravni piikaz ze strany organu
vefejné moci nebo jakoukoli Zadost o piistup
k osobnim tidajim nebo o jejich zvetfejnéni. Takové
oznameni bude v rozsahu povoleném platnymi
zdkony obsahovat podrobnosti tykajici se
dotéeného subjektu udaji, pozadovanych osobnich
udajt, zadajiciho organu, pravniho zékladu zadosti
a veskerych poskytnutych odpovédi.
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8.2.

Where Institution receives such request, Sponsor
shall have the right to defend such legal challenge
in lieu of and/or on behalf of Institution to the
extent permitted by applicable laws. Sponsor may,
if it so chooses, seek a protective order. Institution
shall reasonably cooperate with Sponsor in such
defense.

8.2.

Pokud poskytovatel takovou Zadost obdrzi, bude
mit zadavatel pravo branit se vznesenim némitky
namisto poskytovatele a/nebo jeho jménem
v rozsahu povoleném platnymi zakony. Pokud se
zadavatel tak rozhodne, mtze pozadat o vydani
ochranného piikazu. Poskytovatel bude pti takové
obran¢ se zadavatelem piimétené spolupracovat.

8.3.

To the extent permitted by applicable laws, each
Party shall not disclose the Personal Data requested
until all reasonable challenges have been exhausted
and shall provide the minimum of information
permissible when responding to an order to disclose
the Personal Data.

8.3.

V rozsahu povoleném platnymi zédkony zadna
smluvni strana nezptistupni pozadované osobni
udaje, dokud nebudou vycCerpany vSechny
pfiméfené namitky, a kdyZ bude reagovat na ptikaz
ke zpfistupnéni osobnich idajt, tak poskytne pouze
minimalni pfipustné mnozstvi informaci.

8.4.

Where the notifying Party is prohibited from
satisfying clause 8.1 under applicable laws, the
notifying Party shall 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. Institution agrees to document its
best efforts in order to be able to demonstrate them
on request of Sponsor.

8.4.

Pokud méa oznamujici smluvni strana podle
platnych zakonti zakazano splnit ustanoveni 8.1,
vynalozi veskeré své Usili, aby dosahla zieknuti se
takového zakazu s ohledem na sdéleni co nejvice
informaci co nejdtive. Poskytovatel souhlasi, Ze
toto své veskeré Usili zdokumentuje, aby je mohl
zadavateli na jeho zadost predlozit.

8.5.

Where a Party becomes aware of any direct access
by public authorities to Personal Data (including
the reasonable suspicion thereof), this Party shall
promptly notify the other Party with all information
available, unless otherwise prohibited by applicable
laws.

8.5.

Pokud se smluvni strana dozvi o jakémkoli pfimém
pfistupu organti vetejné moci k 0sobnim udajim
(v€etné divodného podezieni na takovy pfistup),
potom tato smluvni strana neprodlené¢ druhé
smluvni strané poskytne veskeré dostupné
informace, pokud to platné zdkony jinym
zptsobem nezakazuji.

Compliance with Applicable Data Protection
Laws and this Addendum

Dodrzovani platnych zakond na ochranu
osobnich udajii a tohoto dodatku

9.1.

Institution shall immediately inform Sponsor if
Institution is unable to comply with Applicable
Data Protection Laws, this Addendum and/or
Attachment 2, for whatever reason. In such a case,
Sponsor shall have the right to immediately
suspend the Processing or terminate the Agreement
without cause.

9.1.

Poskytovatel bude  zadavatele  okamzité
informovat, pokud z jakéhokoli divodu nebude
schopen dodrzet platné zakony na ochranu
osobnich udaju, tento dodatek a/nebo pfilohu 2.
V takovém ptipadé¢ ma zadavatel pravo okamzité
pozastavit zpracovani nebo vypoveédét smlouvu bez
udani divodu.

10.

Indemnification

10.

Odskodnéni

10.1.

Institution shall indemnify, defend, and hold
Sponsor harmless from and against any and all
liabilities, claims, losses, suits, judgments, and
reasonable legal fees arising from any breach,
negligent act, willful misconduct, error or omission
of relevant data protection obligations under
Applicable Data Protection Laws, this Addendum
and Attachment 2 by the offending Party, its
employees, representatives or agents.

10.1.

Poskytovatel zadavatele odskodni a bude ho branit
a chranit pred veSkerymi zavazky, naroky, ztratami,
zalobami, rozsudky a pfiméfenymi pravnimi
poplatky vyplyvajicimi z jakéhokoli poruseni,
nedbalého jednani, umysiného pochybeni, chyby
nebo opomenuti piislusnych povinnosti v oblasti
ochrany tdaji podle platnych zakont na ochranu
osobnich tdajt, tohoto dodatku a prilohy 2 ze
strany  porusujici smluvni  strany, jejich
zaméstnancil, zastupct nebo zprostredkovateli.
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11. Termination

11. Ukonceni platnosti

expiration or other termination of the Agreement
and remain in force as long as Institution Processes
Personal Data.

11.1. This Addendum will terminate when Institution | 11.1. Platnost tohoto dodatku bude ukoncena, jakmile
ceases to Process Personal Data in application of poskytovatel piestane zpracovavat osobni udaje
the Agreement, or as otherwise agreed by the v souladu se smlouvou nebo pokud se smluvni
Parties. strany dohodnou jinak.

11.2. Upon termination, Institution shall, at Sponsor’s | 11.2. Po ukonleni platnosti poskytovatel podle volby
choice, return or securely delete or destroy all zadavatele bud’ vrati, nebo bezpeéné vymaze nebo
Personal Data in Institution’s possession that arose zni¢i vSechny osobni tdaje, které vlastni a které
from or is connected to the Agreement unless vyplynuly ze smlouvy nebo jsou s ni spojeny,
Institution is required to retain such Personal Data pokud neni poskytovatel podle platnych zakonu
pursuant to applicable law, in which case Institution povinen takové osobni Udaje uchovavat; pokud
shall continue to Process such Personal Data in ano, tak v takovém ptipadé¢ bude poskytovatel
accordance with this Addendum. pokracovat ve zpracovani takovych osobnich udajt

v souladu s timto dodatkem.

12. Miscellaneous 12. Ruzné

12.1. Any conflict between the provisions of Attachment | 12.1. Jakykoli rozpor mezi ustanovenimi pfilohy 2,
2, the other provisions of this Addendum, and the ostatnimi ustanovenimi tohoto dodatku a zbyvajici
rest of the Agreement shall be resolved in the ¢asti smlouvy bude feSen v nasledujicim potadi
following order of precedence, listed sequentially priority, uvedeném postupné od nejvyssi priority
from highest precedence to lowest: (i) Attachment Kk té nejnizsi: (i) priloha 2; (ii) ostatni ustanoveni
2; (i) the other provisions of this Addendum; and tohoto dodatku; a poté (iii) zbyvajici ¢ast smlouvy.
then (iii) the rest of the Agreement.

12.2. The provisions of this Addendum shall survive the | 12.2. Ustanoveni tohoto dodatku ziistanou v platnosti

ipo vyprSeni nebo jiném ukonéeni smlouvy
a zustanou v ucinnosti, dokud bude poskytovatel
osobni Udaje zpracovévat.

IN WITNESS WHEREOF, this Addendum is entered
into and becomes a binding part of the Agreement with
effect from the Agreement effective date.

NA DUKAZ TOHO je tento dodatek uzavien a stava se
zavaznou soucasti smlouvy s ucinnosti ode dne ucinnosti

smlouvy.

Signed by [NAME OF DIRECTOR] for and on behalf
of Sponsor / Podepsal/a [IMENO REDITELE /
REDITELKY] za

a jménem zadavatele

[SIGNATURE OF DIRECTOR / PODPIS REDITELE /
REDITELKY]

Director / feditel/ka

Signed by MUDr. Ivo Rovny, MBA for and on behalf of
Institution / Podepsal MUDr. Ivo Rovny, MBA za
a jménem poskytovatele

[SIGNATURE OF DIRECTOR / PODPIS REDITELE /
REDITELKY]

Director / feditel/ka
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Attachment 1

Priloha 1

Security Measures

Bezpecnostni opati‘eni

Institution will implement and maintain the Security
Measures set out in this Attachment 1. Institution may
update or modify such Security Measures from time to
time provided that such updates and modifications do not
materially decrease the overall security.

Poskytovatel zavede a bude zachovavat bezpe¢nostni
opatieni uvedend v této piiloze 1. Cas od asu mize
poskytovatel tato bezpe€nostni opatfeni aktualizovat
nebo upravit za predpokladu, Ze takové aktualizace a
upravy podstatné nesnizi celkové zabezpeceni.

IT Security Controls in Place

Zavedené bezpecnostni kontroly IT

a. Employ segregation of personal data from other
information in physical form and on electronic
devices

a. Oddélujte osobni udaje od ostatnich informaci ve
Jfyzické podobé i na elektronickych zarizenich.

b. Employ an industry-standard firewall and antivirus
software

b. Pouzivejte standardni firewall a antivirovy software.

c. Putin place restrictions and monitoring of access to
personal data

C. Zavedte restrikce a monitoring pristupu k osobnim
udajum.

d. Use industry standard encryption technologies for
data transmitted over the internet or stored on
computers or smart phones

d. Pouzivejte standardni Sifrovaci technologie pro tidaje
prendasené pres internet nebo uloZené v pocitacich
nebo v chytrych telefonech.

e. Use VPN (virtual private network), use of firewalls,
anti-malware

e. Pouzivejte VPN (virtudlni privatni sit), firewall,
ochranu proti malwaru.

Account and Device Controls

Kontroly uctu a zatizeni

a. Access, store and process Geron Confidential
Information on a device that is private to you (i.e., not
a shared or public device)

a. Pristupujte k duveérnym informacim spolecnosti
Geron a ukladejte a zpracovavejte je na svém
soukromém zarizeni (ij. nikoli na sdileném nebo
verejném zarizeni).

b. Do not store Geron Confidential Information on
filesharing platforms, such as Box, Dropbox, Google
Docs, etc., unless specifically authorized by Geron

b. Neukladejte ditvérné informace spolecnosti Geron na
platformach pro sdileni soubori, jako je Box,
Dropbox, Dokumenty Google atd., pokud to
spolecnost Geron vyslovné nepovoli.

c. Ensure control of physical access to computing
equipment

C. Zajistéte kontrolu fyzického pristupu k vypocetnimu
zarizeni.

d. Use unique ID’s and complex passwords that are

d. Pouzivejte jedinecné ID a slozZita hesla, ktera jsou

not share passwords that would enable a user to
access Geron Confidential Information or Geron-
related email

reviewed/reset per industry standards kontrolovana/resetovana  podle  priimyslovych
standardil.
e. Follow strong password protection practices and do |e. Dodriujte  prisné  postupy pro  zabezpeceni

prostrednictvim hesla a nesdilejte hesla, ktera by
Jjinemu uzivateli umozZnila pristup k divernym
informacim spolecnosti Geron nebo k e-mailium
souvisejicim s touto spolecnosti.

f. Employ business practices that support control and
security of portable devices

f.  Pouzivejte obchodni postupy, které podporuji
kontrolu a zabezpeceni prenosnych zarizeni.

g. Notify Geron immediately if a device (e.g., computer,
USB drive or phone) or application system (e.g.,
email) storing Geron Confidential Information is
suspected to be lost, hacked or compromised

0. Okamzite informujte spolecnost Geron, pokud by
existovalo podezreni, ze doslo ke ztrate, nabourani se
Ci zpronevéie zarizeni (napr. pocitace, USB disku
nebo telefonu) nebo aplikacniho systému (napr.
e-mailu), na kterém jsou uchovivany diivérné
informace spolecnosti Geron.

h. Use industry standard mechanisms for remotely
deleting sensitive data from stolen/compromised
devices, process for alert and notification

h. Pouzivejte standardni mechanismy pro vzddlené
mazani citlivych udajit z odcizenych/zpronevérenych
zarizeni a postupy pro upozornéni a 0znamovani.
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Attachment 2

Priloha 2

Processor to Controller Standard Contractual
Clauses

Standardni smluvni doloZky mezi zpracovatelem
a spravcem

SECTIONII

ODDIL |

Clause 1

Dolozka 1

Purpose and scope

Ucel a rozsah

(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.

(a) Ugelem téchto standardnich smluvnich dolozek je
zajistit soulad s pozadavky nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna 2016
o ochran¢ fyzickych osob v souvislosti se zpracovanim
osobnich idajt a o volném pohybu téchto udajii (obecné
nafizeni o ochran¢ osobnich udajit) za ucelem predavani
osobnich udaji do tfeti zemé.

(b) The Parties:

(b) Smluvni strany:

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

(i) fyzicka nebo pravnicka osoba/osoby, organ/y
vefejné moci, agentura/agentury nebo jiny
subjekt / jiné subjekty (dale jen ,,subjekt/y*)
predavajici osobni Udaje, jak je uvedeno v piiloze
I.A (déle jen ,,vyvozce udaji®), a

(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’)

(ii) subjekt/y ve treti zemi, ktery/é obdrzi osobni
udaje od vyvozce udaju, pfimo nebo nepiimo
prostfednictvim jiného subjektu, ktery je rovnéz
stranou téchto dolozek, jak je uvedeno v piiloze
I.A (dale jen ,,dovozce udaju‘),

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

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

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

(c) Tyto dolozky se vztahuji na ptedavani osobnich udaju,
jak je uvedeno v ptiloze |.B.

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

(d) Dodatek k témto dolozkam obsahujici ptilohy, na
které se v ném odkazuje, tvoii nedilnou soucast téchto
dolozek.

Clause 2

Dolozka 2

Effect and invariability of the Clauses

Utinek a nemé&nnost doloZek

(@) These Clauses set out appropriate safeguards,
including enforceable data subject rights and effective
legal remedies, pursuant to Article 46(1) and Article
46(2)(c) of Regulation (EU) 2016/679 and, with respect
to data transfers from controllers to processors and/or
processors to processors, standard contractual clauses
pursuant to Article 28(7) of Regulation (EU) 2016/679,
provided they are not modified, except to select the
appropriate Module(s) or to add or update information in

(a) Tyto dolozky stanovi nalezitd ochrannad opatieni,
vCetné vymahatelnych prav subjektt udaji a Géinnych
pravnich opravnych prostfedkt podle ¢l. 46 odst. 1 a ¢l.
46 odst. 2 pism. ¢) nafizeni (EU) 2016/679, a s ohledem
na predavani udaji od spravcu ke zpracovatelim a/nebo
od zpracovatelll ke zpracovatelim standardni smluvni
dolozky podle ¢l. 28 odst. 7 natfizeni (EU) 2016/679, za
piedpokladu, ze nebudou ménény, s vyjimkou vybéru
vhodného modulu / vhodnych moduld nebo ptidani nebo
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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.

aktualizace informaci v dodatku. Toto skute¢nost
smluvnim strandm nebrani v tom, aby zahrnuly
standardni smluvni dolozky stanovené v téchto

dolozkéch do §irsi smlouvy a/nebo pfidaly dalsi dolozky
nebo dalsi zaruky za ptedpokladu, Ze tyto nebudou piimo
ani nepfimo v rozporu s témito dolozkami ani nebudou
naru$ovat zakladni prava nebo svobody subjektti udaji.

(b) These Clauses are without prejudice to obligations to
which the data exporter is subject by virtue of Regulation
(EV) 2016/679.

(b) Témito dolozkami nejsou dotéeny povinnosti, kterym
vyvozce udaji podléhd na zakladé nafizeni (EU)
2016/679.

Clause 3

Dolozka 3

Third-party beneficiaries

Opravnéné tieti strany

(a) Data subjects may invoke and enforce these Clauses,
as third-party beneficiaries, against the data exporter
and/or data importer, with the following exceptions:

(a) Subjekty udaju se mohou odvolavat na tyto dolozky
amohou je vymahat jako opravnéné tieti strany vici
vyvozci udaji a/nebo dovozci udaji, s nasledujicimi
vyjimkami:

(i) Clause 1, Clause 2, Clause 3, Clause 6,
Clause 7;

(i) dolozka 1, dolozka 2, dolozka 3, dolozka 6,
dolozka 7;

(ii) Clause 8 — Clause 8.1 (b) and Clause 8.3 (b);

(ii) dolozka 8 — dolozka 8.1 (b) a dolozka 8.3 (b);

(iii) Clause 9;

(iii) dolozka 9;

(iv) Clause 12;

(iv) dolozka 12;

(v) Clause 13;

(v) dolozka 13;

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

(vi) dolozka 15.1 (c), (d) a (e);

(vii) Clause 16 (e);

(vii) dolozka 16 (e);

(viii) Clause 18.

(viii) dolozka 18.

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

(b) Pismenem (a) nejsou dotena prava subjekti tdaji
podle natizeni (EU) 2016/679.

Clause 4

Dolozka 4

Interpretation

Vyklad

(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.

(a) Tam, kde tyto dolozky pouZivaji pojmy, které jsou
definovany v natizeni (EU) 2016/679, maji tyto pojmy
stejny vyznam jako v uvedeném natizeni.

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

(b) Tyto dolozky je tieba Cist a vykladat ve svétle
ustanoveni nafizeni (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.

(c) Tyto dolozky nelze vykladat zptisobem, ktery by byl
V r0Zporu s pravy a povinnostmi stanovenymi v nafizeni
(EV) 2016/679.
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Clause 5

Dolozka 5

Hierarchy

Hierarchie

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.

V piipadé rozporu mezi témito dolozkami a ustanovenimi
souvisejicich smluv uzavienych mezi smluvnimi
stranami, které existovaly v dob¢, kdy byly tyto dolozky
sjednany, nebo které byly uzavieny az po jejich sjednani,
maji prednost tyto dolozky.

Clause 6

Dolozka 6

Description of the transfer(s)

Popis piredavani

The details of the transfer(s), and in particular the
categories of personal data that are transferred and the
purpose(s) for which they are transferred, are specified in
Annex |.B.

Podrobnosti o predavani, a zejména kategorie osobnich
udaja, které jsou predavany, a ucéelly, pro ktery/které jsou
predavany, jsou uvedeny v ptiloze I.B.

Clause 7

Dolozka 7

Docking clause

Dolozka o pristoupeni

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

(a) Subjekt, ktery neni smluvni stranou téchto dolozek,
muze se souhlasem smluvnich stran k témto dolozkam
kdykoli pfistoupit, bud’ jako vyvozce udaji nebo jako
dovozce udaji, a to vyplnénim dodatku a podpisem
prilohy LA,

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

(b) Jakmile vyplni dodatek a podepise piilohu I.A, stava
se pristupujici subjekt smluvni stranou téchto dolozek,
ktery bude mit prava a povinnosti vyvozce nebo dovozce
udajii v souladu s jeho ur¢enim v piiloze |.A.

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

(c) Predtim nez se pristupujici subjekt stal smluvni
stranou téchto dolozek, se na n¢ho zadna prava ani
povinnosti vyplyvajici z téchto dolozek nevztahuji.

SECTION I1 — OBLIGATIONS OF THE PARTIES

ODDIL Il - POVINNOSTI SMLUVNICH STRAN

Clause 8

Dolozka 8

Data protection safeguards

Zaruky ochrany udaji

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.

Vyvozce udaja se zarucuje, ze vynalozil priméfené usili
k tomu, aby mohl zjistit, ze dovozce udaji je vzhledem
k zavedeni vhodnych technickych a organizacnich
opatfeni schopen dostdt svym zavazkiim podle téchto
dolozek.

8.1 Instructions

8.1 Pokyny

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

(a) Vyvozce tdaji bude zpracovavat osobni udaje pouze
na zakladé zdokumentovanych pokynii dovozce udaja,
ktery jednd jako jejich spravce.
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(b) The data exporter shall immediately inform the data
importer if it is unable to follow those instructions,
including if such instructions infringe Regulation (EU)
2016/679 or other Union or Member State data protection
law.

(b) Vyvozce udaji neprodlené informuje dovozce udajt,
pokud neni schopen se témito pokyny fidit, véetné
ptipadt, kdy takové pokyny porusuji nafizeni (EU)
2016/679 nebo jiné pravni predpisy Evropské unie nebo
¢lenského statu na ochranu osobnich tdaji.

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

(c) Dovozce udaju se zdrzi jakéhokoli jednani, které by
vyvozci udaji branilo v plnéni jeho povinnosti podle
nafizeni (EU) 2016/679, a to i v souvislosti s dil¢im
zpracovanim nebo ve véci spoluprace s prislusnymi
dozorovymi tiady.

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

(d) Po skonceni poskytovani sluzeb v souvislosti se
zpracovanim udaji vyvozce tdaju podle volby dovozce
udaji vymaze vSechny osobni U(daje zpracovavané
jménem dovozce udajii a dovozci udaji potvrdi, Ze tak
ucinil, nebo dovozci udaji vrati vSechny osobni tdaje
zpracovavané jeho jménem a vymaze existujici kopie.

8.2 Security of processing

8.2 Zabezpeceni zpracovani adaju

(a) The Parties shall implement appropriate technical and
organisational measures to ensure the security of the data,
including during transmission, and protection against a
breach of security leading to accidental or unlawful
destruction, loss, alteration, unauthorised disclosure or
access (hereinafter ‘personal data breach’). In assessing
the appropriate level of security, they shall take due
account of the state of the art, the costs of
implementation, the nature of the personal data, the
nature, scope, context and purpose(s) of processing and
the risks involved in the processing for the data subjects,
and in particular consider having recourse to encryption
or pseudonymisation, including during transmission,
where the purpose of processing can be fulfilled in that
manner.

(a) Smluvni strany pfijmou naleZita technickd a
organizacni opatieni, aby zajistily bezpecnost udaji, a to
i béhem pfenosu, a rovnéz ochranu pfed poruSenim
zabezpeceni, jez by mohlo vést k nahodnému nebo
nezakonnému zni¢eni, ztraté, zméné, neopravnénému
zvetejnéni nebo pristupu (dale jen ,,poruseni zabezpeceni
osobnich 1daji”). Pfi posuzovani vhodné trovné
zabezpeceni nalezit¢ zohledni soucasny stav techniky,
naklady na implementaci, povahu osobnich udaji,
povahu, rozsah, kontext a u¢el/y zpracovani i rizika pro
subjekty udajii spojena se zpracovanim, a zejména zvazi
pouziti Sifrovani nebo pseudonymizace, a to i béhem
prenosu, pokud Ize ucel zpracovani timto zplsobem
splnit.

(b) The data exporter shall assist the data importer in
ensuring appropriate security of the data in accordance
with paragraph (a). In case of a personal data breach
concerning the personal data processed by the data
exporter under these Clauses, the data exporter shall
notify the data importer without undue delay after
becoming aware of it and assist the data importer in
addressing the breach.

(b) Vyvozce udaji bude dovozci daji pomahat pii
zajistovani vhodného zabezpefeni udaji v souladu
s pismenem (a). V piipadé, Ze dojde k poruSeni
zabezpeceni osobnich Odaji zpracovavanych vyvozcem
udaji podle téchto dolozek, vyvozce tidajii o tom dovozce
udaji informuje bez zbyte¢ného odkladu ihned poté, co
se o takovém poruseni dozvi, a pomiize dovozci udajl pii
feSeni tohoto poruseni.

(c) The data exporter shall ensure that persons authorised
to process the personal data have committed themselves
to confidentiality or are under an appropriate statutory
obligation of confidentiality.

(c) Vyvozce udaju zajisti, aby se osoby opravnéné
zpracovavat osobni Udaje zavazaly k mlcenlivosti nebo
aby podléhaly odpovidajici zakonné povinnosti
mléenlivosti.

8.3 Documentation and compliance

8.3 Dokumentace a plnéni povinnosti

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

() Smluvni strany musi byt schopny prokazat dodrzovani
téchto dolozek.
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(b) The data exporter shall make available to the data
importer all information necessary to demonstrate
compliance with its obligations under these Clauses and
allow for and contribute to audits.

(b) Vyvozce udaju zpiistupni dovozci udaji veskeré
informace nezbytné k prokéazani toho, ze byly splnény
povinnosti stanovené v téchto dolozkach a umozni
provadeéni auditl a bude se na nich podilet.

Clause 9

DoloZka 9

Use of sub-processors

Vyuziti dil¢ich zpracovateli

INTENTIONALLY OMITTED

ZAMERNE VYNECHANO

Clause 10

Dolozka 10

Data subject rights

Prava subjekti udaji

The Parties shall assist each other in responding to
enquiries and requests made by data subjects under the
local law applicable to the data importer or, for data
processing by the data exporter in the EU, under
Regulation (EU) 2016/679.

Smluvni strany si budou vzijemné pomahat pii
odpovidani na dotazy a zadosti podané subjekty udaji
podle mistnich pravnich pfedpisi vztahujicich se na
dovozce udaji nebo piipadné na zpracovani udaji
vyvozcem udaju v EU podle natizeni (EU) 2016/679.

Clause 11

Dolozka 11

Redress

Néprava

(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.

(a) Dovozce udaji bude informovat subjekty tdaju
V transparentnim a snadno piistupném formatu
prostiednictvim individualniho oznameni nebo na svych
internetovych strankach o kontaktnim misté opravnéném
k vytizovani stiznosti. Bezodkladn¢ pak vytidi veskeré
stiznosti, které od subjektu tdaji obdrzi.

Clause 12

Dolozka 12

Liability

Odpovédnost

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

(a) Kazda smluvni strana odpovida druhé smluvni strané
/ ostatnim smluvnim stranam za jakékoli $kody, které
zpusobi druhé smluvni strané / ostatnim smluvnim
stranam jakymkoli porusenim téchto dolozek.

(b) Each Party shall be liable to the data subject, and the
data subject shall be entitled to receive compensation, for
any material or non-material damages that the Party
causes the data subject by breaching the third-party
beneficiary rights under these Clauses. This is without
prejudice to the liability of the data exporter under
Regulation (EU) 2016/679.

(b) Kazda smluvni strana odpovidd subjektu udaju
a subjekt tdaju bude mit narok na nahradu jakékoli
materidlni nebo nematerialni Gjmy, kterou dana smluvni
strana subjektu udajti zpisobi porusenim prav opravnéné
treti strany podle téchto dolozek. Timto neni dotCena
odpovédnost vyvozce udaji podle natizeni (EU)
2016/679.

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

(c) Pokud bude vice nez jedna smluvni strana odpovédna
za jakoukoli Skodu zpusobenou subjektu udaju
v disledku poruseni téchto dolozek, budou vSechny
odpovédné smluvni strany odpovédny spolecné
a nerozdilné a subjekt udaju bude opravnén podat Zalobu
u soudu proti kterékoli z téchto smluvnich stran.
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(d) The Parties agree that if one Party is held liable under
paragraph (c), it shall be entitled to claim back from the
other Party/ies that part of the compensation
corresponding to its/their responsibility for the damage.

(d) Smluvni strany se dohodly, Ze pokud je jedna smluvni
strana c¢inéna odpovédnou podle pismene (C), je
opravnéna pozadovat od druhé smluvni strany / ostatnich
smluvnich stran zpét ¢ast nahrady odpovidajici jeji/jejich
odpovédnosti za Skodu.

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

(e) Dovozce tudaji se nesmi odvolavat na jednani
zpracovatele nebo dil¢iho zpracovatele, aby se vyhnul své
vlastni odpovédnosti.

Clause 13 Dolozka 13

Supervision Dohled

INTENTIONALLY OMITTED ZAMERNE VYNECHANO

SECTION Il - LOCAL LAWS AND |ODDIL IIl — MISTNI PRAVNI PREDPISY A
OBLIGATIONS IN CASE OF ACCESS BY PUBLIC | POVINNOSTI V PRIPADE PRISTUPU ORGANU
AUTHORITIES VEREJNE MOCI

Clause 14 Doloika 14

Local laws and practices affecting compliance with
the Clauses

Mistni pravni predpisy a postupy, které maji dopad
na dodrzovani doloZek

(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.

(@ Smluvni strany zaruCuji, ze nemaji duvod se
domnivat, Ze by pravni piedpisy a postupy ve tieti zemi
urceni, které se vztahuji na zpracovani osobnich udaji
dovozcem udajii, vcetné jakychkoli pozadavkl na
zptistupnéni osobnich idaji nebo opatieni opraviiujicich
organy verejné moci pristupovat k témto dajim, branily
dovozci udaji v plnéni jeho povinnosti podle téchto
dolozek. Tato skutecnost se zaklad4 na presvédceni, ze
pravni predpisy a postupy, které respektuji podstatu
zakladnich prav a svobod a neptekracuji ramec toho, co
je v demokratické spoleCnosti nezbytné a primefené
K zajisténi jednoho z cilt uvedenych v ¢l. 23 odst. 1
natizeni (EU) 2016/679, nejsou v rozporu s témito
dolozkami.

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

(b) Strany prohlasuji, Ze pii poskytovani zaruky uvedené
v pismenu (a) vzaly nalezité v uvahu zejména nasledujici:

(i) the specific circumstances of the transfer,
including the length of the processing chain, the
number of actors involved and the transmission
channels used; intended onward transfers; the
type of recipient; the purpose of processing; the
categories and format of the transferred personal
data; the economic sector in which the transfer
occurs; the storage location of the data
transferred,;

(i) konkrétni okolnosti piedavani, véetné délky
zpracovatelského fetézce, poctu zucastnénych
subjekti a pouzitych pfenosovych kanall,
zamySlené dalsi ptedavani, typ piijemce, ucel
zpracovani, kategorie a format piedavanych
osobnich udajt, hospodaiské odvétvi, ve kterém
k predavani dochazi, a misto uloZeni ptfedanych
osobnich udaji;

(ii) the laws and practices of the third country of
destination— including those requiring the
disclosure of data to public authorities or

(i) pravni ptredpisy a postupy tieti zem¢ urceni
vcetné téch, které vyzaduji zpiistupnéni udaju
organtim vefejné moci nebo takovym organtim
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authorising access by such authorities — relevant
in light of the specific circumstances of the
transfer, and the applicable limitations and
safeguards;

povoluji pfistup a které jsou relevantni s ohledem
na konkrétni okolnosti pfedavani a na platna
omezeni a platné zaruky;

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

(iii) jakakoli ptislu$na smluvni, technicka nebo
organizani ochrannd opatfeni zavedena za
ucelem rozsifeni zaruk podle téchto dolozek,
vCetné opatfeni uplatiiovanych béhem ptenosu,
a za ucelem zpracovani osobnich udaji v zemi
urceni.

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

(c) Dovozce udaju zarucuje, Ze pii provadéni posouzeni
podle pismene (b) vynalozil veskeré usili k tomu, aby
vyvozci udaji poskytl relevantni informace, a souhlasi,
ze bude s vyvozcem udaji nadale spolupracovat pfi
zajistovani dodrzovani téchto dolozek.

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

(d) Smluvni strany souhlasi, Ze zdokumentuji posouzeni
podle pismene (b) a na pozadani je zpfistupni
ptislusnému dozorovému tradu.

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

(e) Dovozce udaji souhlasi, Zze bude vyvozce udaju
neprodlené¢ informovat, pokud poté, co dojde
k odsouhlaseni téchto dolozek a po dobu trvani smlouvy,
bude mit divod se domnivat, Ze podléha pravnim
predpisiim a postuptim nebo Ze se na ného vztahuji pravni
predpisy nebo postupy, které nejsou v souladu
s pozadavky podle pismene (a), vCetné piipadu, ze by
doslo ke zméné pravnich piedpisi tfeti zemé nebo
opatieni (jako je zadost o zpfistupnéni), které naznacuje
pouziti takovych pravnich ptedpist v praxi, které neni
Vv souladu s pozadavky pismene (a).

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

(f) Po oznameni podle pismene (e) nebo pokud ma
vyvozce udaji jiny divod se domnivat, Ze dovozce udajii
jiz neni schopen plnit své povinnosti podle téchto
doloZzek, vyvozce udaji neprodlené stanovi vhodna
opatieni (napf. technickd nebo organizacni opatieni
k zajisténi bezpecnosti a divérnosti osobnich udaju),
ktera by mél vyvozce a/nebo dovozce udaji piijmout
k feSeni takové situace. Vyvozce udaji pozastavi
predavani udaji, pokud se domniva, Ze pro takové
piedavani nelze zajistit zadné odpovidajici zaruky, nebo
pokud k tomu dostane pokyn od piislusného dozorového
ufadu. V takovém piipad€ je vyvozce udaji opravnén
vypoveédét smlouvu do té miry, v jaké se tyka zpracovani
osobnich udaju podle téchto dolozek. Pokud smlouva
zahrnuje vice nez dvé smluvni strany, mize vyvozce
udaji uplatnit toto pravo na vypovézeni smlouvy pouze
ve vztahu k pfislusné smluvni stran€, pokud se smluvni
strany nedohodly jinak. Pokud je smlouva vypovézena
podle této dolozky, pouzije se dolozka 16 pismeno (d)

a (e).

Clause 15

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

Povinnosti dovozce udaja v pripadé pristupu organi
vefejné moci

15.1 Notification

15.1 Oznameni

(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:

(a) Dovozce daju souhlasi, Ze vyvozce tdaja, a pokud je
to mozné, tak i subjekt Gdaji neprodlené (v piipadé
potieby s pomoci vyvozce tidajii) uvédomi, pokud:

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

(i) obdrzi pravné zavaznou zadost od organu
vetejné moci, véetné soudnich organt, podle
pravnich piedpisi zem¢ urceni o zpiistupnéni
osobnich 1udaji pfedavanych podle téchto
dolozek; takové oznameni bude obsahovat
informace o pozadovanych osobnich udajich,
dozadujicim organu, pravnim zakladu zadosti
a poskytnuté odpovédi; nebo

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

(i1) se dozvi o jakémkoli pfimém ptistupu organti
vetejné moci k osobnim udajim ptredavanym
podle téchto dolozek v souladu s pravnimi
predpisy zemé urceni; toto ozndmeni bude
obsahovat veskeré informace, které ma dovozce
udaji Kk dispozici.

(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
aview 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.

(b) Pokud ma dovozce tdaju podle pravnich piedpist
zem¢ urceni zakazano informovat vyvozce udaji a/nebo
subjekt udaji, dovozce Udaji souhlasi, Ze za Gcelem co
nejrychlejsiho sdéleni co nejvétsiho mnozstvi informaci
vynalozi veskeré usili, aby od takového zékazu bylo
upusténo. Dovozce udaji souhlasi, ze veskeré své Gsili
zdokumentuje, aby je mohl na zadost vyvozce udajii
prokézat.

(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.).

(c) Tam, kde to pravni pfedpisy zemé& uréeni umoznuji,
dovozce udajt souhlasi, ze bude vyvozci udajit po dobu
trvani smlouvy v pravidelnych intervalech poskytovat co
nejvice relevantnich informaci o obdrzenych zadostech
(zejména pocCet zadosti, typ pozadovanych udaji,
dozadujici organ/y, zda byly zZadosti napadeny a vysledek
takového napadeni atd.).

(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.

(d) Dovozce udaju souhlasi, ze bude informace podle
pismen (a) az (c) uchovavat po celou dobu trvani smlouvy
a na pozadani je zpfistupni prislusnému dozorovému
uradu.

(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.

(e) Pismeny (a) az (c) neni dotéena povinnost dovozce
udajti podle dolozky 14 pismene (e) a dolozky 16
neprodlen¢ informovat vyvozce Udaji, pokud neni
schopen tyto dolozky dodrzet.

15.2 Review of legality and data minimisation

15.2 Prezkum zakonnosti a minimalizace udaji
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(a) The data importer agrees to review the legality of the
request for disclosure, in particular whether it remains
within the powers granted to the requesting public
authority, and to challenge the request if, after careful
assessment, it concludes that there are reasonable grounds
to consider that the request is unlawful under the laws of
the country of destination, applicable obligations under
international law and principles of international comity.
The data importer shall, under the same conditions,
pursue possibilities of appeal. When challenging a
request, the data importer shall seek interim measures
with a view to suspending the effects of the request until
the competent judicial authority has decided on its merits.
It shall not disclose the personal data requested until
required to do so under the applicable procedural rules.
These requirements are without prejudice to the
obligations of the data importer under Clause 14(e).

(a) Dovozce udaju souhlasi, ze pfezkouma zakonnost
zadosti o zpiistupnéni, zejména zda je v mezich
pravomoci udélenych dozadujicimu organu vefejné moci,
a ze zadost napadne, pokud po peclivém posouzeni dojde
k zavéru, ze existuji pfiméfené divody se domnivat, ze
zadost je podle pravnich predpisii zemé urceni, platnych
zavazkl podle mezindrodniho préva a zasad mezinarodni
zdvoftilosti nezdkonnd. Za stejnych podminek vyuZzije
dovozce Udaji moznosti odvolani. Pfi napadeni zadosti
dovozce udaji usiluje o predbézna opatieni s cilem
pozastavit ucinky zadosti, dokud ptisluSny soudni organ
nerozhodne o jeji opodstatnénosti. Pozadované osobni
udaje nezpiistupni, dokud mu nebude takova povinnost
ulozena podle platnych procesnich pravidel. Témito
pozadavky nejsou dotéeny povinnosti dovozce udaji
podle dolozky 14 pism. ().

(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.

(b) Dovozce udaju souhlasi, Ze zdokumentuje své pravni
posouzeni a jakékoli napadeni zadosti o zpfistupnéni,
a Vv rozsahu povoleném pravnimi piedpisy zemé uréeni
zpiistupni dokumentaci vyvozci udaji. Na pozadani ji
rovnéz zptistupni piislusnému dozorovému uradu.

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

(c) Dovozce udaji souhlasi, ze pii odpovédi na zadost
0 zptistupnéni poskytne minimalni pfipustné mnozstvi
informaci na zaklad¢ ptiméteného vykladu zadosti.

SECTION IV — FINAL PROVISIONS

ODDIL IV - ZAVERECNA USTANOVENI

Clause 16

Dolozka 16

Non-compliance with the Clauses and termination

NedodrZeni doloZek a vypovézeni

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

(a) Dovozce tdajt neprodlené informuje vyvozce udaju,
pokud neni z jakéhokoli diivodu schopen tyto dolozky
dodrzet.

(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).

(b) V piipadé, ze dovozce udajt tyto dolozky porusi nebo
nebude schopen je dodrzet, vyvozce udaji pozastavi
predavani osobnich udaji dovozci udajii, dokud nebude
znovu zajisténo jejich dodrzovani nebo nebude
vypoveézena smlouva. Timto neni dotena dolozka 14

pism. ().

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

(c) Vyvozce tdaji bude opravnén smlouvu vypoveédét do
té miry, v jaké se tyka zpracovani osobnich udaji podle
téchto dolozek, pokud:

(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;

(i) vyvozce udaju pozastavil predavani osobnich
udaji  dovozci udaji podle pismene (b) a
dodrzovani téchto dolozek neni v pfimétené dobé
obnoveno a v kazdém ptipadé do jednoho mésice
od takového pozastaveni;
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(ii) the data importer is in substantial or persistent
breach of these Clauses; or

(i1) dovozce udaju tyto dolozky podstatné nebo
trvale porusuje; nebo

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

(iii) dovozce udaji neplni zavazné rozhodnuti
prislusného soudu nebo dozorového uiadu
tykajici se jeho povinnosti podle téchto dolozek.

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.

V téchto pfipadech o takovém nedodrzeni informuje
ptislusny dozorovy utrad. Pokud se smlouva tyka vice nez
dvou smluvnich stran, miize vyvozce udaju uplatnit toto
pravo na vypovézeni pouze ve vztahu k ptislusné smluvni
stran¢, pokud se smluvni strany nedohodly jinak.

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

(d) Osobni udaje shromazdéné vyvozcem udaja v EU,
které byly piedany pied vypovézenim smlouvy podle
pismene (c), budou okamzité vymazany v celém rozsahu,
vcetné jakékoli jejich kopie. Dovozce udaji vyvozci
udaji potvrdi jejich vymazani. Dokud nebudou udaje
vymazany nebo vraceny, bude dovozce tidaji nadile
zajistovat dodrzovani téchto dolozek. V ptipadé mistnich
pravnich predpist platnych pro dovozce udaji, které
zakazuji vraceni nebo vymazani piedanych osobnich
udajii, dovozce udaji zarucuje, ze bude i1 nadaile
zajiStovat dodrzovani téchto doloZek a osobni udaje bude
zpracovavat pouze v rozsahu a po dobu, po kterou to
mistni pravni piedpisy vyzaduji.

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

(e) Kterakoli smluvni strana mize odvolat sviij souhlas
byt vazéna témito dolozkami, pokud (i) Evropska komise
pfijme rozhodnuti podle €l. 45 odst. 3 natizeni (EU)
2016/679, které se tyka predavani osobnich udaji, na
které se tyto dolozky vztahuji; nebo (ii) se natizeni (EU)
2016/679 stane soucasti pravniho rdmce zemé, do které
jsou osobni udaje predavany. Timto nejsou dotéeny dalsi
povinnosti vztahujici se na pfedmétné zpracovani podle
natizeni (EU) 2016/679.

Clause 17

DoloZka 17

Governing law

Rozhodné pravo

These Clauses shall be governed by the law of a country
allowing for third-party beneficiary rights. The Parties
agree that this shall be the law of the Czech Republic.

Tyto dolozky se budou fidit pravem zemé, ktera
umozhuje uplatiovat prava opravnénych tretich stran.
Smluvni strany se dohodly, Ze se bude jednat o pravo
Ceské republiky.

Clause 18

Dolozka 18

Choice of forum and jurisdiction

Volba soudu a soudni piislu§nost

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

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

DODATEK

EXPLANATORY NOTE:

VYSVETLIVKY:

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.

Musi byt mozné jasné rozlisit informace, které se vztahuji
na kazdé piedani nebo na kazdou kategorii predavani,
a v tomto ohledu musi byt mozné ur¢it ptislusnou ulohu /
prislusné ulohy smluvnich stran jakozto
vyvozce/vyvozcl udajii a/nebo dovozce/dovozci tidaju.
To nemusi nutné vyzadovat vyplnéni a podepsani
samostatnych dodatki pro kazdé predani / kazdou
kategorii pfedavani a/nebo smluvni vztah, pokud lze této
transparentnosti dosahnout prostfednictvim jednoho
dodatku. Pokud je to vsSak K zajisténi dostate¢né
srozumitelnosti nezbytné, mély by se pouzit samostatné
dodatky.

ANNEX |

PRILOHA I

A. LIST OF PARTIES

A. SEZNAM SMLUVNICH STRAN

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 Brno

with registered office at Jihlavska 340/20
625 00 Brno

Czech Republic

Data Protection Officer
tel: +420 532 233 744
e-mail: poverenec-gdpr@fnbrno.cz

Activities relevant to the data transferred under these
Clauses: The conduct of the Study pursuant to the
Agreement

Vyvozce/vyvozei Gdaji: [Totoznost a kontaktni Udaje
vyvozce/vyvozcl udaju a pripadné jeho/jejich povéfence
pro ochranu osobnich idaji a/nebo zastupce v Evropské
unii]

1.

Nazev/IJméno: Fakultni nemocnice Brno
se sidlem na adrese Jihlavska 340/20
625 00 Brno

Ceska republika

Povétenec pro ochranu osobnich tidaji
tel: +420 532 233 744
e-mail: poverenec-gdpr@fnbrno.cz

Cinnosti vztahujici se k pfedavani osobnich tdaji na
zaklade téchto dolozek: Provadeni studie podle smlouvy

Date / Datum

Data exporter Signature / Podpis vyvozce udaju

Role (controller/processor): Processor

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

1.
Geron Corporation
Address: 919 E. Hillsdale Blvd., Foster City, CA 94404

Contact person’s name, position and contact details:

Uloha (spravce/zpracovatel): zpracovatel

Dovozce/dovozei daji: [Totoznost a kontaktni tidaje
dovozce/dovozcei udaju, veetné jakékoli kontaktni osoby
odpovédné za ochranu osobnich udajt]

1.
Geron Corporation
Adresa: 919 E. Hillsdale Blvd., Foster City, CA 94404

Jméno, funkce a Udaje kontaktni osoby:
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I / ssociate General Counsel and Vice
President, Legal

Activities relevant to the data transferred under these
Clauses: The conduct of the Study pursuant to the
Agreement

I /\ssociate General Counsel and Vice
President, Legal

(pravni poradkyné a viceprezidentka, pravni
oddéleni)

Cinnosti vztahujici se k pfedavani osobnich tdaji na
zaklade téchto dolozek: Provadeni studie podle smlouvy

Date / Datum

Data importer Signature / Podpis dovozce udaji

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

Categories of data subjects whose personal data is
transferred:

Study Subjects

Investigators and Study Staff

Categories of personal data transferred:

Study Subjects
e Demographic Information, including:
o Last name/first name
o Contact details
o Gender and race
o Age and/or Date of birth
e Health Information, including:
o Pregnancy status
o Information about health conditions and
diagnoses
Treatments for medical conditions
Genetic information
Family medical history
Allergy information
Laboratory reports
Adverse event reports
Health data (Pseudonymised at clinical
trial site)

O O O O O O O

Investigators and Study Staff
e surname, first name
contact details
medical qualifications (if applicable)
job position, employer, previous job experience
previous experience in clinical studies
education, licenses and certification
Financial information

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

Kategorie subjektti udajl, jejichz osobni udaje jsou
predavany:

Subjekty studie

Zkousejici a studijni tym

Kategorie osobnich udaja, které jsou predavany:

Subjekty studie
e Demografické tidaje, vcetn¢:
o pfijmeni/jména
o kontaktnich udaja
o pohlavi arasy
o ve&ku a/nebo data narozeni
e Zdravotni informace, vCetné:
o stavu z hlediska t€hotenstvi
o informaci o zdravotnim stavu a
diagn6zach
1é¢by onemocnéni
genetickych informaci
rodinné anamnézy
informace o alergiich
laboratornich zprav
hlaseni nezadoucich G¢inkd
zdravotnich udajt
(pseudonymizovanych v daném centru
klinické studie)

O O O O O O O

Zkousejici a studijni tym
e pfijmeni, jméno
e kontaktni Gdaje
o |ékarska kvalifikace (v ptipad€ potieby)
e pracovni pozice, zaméstnavatel, predchozi
pracovni zkusSenosti
predchozi zkusenosti z klinickych studii
e vzdélani, licence, kvalifikace
e finan¢ni informace
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Other relevant information to allow selection for
appropriate clinical studies in the future.

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.

e Study Subject Health Information, including:
o Pregnancy status
o Information about health conditions and
diagnoses
Treatments for medical conditions
Genetic information
Family medical history
Allergy information
Laboratory reports
Adverse event reports
Health data (Pseudonymised at clinical
trial site)

O 0O O O O O O

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

Nature of the processing:
The conduct of the Study and performance of Study
procedures pursuant to the Agreement.

Purpose(s) of the data transfer and further processing:
The performance of the Study pursuant to the Agreement.

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

Completion of the Study, unless longer retention is
required by law.

Dalsi relevantni informace umoznujici
piislusné klinické studie v budoucnu.

vybér pro

Piedavané citlivé udaje (v pfipad¢ potieby) a aplikovana
omezeni nebo zabezpeceni, kterd pln€ zohlediuji povahu
udajii a souvisejici rizika, jako je napiiklad piisné
omezeni ucelu, omezeni piistupu (vCetné piistupu pouze
pro zameéstnance, ktefi prosli specializovanym $kolenim),
zaznam o piistupu k udajim, omezeni pro dalsi predavani
nebo dalsi bezpecnostni opatfeni.

e Zdravotni informace subjektu studie, vCetné:
o stavu z hlediska té¢hotenstvi
o informaci o zdravotnim stavu a
diagn6zéch
1écby onemocnéni
genetickych informaci
rodinné anamnézy
informace o alergiich
laboratornich zprav
hlaseni nezadoucich ucinkt
zdravotnich udajt
(pseudonymizovanych v daném centru
klinické studie)

O O O O O O O

Frekvence ptreddvani (napi. zda jsou tdaje piedavany
jednorazové nebo prubézngé):
Pribézné az do ukonceni studie.

Povaha zpracovani:
Provadéni klinické studie a studijnich postuptd podle
smlouvy.

Ugel/ugely piedavani tdaji a jejich dalsiho zpracovani:
Provadéni klinické studie podle smlouvy

Doba, po kterou budou osobni Gdaje uchovavany, nebo
pokud to neni mozné, kritéria pouzitd pro stanoveni
takové doby:

Dokonceni klinické studie, pokud zakon nevyzaduje delsi
dobu pro uchovani udaju.
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