AMENDMENT #1
to the Clinical Trial Agreement

This Amendment #1 (hereinafter called the
“Amendment”) to the Clinical Trial Agreement
(“Agreement”) shall enter into effect on the date
of last signature below and effective on the date
of publication in the Register of Contracts of the
Czech Republic (the “Effective Date”)

and is made by and between:

Parexel International (IRL) Limited (“CRQ”), an
Irish corporation, with registered offices at at 70

Sir John Rogerson’s Quay, Dublin 2, Ireland
(MCRO”)’

and

Janssen  Research & Development LLC
(“Janssen”), an American corporation, with

registered offices at 920 Route 202 South
Raritan, New Jersey, 08869, USA,

and

Fakultni nemocnice v Motole (“Institution”) with
registered offices at V Uvalu 84, Praha 5, 150 06,
Czech Republic

Company Reg. No. 00064203

Vat ID: CZ00064203

Represented by: xxx

and
xxx  (“Principal Investigator”), residential
address:

DODATEK €. 1
ke Smlouvé o klinickém hodnoceni

Tento Dodatek ¢. 1 (dale jen ,Dodatek”) ke
Smlouvé o klinickém hodnoceni (dale jen
»Smlouva®) nabyva platnosti dnem posledniho
podpisu nize a ucinnosti dnem uverejnéni
v Registru smluv Ceské republiky (dale jen ,Den
ucinnosti“)

a uzavirad se mezi témito smluvnimi stranami:

Parexel International (IRL) Limited (,,CRO"), irska
spolecnost se sidlem na adrese 70 Sir John
Rogerson’s Quay, Dublin 2, Irsko (dale jen
,CRO")

a

Janssen Research & Development LLC (dale jen
»Janssen”), americkd spolecnost se sidlem na

adrese 920 Route 202 South Raritan,
New Jersey, 08869, USA,

a

Fakultni nemocnice v Motole (dale jen

,Zdravotnické zafizeni”) se sidlem na adrese V
Uvalu 84, Praha 5, 150 06, Ceska republika

IC: 00064203

DIC:CZ00064203

zastoupena: xxx, na zakladé povéreni

a
xxx (dale jen ,Hlavni zkousejici”), adresa
bydlisté:

Clinical Trial number:

A Phase 3b, Multicenter, Randomized, Double-
blind, Placebo-controlled Study Evaluating the
Efficacy and Safety of Subcutaneously
Administered Guselkumab in Improving the
Signs and Symptoms and Inhibiting Radiographic
Progression in Participants with Active Psoriatic
Arthritis

Cislo klinického hodnoceni:

Multicentrickd, randomizovana, dvojité
zaslepenad, placebem kontrolovana studie faze
3b ke zhodnoceni uc¢innosti a bezpecnosti
subkutdanné podavaného guselkumabu

na zlepseni projevl a symptom( a zpomaleni
radiografické progrese u subjektd s aktivni
psoriatickou artritidou

Study Product: guselkumab

Protocol title: CNTO1959PSA3004

Studijni lé¢ivo: guselkumab

Nazev Protokolu: CNTO1959PSA3004
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EUdraCT number: 2020-004981-20

Study Site: Fakultni nemocnice v Motole
(“Institution”) with registered offices at V Uvalu
84, Praha 5, 150 06, Czech Republic

Czech Republic

Cislo EudraCT: 2020-004981-20

Studijni pracovisté: Fakultni nemocnice v
Motole (dale jen ,Zdravotnické zafizeni”) se
sidlem na adrese V Uvalu 84, Praha 5, 150 06,
Czech Republic

Whereas, Janssen, CRO, Institution and Principal
Investigator have executed the Agreement on
3.1.2022

Whereas, the parties have further expressed
their desire to amend certain terms of the
Agreement, as hereinafter set forth.

Now therefore, in consideration of the mutual
covenants set forth herein, the parties hereto
agree as follows:

1. Definitions

For the purpose of this Amendment all
capitalized terms used herein shall have the
same meaning as set forth in the Agreement,
except as expressly stated otherwise herein.

2. Annex A Financial Provisions Budget &
Payment Schedule to the Agreement shall be
canceled and replaced in its entirety by the
Annex A Financial Provisions Budget & Payment
Schedule attached to this Amendment which
reflects the following changes:

e Due to Protocol Amendment 2:
Section 2 Payment Milestone Table (s):
removed COVID 19 language on
Telehealth/Remote Contact visit and

added Natural Disaster or Major
Disruption.
3._Annex — EU Standard Contractual

Clauses (Controller to Controller) attached to
this Amendment shall be added to Clinical Trial
Agreement.

4. Language below shall be added to Section
6.3.8 of the Clinical Study Agreement:

The 2021 SCCs which are incorporated
into this Exhibit D and this Agreement as if fully

Vzhledem k tomu, Ze spolecnost Janssen, CRO,
Zdravotnické zafizeni a Hlavni zkousejici uzavreli
dne 3.1.2022 Smlouvu.

Vzhledem k tomu, Ze strany dale vyjadrily prani
zménit nékteré podminky Smlouvy tak, jak
je uvedeno ddle.

Proto se nyni strany s ohledem na vzajemné zde
uvedené pfrisliby dohodly takto:

1. Definice

Pro ucely tohoto Dodatku maji vSechny pojmy
zde uvadéné s velkym pocatec¢nim pismenem
stejny vyznam, jako je stanoven ve Smlouvé,
pokud neni v tomto Dodatku vyslovné uvedeno
jinak.

2. Pfiloha A Financni ustanoveni, rozpocet
a harmonogram plateb ke Smlouvé se rusi
avplném rozsahu se nahrazuje Pfilohou A
Finan¢ni ustanoveni, rozpocet a harmonogram
plateb, ktera je pfilohou tohoto Dodatku a ktera
zohlednuje nasledujici zmény:

e Vzhledem k Dodatku €. 2 k Protokolu:
Clanek 2 Tabulka platebnich milnik:
odstranén text tykajici se COVID 19
anavstév v ramci telezdravotnictvi /
vzdaleného  kontaktu a  pfidano
ustanoveni o pfirodni katastrofé nebo
zavazném naruseni.

3._Pfiloha ___ — Standardni smluvni dolozky EU
(Spravce sprévci) pfipojené k tomuto Dodatku se
doplni do Smlouvy o klinickém hodnoceni.

4., Do clanku 6.3.8 Smlouvy o klinickém
hodnoceni se dopliiuje nasledujici text:

SCC pro rok 2021, které jsou zaclenény do této
prilohy D a této smlouvy, jako by zde byly
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set forth herein, will apply to any transfer of
Personal Information that is subject to the EU
General Data Protection Regulation ((EU)
2016/679) (“GDPR”), to a Party located outside
the EEA, except to the extent the transfer is
covered by an Adequacy Decision.

For the purpose of Clause 17 of the 2021
SCCs, the parties agree that the 2021 SCCs will be
governed by the law of Czech Republic for Data
Protection Laws.

For the purpose of Clause 18 of the 2021
SCCs, the parties agree that any dispute arising
from the 2021 SCCs will be in accordance with
Article 18 of the Agreement..

All above stated provisions shall be effective as
from the Effective Date. Except as specifically
provided herein, all other terms and conditions
in the Agreement shall remain unchanged and in
full force and effect and this Amendment shall
not be construed to amend or waive any
provisions of the Agreement except as
specifically set forth above.

IN WITNESS WHEREOF, the parties hereto have
caused this this Amendment to be executed in
three original copies by their duly authorized
representatives as of the Effective Date, each
party acknowledging receipt of one original

copy.

uvedeny v plném znéni, se budou vztahovat na
vSechna preddvani osobnich tdajd, na které se
vztahuje Obecné narizeni EU o ochrané osobnich
udaji (EU) 2016/679 (,GDPR“) smluvni strané
sidlici mimo EHP, s vyjimkou pripadd, kdy se na
preddni vztahuje rozhodnuti o primérenosti.

Pro ucely ¢lanku 17 SCC pro rok 2021 se strany
dohodly, Ze SCC pro rok 2021 se budou fidit
Ceskymi pravnimi predpisy na ochranu osobnich
udaja.

Pro ucely c¢lanku 18 SCC pro rok 2021
strany souhlasi s tim, Ze jakykoli spor vyplyvajici z
SCC pro rok 2021 bude resen v souladu s ¢l. 18
Smlouvy.

Vsechna vySe uvedend ustanoveni nabyvaji
ucinnosti Dnem ucinnosti. S vyjimkou pfipadU
vyslovné uvedenych v tomto Dodatku z(stavaji
vsechny ostatni podminky Smlouvy nezménény
aplné platné a ucinné a tento Dodatek
se s vyjimkou vyse vyslovné uvedenych pripadi
nesmi vykladat jako zména nebo vzdani
se jakychkoli ustanoveni Smlouvy.

NA DUKAZ CEHOZ nechaly strany tohoto
Dodatku ke Dni ucinnosti tento Dodatek
podepsat ve tfech origindlech svymi fadné
zmocnénymi zastupci, pficemZ kazda ze stran
potvrzuje, Ze obdrzela jedno origindlni
vyhotoveni.
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Signature / Podpis Date / Datum

CRO on behalf of Janssen Research & Development LLC / CRO za Janssen Research & Development
LLC

Represented by: / Zastoupena:

/ Za Parexel International (IRL) Limited

Zastoupena: / Zastoupena:

On behalf Fakultni nemocnice v Motole / Za Fakultni nemocnice v Motole
Represented by: / Zastoupené:

Represented by: / Zastoupeny:
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Annex / Pfiloha _ Financial Provisions including Materials and Equipment Budget & Payment

Schedule / Finanéni ustanoveni véetné materidlu a zafizeni, rozpoc¢et a harmonogram plateb

ANNEX A - Financial Provisions

PRILOHA A - Finanéni ustanoveni

Protocol No. CNTO1959PSA3004: “A Phase 3b,
Multicenter, Randomized, Double-blind, Placebo-
controlled Study Evaluating the Efficacy and Safety
of Subcutaneously Administered Guselkumab in
Improving the Signs and Symptoms and Inhibiting
Radiographic Progression in Participants with Active
Psoriatic Arthritis.”

Protokol ¢. CNTO1959PSA3004: ,Multicentricka,
randomizovand, dvojité zaslepena, placebem
kontrolovand studie faze 3b ke zhodnoceni
ucinnosti a bezpecnosti subkutanné podavaného
guselkumabu na zlepseni projevi a symptomU a
zpomaleni radiografické progrese u subjektl s
aktivni psoriatickou artritidou.”

1. The “Per-Subject Fee” represents all fixed and
variable costs associated with the Study, excluding
those items specified in Section 3 (Site Costs) and
Section 4 (Other Compensation) below, provided
that all visits described in Section 2 are completed.

1.,,Poplatek za subjekt” predstavuje vsechny fixni
a variabilni ndklady spojené s Klinickym
hodnocenim, s vyjimkou polozek uvedenych v
¢lanku 3 (Naklady pracovisté) a v ¢lanku 4 (Dalsi
nahrady) niZe, za predpokladu, Ze jsou dokoncéeny
vSechny ndvstévy popsané v ¢lanku 2

The Per-Subject Fee for this Study is:
Core Study: CZK XXX
Long-term Extension Study: CZK  xxx

Poplatek za subjekt u tohoto Klinického
hodnoceni: Hlavni ¢ast Klinického hodnoceni:

CZK xxx

Dlouhodobé rozsiteni Klinického hodnoceni:

CZK xxx

2. Payment Milestone Table(s):

Milestone payments in the below table(s) represent
fair market value for performance of research
services detailed in the Schedule of Activities of the
Protocol Amendment dated 04 May 2022 provided
herein by reference in Exhibit A. Parties agree in the
event subsequent protocol amendments result in a
material change to the research services,
compensation will be adjusted to reflect the new fair
market value of the research services through a
written amendment signed by all parties hereto.

2. Tabulky platebnich milniku:

Platebni milniky uvedené v nasledujicich
tabulkach predstavuji spravedlivou trZzni hodnotu
za poskytovani vyzkumnych sluzeb podrobné
popsanych v Prehledu cinnosti Dodatku k
protokolu ze dne 4. Kvétna 2022, ktery je do
tohoto dokumentu zaclenén odkazem v Pfiloze A.
Strany se dohodly, Ze v pfipadé, Ze nasledné
zmény protokolu povedou k podstatné zméné
vyzkumnych sluzeb, budou ndhrady upraveny
pisemnym dodatkem s podpisem vsech stran této
smlouvy tak, aby odrdZely novou spravedlivou
trzni hodnotu vyzkumnych sluzeb.

3. Site Costs

Screen Failure Payments

A maximum of 5 screen failure payments will be
made, regardless of enrollment, in the order the
subjects are screened. After the initial cap of 5
Screen failures has been achieved, additional screen

3.Naklady na pracovisté

Platby za nelspésny skrining:
Bude proplaceno maximalné 5 neulspésnych
skriningli, bez ohledu na nabor, a to v poradi, v
jakém skrining subjektl probéhl. Po dosaZeni
vychoziho limitu 5 nedspésnych skriningd se
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failure payments will be made at a ratio 2 screen
failure payments per site for every 1 subjects
randomized. Screen failure payment includes visits
that are complete and visits that are not complete.
Completed visits will be reimbursed at 100% of the
visit cost amount in accordance with the milestone
table in Section 2 above. Visits that are not
complete will be reimbursed at 50% of the visit
amount in accordance with the milestone table in
Section 2 above. Processing of payment will begin
upon receipt of invoice detailing subject number,
date of screen failure, and visits (both completed
visits and the visit at which the screen failure
occurred) including the amount as listed in the
milestone table in Section 2 above for Screening
Visit and Week 0, and in accordance with Section 5
below, and upon approval by the Local Trial
Manager.

budou dalsi dhrady za nedspésny skrining
proplacet v poméru dvé Uhrady za neUspésné
skriningy na pracovisté u kazidého jednoho
randomizovaného subjektu. Uhrada za nelspésny
skrining  zahrnuje realizované navstévy a
nerealizované navstévy. Realizované navstévy se
proplaceji ve wvysi 100 % castky nakladl za
navstévu v souladu s tabulkou platebnich milnikd
uvedenou v ¢lanku 2 vyse. Nahrada za
nerealizované ndvstévy se provadi ve vysi 50 % z
Castky za ndavstévu podle tabulky platebnich
milnikd uvedené v c¢lanku 2 wvysSe. Zpracovani
platby zacind po obdrzeni faktury, kterd obsahuje
Cislo subjektu, datum neuspésného skriningu a
navstévy (jak realizované navstévy, tak navstéva s
neuspésnym skriningem), v€etné Castky uvedené v
tabulce platebnich milnikG v ¢lanku 2 vySe za
skriningovou ndvstévu a tyden 0, a v souladu s
¢lankem 5 nize, a dale se schvalenim lokalniho
monitora pro klinické hodnoceni.

Even for screen failures beyond the defined
maximum number, which are not reimbursable to
Institution, a subject stipend for the Study subjects
in the amount of xxx CZK will be paid through
voucher to offset the Study subject’s costs
associated with travel expenses and meals, where
appropriate, incurred as a result of Study
participation, and shall be reflected in the Informed
Consent Form, as it will be provided to the Study
subject..

| v pfipadé nelspésného skriningu nad rdamec
maximalniho stanoveného poctu, které neni
moziné Zdravotnickému zafizeni / Centru
proplatit, bude subjektu Klinického hodnoceni
proplacen voucher v hodnoté xxx CZK, ktery
slouzi k uhradé nakladl subjektu Klinického
hodnoceni za pfipadné cestovni a stravovaci
naklady, které wvzniknou v dudsledku uGcasti v
Klinickém hodnoceni a jsou uvedeny ve formulafi
informovaného souhlasu, jak bude subjektu
Klinického hodnoceni poskytnut.

Subject Reimbursement: Study Subject shall receive
a voucher of xxx CZK per visit which is intended to
offset the Study subject’s costs associated with
travel, parking and meals expenses, where
appropriate, incurred as a result of Study
participation. CRO will provide to Principal
Investigator the vouchers, who will confirm the
receipt in writing on the Completion Certificate. The
reimbursement amount set in each voucher is in
accordance with applicable law and approved by the
ethics committee. This reimbursement shall be
reflected in the Informed Consent Form as it will be
provided to the Study subject.

Nahrada Subjektlim hodnoceni: Subjekt, ktery se
Ucastni v klinickém hodnoceni obdrzi poukazky ve
vySi xxx CZK za kazdou uskutec¢nénou studijni
navstévu. Poukdazky jsou urceny k vyrovnani
nakladd subjektu studie spojenych s vydaji na
cestu, parkovani a stravu, pripadné vzniklych v
dlsledku Ucasti na studii. CRO poskytne Hlavnimu
zkousejicimu poukdzky, ktery pisemné potvrdi
jejich prijem v pfislusSném studijnim formulafi.
VysSe nadhrady je v souladu s platnymi zdkony a
schvdlena etickou komisi. Tato nahrada se
promitne do formulare informovaného souhlasu,
ktery bude poskytnut subjektu studie.

Start-Up Fee: A non-refundable payment of CZK xxx
for start-up related activities (e.g. preparation of
regulatory documents; preparation, administration,
and submission of protocol and related documents

Start — Up poplatek: Jednordzova, nevratna
platba ve vysSi xxx K¢ za cinnosti spojené se
zahdjenim studie (napf. Priprava regulacnich
dokumentll; priprava, sprava a predloZeni
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to the Institutional Review Board (IRB); etc) will be
made upon execution of Clinical Trial Agreement.
This payment is considered full and final
compensation for all activities associated with study
initiation.

protokolu a souvisejicich dokumenti Radé pro
kontrolu instituci (IRB); atd.) bude provedena po
uzavieni smlouvy o klinickém hodnoceni. Tato
platba se povaziuje za plnou a konecnou
kompenzaci za vsSechny Cdinnosti spojené se
zahdjenim studie.

Annual Maintenance Fee of CZK xxx will be paid to
Institution on an annual basis upon receipt of invoice
and approval of the Local Trial Manager, at the
conclusion of each year in which the Institution has
conducted the Study. Processing of payment will
begin upon receipt of invoice accompanied with
supporting documentation and approval of the Local
Trial Manager.

Rocni pausdini poplatek ve vysi xxx KC bude
instituci vyplacen kazdorocné po obdrzeni faktury
a schvdleni monitora studie na konci kazdého
roku, kdy v instituci byla provddéna tato studie.
Zpracovani platby zacne po obdrzeni faktury
spolu s podplrnou dokumentaci a schvalenim
monitora studie.

Pharmacy Set-up Fee: A one-time, non-refundable
Pharmacy Set-up Fee of CZK xxx- will be paid to
Institution upon receipt of invoice and approval of
the Local Trial Manager. This payment is considered
full and final compensation for all Study related
start-up pharmacy costs incurred.

Iniciacni poplatek 1ékarné: Jednorazova, nevratna
platba ve vysi xxx- K¢ bude uhrazena Instituci na
zakladé faktury odsouhlasené lokalnim
monitorem studie. Tato platba se povazuje za
plnou a konecnou kompenzaci za vSechny
¢innosti Iékarny spojené se zahajenim studie.

Pharmacy — study drug receiving to the study
pharmacy - xxx CZK per shipment

Pharmacy - pfijem zasilky studijniho Iéc¢iva do
lékarny — xxx CZK za zasilku

Pharmacy - study drug delivering to the Site — xxx
CZK per shipment

Pharmacy — doruceni studijniho Iéciva na kliniku
— xxx CZK za zasilku

Pharmacy Site visit - per hour xxx CZK

Monitoracéni navstéva lékarny, za hodinu xxx CZK

Pharmacy - storage of study drug at the Site —
monthly flat fee of xxx CZK

Lékarna — Uchovani studijniho Iéciva na klinice —
mésicni pausalni poplatek ve vysi xxx CKZ

Pharmacy — study drug disposal - one time flat fee
of xxx CZK

Lékarna - Likvidace studijni medikace -
jednorazovy pausalni poplatek xxx CZK

Record Retention/Document Storage Fee: Janssen
will pay the Institution CZK xxx upon completion of
the Study for Record Retention/Document Storage
Fees. Processing of payment will begin upon the
receipt of an invoice from the Institution in
accordance with Section 5 below and approval of the
Local Trial Monitor.

Poplatek za uchovani zaznamG a uloZeni
studijnich dokumentt. Janssen uhradi instituci
xxx K¢ po dokonéeni studie za poplatky za
uchovavani zdznam / ukldddni dokumentd.
Zpracovani platby zacne pfijetim faktury od
instituce v souladu s niZze uvedenou ¢asti 5 a
schvalenim monitora studie.

Sponsor Audit Fee: Sponsor shall reimburse CZK xxx
- per audit, for Sponsor initiated audits that are not
the result of breach by Institution and/or Principal
Investigator of the Agreement or failure by
Institution and/or Principal Investigator to follow the
Protocol. Processing of payment shall begin upon
receipt of invoice that itemizes the list of personnel
completing the tasks, hours spent and tasks
performed, complete with signature of the Principal
Investigator, and shall be approved by the Local Trial
Manager before payment is made to Institution.

Poplatek za audit sponzora: Za audity iniciované
sponzorem, které nejsou dlsledkem poruseni
dohody ze strany instituce a/nebo Hlavniho
zkousejiciho nebo nedodrzZeni protokolu ze strany
instituce a/nebo Hlavniho zkousejiciho, uhradi
sponzor xxx K¢ za audit. Zpracovani platby zacne
po obdrZzeni faktury, kterd rozpisuje seznam
pracovnik(l provadéjicich ukoly, stravené hodiny a
provedené ukoly, doplnéné podpisem Hlavniho
zkousejiciho. Podklady schvali monitor studie
pred provedenim platby instituci.

4. Other Compensation / Ostatni odmény:
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Processing of payment for Other Compensation will
begin upon receipt of invoice in accordance with
Section 5 below and approval by the Local Trial
Manager. Each cost listed in the table below is a per
item cost unless otherwise specified in the
Additional Information column.

Note: Any claims for reimbursement of adverse
events must be submitted in a separate invoice.

predstavuji jednotlivé ndklady uvedené
nasledujici tabulce naklady na polozku.

Poznamka: Veskeré naroky na nahradu
nezadouci Ucinky se fakturuji zvlast
samostatné fakture.

Zpracovani platby za Dalsi nahrady zacne po
obdrZeni faktury v souladu s niZe uvedenym
¢lankem 5 a po schvdleni ze strany mistniho
manazera pro klinické hodnoceni. Pokud neni
sloupci Dalsi informace uvedeno jinak,

ve

\"

Za
na

Payment Terms / Platebni podminky:

a) This ANNEX A is for completed records
for up to xxx valid subjects. A valid subject is
defined as a subject who meets eligibility
requirements to enroll in the Study and does
not have significant Protocol violations that
would exclude his/her Data from analysis. This
Study is being conducted under a policy of
competitive enrollment. Sponsor anticipates
closure of enrollment upon randomization of a
total of xxx valid subjects. In the event xxx total
valid subjects are enrolled prior to a site’s
reaching its valid subject goal of xxx , further
recruitment will be suspended. Subjects not
completing the trial will be paid for on a
prorated basis according to confirmed
completed visits and CRFs received by Sponsor.
All payments will be made for subject visits
according to the milestone table in Section 2
above. No payment will be made for any
subject excluded from analysis because of
Protocol violations within the Study personnel’s
control. Reimbursement for expenses related
to screen failures will be made as outlined in
Section 3 above.

b) Institution acknowledges this is a
multicenter Study designed to evaluate a
defined number of Study subjects. It is
anticipated each institution participating in the
Study will enroll the number of Study subjects
provided for under their agreement for this
Study. If required as the Study progresses,
Sponsor may invite an institution to enroll more
Study subjects than reflected in the original
agreement. In such a circumstance, Sponsor
may notify Institution via written request to

a) Tato PRILOHA A je uréena pro dokoncené
zaznamy aZz do vySe xxx platnych subjektl.
Platny subjekt je definovan jako subjekt, ktery
spliuje pozadavky na zafazeni do Klinického
hodnoceni a nedosSlo u né k vyznamnym
porusenim Protokolu, kvali kterym by jeho data
byla vyfazena 1z analyzy. Toto Klinické
hodnoceni probihd v souladu se strategii
kompetitivniho zafazovani do studie. Zadavatel
oCekava uzavieni naboru po randomizaci
celkem xxx platnych subjektld. V pfipadé, Ze
ndbor xxx platnych subjektll bude dokoncen
dfive, neZ pracovisté dosahne cile xxx platnych
subjektd, dalsi ndbor se pozastavuje. Subjekty,
které klinické hodnoceni nedokonci, budou
proplaceny v pomérné vysi podle potvrzenych
realizovanych ndvstév a CRF dodanych
Zadavateli. Vsechny Uhrady za navstévy
subjektd se proplaceji podle tabulky platebnich
milnik( uvedené v clanku 2 vyse. Za jakykoli
subjekt vyrazeny z analyzy z davodu poruseni
Protokolu v ramci kontroly pracovniki
Klinického hodnoceni se Zadna platba
neproplaci. Nahrada vydaji souvisejicich s
neuspésnym screeningem se provadi tak, jak je
uvedeno v ¢lanku 3 vyse.

b) Zdravotnické zarizeni bere na védomi,
Ze se jedna o multicentrické Klinické hodnoceni
ur¢ené k vyhodnoceni definovaného poctu
subjektl Klinického hodnoceni. Predpoklada se,
Ze kazdé Zdravotnické zafizeni ucastnici se
Klinického hodnoceni provede nabor takového
poctu subjektd Klinického hodnoceni, jaky je
stanoven v jeho smlouvé k tomuto Klinickému
hodnoceni. V pfipadé potfeby mlze Zadavatel v
prabéhu Klinického hodnoceni  vyzvat
zdravotnické zafizeni, aby provedlo nabor
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allow for the enrollment of additional Study
subjects. Conversely, Institution may not have
the opportunity to enroll the number of Study
subjects set forth above. When enrollment of
the target number of Study subjects in the
Study is complete, those sites that have not
enrolled the contracted number of Study
subjects will be notified and instructed to
discontinue enrolling Study subjects.

c) Sponsor will provide, through a third
party vendor, a tablet valued at up to CZK xxx
for use as called for in the Protocol. Upon
termination of the Study at Institution, the
tablet will be returned in accordance with
Sponsor’s or designee’s instructions.

d) Equipment Calibration: Institution
shall be responsible for ensuring Institution-
owned equipment utilized by Institution in
accordance with this Agreement, is serviced
and/or calibrated as per manufacturer’s
recommendation or more frequently as
required by Sponsor. Records verifying the
equipment calibration and maintenance shall
be provided to Sponsor upon request. For
calibrations that are performed solely at the
request of Sponsor, and that are not part of the
recommended scheduled maintenance
suggested by manufacturer, Sponsor will
reimburse Institution for the actual cost without
mark-up for each calibration. Processing of
payment will begin upon receipt of invoice and
supporting documentation in accordance with
paragraph (f) below.

e) Investigator Meetings: Sponsor may
recommend or require the  Principal
Investigator, or a Sponsor-approved Sub-
Investigator  designee, and a Study

nurse/coordinator to attend meetings, including
but not limited to an Investigator’'s Meeting.
Sponsor shall provide and pay all reasonable
and appropriate travel expenses in accordance
with Sponsor’s travel policy, including modest
lodging and meals associated with such

vétSiho poctu subjektl, neZ je uvedeno v
puvodni smlouvé. V takovém pripadé muze
Zadavatel vyrozumét Zdravotnické zafizeni
formou pisemné Zadosti, Ze je moZny nabor
dalsich subjektd do Klinického hodnoceni.
Naopak Zdravotnické zafizeni nemusi mit
moznost nabor vyse uvedeného poctu subjektd
Klinického hodnoceni provést. Po dokonceni
ndboru cilového poctu subjektl Klinického
hodnoceni budou informovana pracovisté, ktera
neziskala  nasmlouvany pocdet  subjektl
Klinického hodnoceni, a bude jim vydan pokyn,
aby ukondila nabor subjektd Klinického
hodnoceni.

c) Zadavatel prostfednictvim treti strany
poskytne tablet v hodnoté az xxx K¢ k uziti tak,
jak je uvedeno v Protokolu. Po ukonceni
Klinického hodnoceni ve Zdravotnickém zafizeni
bude tablet vracen v souladu s pokyny
Zadavatele nebo jeho zmocnénce.

d) Kalibrace  zafizeni:  Zdravotnické
zafizeni nese odpovédnost za zajiSténi servisu
a/nebo kalibrace zafizeni ve vlastnictvi
Zdravotnického zafizeni, které toto vyuZiva, v
souladu s touto Smlouvou, podle doporuceni
vyrobce nebo ¢astéji, jak to vyZzaduje Zadavatel.
Zaznamy dokladajici kalibraci a udrzbu zafizeni
musi byt na vyzadani predloZeny Zadavateli. U
kalibraci, které se provadéji vyhradné na Zadost
Zadavatele a které nejsou soucdasti doporucené
pldnované udrzby doporucené vyrobcem, hradi
Zadavatel Zdravotnickému zafizeni skute¢né
naklady bez pfirdzky za kazidou kalibraci.
Zpracovani platby zacne po obdrzeni faktury a
podkladl v souladu s ¢lankem (f) nize.

e) Schizky se Zkousejicim: Zadavatel
mulzZe doporucit nebo pozadovat, aby se
schizek, zejména schlzky se Zkousejicim,
zucastnil Hlavni zkousejici, pripadné

Zadavatelem schvaleny zmocnénec Clena tymu
zkousejiciho, a dale sestra/koordinatorka
Klinického hodnoceni. Zadavatel poskytne a
uhradi veskeré primérené a fadné cestovni
vydaje v souladu s interni smérnici Zadavatele o
nahradé cestovnich nakladd, véetné skromného
ubytovani a stravovani spojenych s témito
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meetings. The parties agree that attending such
meetings is reasonable and necessary to ensure
all parties engaged in the Study have a clear
understanding of the Protocol and its
requirements. Processing of payment will begin
upon receipt of invoice and supporting
documentation in accordance with paragraph
(f) below.

f) To be eligible for any payment, the
procedures must be performed in full
compliance with the Protocol and this
Agreement, and Data submitted must be
complete, correct and entered into the
Electronic Data Capture (EDC) and Electronic
Patient Reported Outcomes (ePRO) in
accordance with Sponsor’s instructions and this
Agreement. Payments will be made, at a
minimum, on a quarterly basis. These
payments will include milestone payments, as
well as, all invoiced and approved costs from
the prior payment cycle. Ongoing
reconciliations will be performed during the
course of the Study. Any payments made in
error will be applied to any pending or future
payments due. No payments will be made until
all erroneous payments have been offset. If no
pending or future payments exist, Institution
will promptly refund overpayment, according to
Sponsor’s instructions.

Payments shall be made by CRO and shall be
paid forty-five (45) days of receipt, review and
approval of an invoice.

To expedite faster payment turnaround, please
electronically email invoices to the following
email address:
PlILPayablesinvoices@PAREXEL.com

If for some reason electronic email transmission
is not possible then please send invoices to the
following postal address:

Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road, Kilmainham
Dublin 8

schizkami. Strany souhlasi s tim, Ze ucast na
téchto schlizkach je odivodnéna a nezbytna k
zajisténi toho, aby vSechny strany podilejici se
na Klinickém hodnoceni jasné porozumély
Protokolu a jeho poZadavkim. Zpracovani
platby zacne po obdrzeni faktury a podkladd v
souladu s ¢lankem (f) nize.

f) Aby byly zplsobilé pro jakoukoli
platbu, musi se postupy provadét plné v
souladu s Protokolem a touto Smlouvou, a
predloZena Data musi byt Uplnd, sprdvna a musi
byt zaddna do elektronického zdznamu dat
(EDC) a elektronického hlaseni vysledkd
pacienta (ePRO) v souladu s pokyny Zadavatele
a s touto Smlouvou. Platby se provadi
minimalné ctvrtletné.  Tyto platby zahrnuji
platebni milniky a veskeré fakturované a
schvdlené ndaklady z predchoziho platebniho
cyklu. V prabéhu Klinického hodnoceni se
provadi  prlibéiné odsouhlaseni plateb.
Veskeré omylem provedené platby se poutziji na
vSechny neuhrazené nebo budouci splatné
platby. Dokud nebudou zapodéteny vsechny
omylem provedené platby, Zadné platby se
nehradi. Pokud nejsou zaddné neuhrazené nebo
budouci platby, Zdravotnické zafizeni preplatek
okamzité vrati podle pokynl Zadavatele.

CRO provadi platby do Ctyriceti péti (45) dnl od
data obdrZeni, kontroly a schvaleni faktury.

Pro presnost a urychleni administrace plateb je
doporucovano zasilat faktury elektronicky na
nasledujici e-mailovou adresu:
PlILPayablesinvoices@PAREXEL.com

Pokud z néjakého dlvodu neni mozné zaslani
elektronickou postou, zasilejte prosim faktury
na nasledujici dorucovaci adresu:

Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road, Kilmainham
Dublin 8

Ireland

Reg. ¢islo DPH: 1IE3249971 HH
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Ireland
VAT Reg. No.: IE3249971 HH

Please note that invoices must contain the
following information or they will be returned,
delaying payment:

. Institution name

° Principal Investigator name

. Protocol number

. Invoice number and date

. Date & description of services
provided

° Supporting  documentation
(i.e. third party invoices,
receipts)

. CRO project number 256442

. Total amount payable

. Site number

. Payee name and address (per
this Agreement)

. CRO address listed above

. Any claims for
reimbursement of adverse

events must be submitted in a
separate invoice

Invoices and associated documentation should
be de-identified of subject personal information
(e.g. name, date of birth, initials, etc.) prior to
being submitted to CRO.

g) This agreement reflects all fixed and
variable costs related to Study activities. Items
not specifically referenced in Section 3 or
Section 4 above, which might include, for
example, staff costs, training costs, laboratory
fees, x-rays, scales and questionnaires, data
coordinator fees and travel fees, are reflected
in the Per-Subject Fee as detailed in the
milestone tables in Section 2 above. No
additional reimbursement for these costs is
otherwise provided.

Taxes: Any consideration payable under this
Agreement will be exclusive of VAT. Where
any services or goods are subject to VAT, a
valid VAT invoice must be issued by the
Institution/Principal Investigator to CRO in
respect of the transaction covered by the

Upozoriujeme, Ze faktury musi obsahovat
nasledujici informace, jinak budou vraceny, a
Uhrada se tak zdrizi:

. Nazev Zdravotnického
zatizeni

° Jméno Hlavniho zkousejiciho

. Cislo protokolu

. Cislo a datum faktury

° Datum a popis poskytnutych
sluzeb

° Podklady (tj. faktury tretich
stran, stvrzenky)

. Cislo projektu CRO 256442

. Celkova ¢astka k Uhradé

. Cislo studijniho pracovisté

. Jméno a adresa Pfijemce
(podle této Smlouvy)

° Vyse uvedend adresa CRO

° Veskeré naroky na nahradu za

nezadouci Ucinky se fakturuji
zvlast na samostatné fakture

Z faktur a souvisejici dokumentace musi byt
pred odeslanim CRO odstranény osobni udaje
subjektu (napf. jméno, datum narozeni, inicidly
atd.).

g) Tato smlouva odrazi vSechny fixni a
variabilni naklady souvisejici s ¢innostmi v
rdmci Klinického hodnoceni. Polozky, které
nejsou konkrétné uvedeny v ¢lanku 3 nebo 4
vySe, mezi které patfi naptiklad naklady na
zaméstnance, naklady na sSkoleni, poplatky za
laboratofe, rentgenové snimky, méreni a
dotazniky, poplatky za koordinatory a
cestovni nahrady, jsou jiz zahrnuty v Poplatku
za subjekt, jak je wuveden v tabulkich
platebnich milnikG v €ldnku 2 vyse. Zadné
dalsi ndhrady za tyto naklady se jinak
neposkytuji.

Dané: Jakakoli Uplata splatna na zakladé této
Smlouvy se hradi bez DPH. Pokud se na sluzby
nebo zboZi vztahuje DPH, musi Zdravotnické
zafizeni/Hlavni  zkouSejici  vystavit CRO
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consideration. If VAT is charged in error, the
Institution/Principal Investigator will issue a
credit note. If VAT is not charged but
subsequently it is found that it should have
been charged or VAT is assessed by the
relevant tax authorities as being due on the
consideration, the VAT due upon said
consideration will be paid upon presentation
of a valid VAT invoice.

h) For the avoidance of doubt, the
Principal Investigator and/or the Institution
are responsible for providing any and all
compensation, benefits and/or insurance to
the investigational staff. It is also understood
and expressly acknowledged that the
Investigator and the investigational staff are
not eligible to participate in, nor are they
eligible for coverage under, any of the
Sponsor’s benefit plans, programs,
employment policies, procedures or workers
compensation insurance.

i) The parties agree this ANNEX A is part
of the Agreement and clarifies the payment
schedule associated with this Agreement.
Payments shall be made in accordance with
the provisions set forth in this ANNEX A, with
the last payment being made after the site
completes all of its obligations under the
Agreement and any exhibits thereto. The
Principal Investigator acknowledges and
agrees his or her judgment with respect to his
or her advice to and care of each subject is
not affected by the compensation the site
receives hereunder. The parties agree the
payee designated below is the proper payee
for this Agreement and payments under this
Agreement will be made only to the following
payee

i) Institution will have thirty (30) days
from the Last Subject Out (LSO) date of the
Study to resolve any payment discrepancies,
which have arisen during the course of the
Study.

platnou fakturu s DPH na kaZzdou transakci, na
kterou se Uplata vztahuje. Pokud se DPH
nauctuje chybné, wvystavi Zdravotnické
zafizeni/Hlavni zkousejici dobropis. Pokud se
DPH neuctuje, ale nasledné se zjisti, Ze
uctovana byt méla, pripadné pfislusné darnové
organy DPH doméfi jako splatnou k dané
platbé, pak bude splatnd DPH uhrazena po
predloZeni platné faktury s DPH.

h)  Aby se pfedeslo pochybnostem, plati, Ze
za poskytovani veskerych ndahrad, benefitd
a/nebo pojisténi zaméstnanclim zkousejiciho
nese odpovédnost Hlavni zkousSejici a/nebo
Zdravotnické zafizeni. Rovnéz se ujednava a
vyslovné se bere na védomi, Zze Zkousejici a
jeho personal nemaji narok na Uucdast v
jakémkoli Zadavatelové systému benefitQ, v
jeho programech, internich predpisech pro
zaméstnance, postupech nebo pojisténi
nahrady zaméstnancim, a tedy nemaji ani
narok na zadnou uUhradu z nich vyplyvajici.

i) Strany se dohodly, 7e tato PRILOHA A
tvofi soucadsti Smlouvy a  objashuje
harmonogram plateb souvisejicich s touto
Smlouvou. Platby se provadéji v souladu s
ustanovenimi této PRILOHY A s tim, ze
posledni platba bude vyplacena az poté, co
pracovisté spini vSechny své povinnosti z této
Smlouvy a vSech jejich pfiloh. Hlavni
Zkousejici bere na védomi a souhlasi s tim, Ze
jeho Usudek ohledné jeho rad a péce o
jednotlivé subjekty nesmi byt ovlivnény
nahradou, kterou pracovisté na zdkladé této
smlouvy dostava. Strany se dohodly, Ze dale
uvedeny prijemce je u této Smlouvy spravnym
prijemce a platby hrazené na jejim zakladé se
provadéji pouze nasledujicimu prijemci.

i) Zdravotnické zafizeni ma tficet (30) dnu
od data ukonceni posledniho subjektu ve
studii (LSO, Last Subject Out), aby vyresilo
pfipadné nesrovnalosti v platbach, které
vznikly v pribéhu Klinického hodnoceni.

Protocol Number / Cislo protokolu CNTO1959PSA3004
Site Number / Cislo studijniho pracovisté CZ10004
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Payee Name / Jméno Pfijemce

Fakultni nemocnice v Motole

Payee Address / Adresa Pfijemce V lvalu 84
City / Mésto Praha5
Postal Code / Postovni smérovaci ¢islo 150 06
Country / Zemé Czech Republic
Payee Contact / Kontaktni Udaje Pfijemce NAP

Payee Contact Phone Number / Kontaktni telefonni | xxx

Cislo Prijemce

Remittance E-mail Address / E-mailova adresa k XXX

platbé

NPI /1CO 00064203
Tax ID / Danové identifikacni ¢islo CZ00064203

Bank Account Holder Name / Jméno majitele
bankovniho uctu

Fakultni nemocnice v Motole

Bank Account Number / Cislo bankovniho uétu

17937051 / 0710

IBAN (International Bank Account Number) / IBAN
(International Bank Account Number, mezinarodni
¢islo bankovniho Gctu)

CZ42 0710 0000 0000 1793 7051

Bank Name / Nazev banky

Ceska narodni banka

Bank Number / Cislo banky 0700
Bank Branch Number / Cislo bankovni pobog&ky NAP
Bank Identification Code / Identifikacni kdd banky CNBACZPP

MUST INCLUDE IDENTIFICATOR:
Payment/transaction reference /

Number of the respective invoice

MUST INCLUDE IDENTIFICATOR:
Sender to Recipient information /

protocol number

To ensure proper payment please ensure that all
fields above are completed.

Pro zajisténi spravné a vcasné platby se prosim
ujistéte, Ze jsou vSechna pole vyse tabulky o
platebnich udajich prijemce vyplnéna spravné.

In the event that payee details are modified during
the course of the Study, the parties agree that no
amendments to this Agreement shall be required,
provided that payee provides written notification to
CRO with revised payee details to the following e-
mail address xxx

CRO accepts no liability for incorrect payee details
provided by the payee or its representative.

Smluvni strany se dohodly, Ze pokud se v pribéhu
Klinického hodnoceni zméni udaje o ptijemci,
nejsou potieba dodatky k této Smlouvé, pokud
oviem prijemce zasSle CRO pisemné oznameni
obsahujici upravené Udaje o pfijemci na e-
mailovou adresu

xxX CRO nepfijima odpovédnost za nespravné
Udaje o pfijemci sdélené prijemcem nebo jeho
zastupcem.

Amendment to the Clinical Trial Agreement EMEA / Dodatek ke smlouvé o klinickém hodnoceni EMEA Strana/Page 13 z/of 46

Version December 2016 / Verze prosinec 2016




Annex / Pfiloha -

— EU Standard Contractual Clauses (Controller to Controller) /

Standardni smluvni dolozky EU (Spravce spravci)

EXHIBIT D — EU Standard Contractual Clauses

PRILOHA D — Standardni smluvni dolozky EU

(Controller to Controller)

(od spravce spravci)

SECTION |

ODDIL |

Clause 1 Purpose and scope

Dolozka 1 Uéel a oblast ptisobnosti

(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) Ucelem téchto standardnich smluvnich
dolozek je zajistit dodrZzovani pozadavki
uvedenych v nafizeni Evropského parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Gdajd a o volném pohybu
téchto Udaju (obecné nafizeni o ochrané udajt)
(*) pokud jde o pfedavéni osobnich udajd do
treti zemé.

(b) The Parties:

b) 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 |.A (hereinafter
each ‘data exporter’), and

(i) fyzicka nebo pravnicka osoba ¢i osoby,
organ ¢i organy verejné moci, agentura Ci
agentury nebo jiny subjekt ¢i jiné subjekty (dale
jen ,subjekt” ¢i , subjekty”) predavajici osobni
Udaje, uvedené v pfiloze | ¢asti A (dale jen
»Vvyvozce 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 ¢i subjekty ve treti zemi,
pfijimajici pfimo nebo nepfimo prostrednictvim
jiného subjektu, jenZ je rovnéz stranou téchto
doloZek, osobni Udaje od vyvozce udajd,
uvedené v priloze | ¢asti A (dale jen ,dovozce

o

udaji”)

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

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

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

c) Tyto dolozky se pouziji s ohledem na
predavani osobnich tdajl podle ptilohy | ¢asti 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
pfilohy, na néz se v téchto dolozkach odkazuje,
tvofi nedilnou soucast téchto dolozek.
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Clause 2 Effect and invariability of the Clauses

Dolozka 2 Uéinek a neménnost dolozek

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

a) Tyto dolozky stanovi vhodné zaruky,
véetné vymahatelnych prdv subjektu udajt a
ucinné pravni ochrany, podle ¢l. 46 odst. 1 a ¢l.
46 odst. 2 pism. c) nafizeni (EU) 2016/679 a s
ohledem na predavani udajl od spravcl
zpracovatelim a/nebo od zpracovatel(
zpracovatelim, standardni smluvni dolozky
podle ¢l. 28 odst. 7 natizeni (EU) 2016/679,
pokud nebudou zménény, s vyjimkou vybéru
vhodného modulu (vhodnych modult) nebo za
Ucelem pridani nebo aktualizace informaci v
dodatku. To smluvnim strandm nebrdani v tom,
aby zahrnuly standardni smluvni dolozky
stanovené v téchto dolozkach do Sirsi smlouvy
a/nebo pridaly dalsi dolozky nebo dodatecné
zaruky, pokud nebudou pfimo nebo neptimo v
rozporu s témito dolozkami nebo nebudou
dotéena zakladni prava nebo svobody subjekt
udaju.

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

b) Témito dolozkami nejsou dotéeny
povinnosti, které se vztahuji na vyvozce udajl
na zakladé nafizeni (EU) 2016/679.

Clause 3 Third-party beneficiaries

Dolozka 3 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 udaji se mohou jako
opravnéné treti strany ve vztahu k vyvozci
a/nebo dovozci Udaji dovolavat téchto dolozek
a vymahat je, a to s ndsledujicimi vyjimkami:

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

(ii) Clause 8 —Clause 8.5 (e) and Clause (ii) dolozka 8 — dolozka 8.5 pism. e) a
8.9(b); dolozka 8.9 pism. b

(iii) (intentionally left blank);

(iii)

(UmysIné ponechano prazdné);

(iv) Clause 12 —Clause 12(a) and (d);

(iv) dolozka 12 - dolozka 12 pism. a) a d)

(v) Clause 13;

(v) dolozka 13;

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

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

(vii)  Clause 16(e);

(vii)

dolozka 16 pism. e);
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(viii)  Clause 18 —Clause 18(a) and (b).

(viii)  dolozka 18 — dolozka 18 pism. a) a b).

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

b) Pismenem a) nejsou dotcena prava
subjektd Gdajd podle natizeni (EU) 2016/679.

Clause 4 Interpretation Dolozka 4 Vyklad
(a) Where these Clauses use terms that are | a) Pokud tyto dolozky pouZivaji pojmy,

defined in Regulation (EU) 2016/679, those
terms shall have the same meaning as in that
Regulation.

které jsou vymezeny v nafizeni (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 tfeba Cist a vykladat s
ohledem na 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 nebudou vykladany
Zadnym zpusobem, ktery by byl v rozporu s
pravy a povinnostmi stanovenymi v nafizeni
(EU) 2016/679.

Clause 5 Hierarchy

DolozZka 5 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 ptipadé rozporu mezi témito dolozkami a
ustanovenimi souvisejicich dohod mezi
stranami, které existovaly v dobé sjednani
téchto dolozek, nebo které byly uzavieny az po
jejich sjednani, maji tyto dolozky prednost.

Clause 6

Dolozka 6

Description of the transfer(s)

Popis predavani

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

Podrobnosti tykajici se predavani, zejména
kategorie osobnich Udaj, které jsou predavany,
a ucel nebo ucely, pro které jsou predavany,
jsou uvedeny v pfiloze | ¢asti B.

Clause 7 — Optional Docking clause

DoloZka 7 — volitelna Dolozka o pfistoupeni

(a) An entity that is not a Party to these
Clauses may, with the agreement of the Parties,

a) Subjekt, ktery neni stranou téchto
dolozek, mlze se souhlasem stran k témto
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accede to these Clauses at any time, either as a
data exporter or as a data importer, by
completing the Appendix and signing Annex L.A.

dolozkam kdykoli pfistoupit, bud' jako vyvozce
udajli, nebo jako dovozce Udajl, a to vyplnénim
dodatku a podepsanim prilohy | ¢asti A.

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

b) Poté, co pristupujici subjekt vyplni
dodatek a podepise pfilohu | ¢ast A, stane se
stranou téchto dolozek a ma prdva a povinnosti
vyvozce Udajd nebo dovozce Udajl v souladu se
svym urcenim v pfiloze | ¢asti A.

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

c) Pristupujici subjekt nemad zadna prava
ani povinnosti na zakladé téchto dolozek
plynouci z obdobi pred tim, nez se stal stranou.

SECTION Il — OBLIGATIONS OF THE PARTIES

ODDIL Il - POVINNOSTI STRAN

Clause 8 Data protection safeguards

Dolozka 8 Zaruky ochrany udaja

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 Udajli zarucuje, Ze vynaloZil pfimérené
usili, aby mohl stanovit, zda je dovozce udaj
schopen — zavedenim vhodnych technickych a
organizacnich opatfeni — plnit své povinnosti
podle téchto dolozek.

8.1 Purpose limitation

8.1 Ucelové omezeni

The data importer shall process the personal
data only for the specific purpose(s) of the
transfer, as set out in Annex I.B. It may only
process the personal data for another purpose:

Dovozce Udajl zpracovava osobni Udaje pouze
pro konkrétni ucel nebo ucely predani v souladu
s prilohou | ¢asti B. Osobni Gdaje muze
zpracovavat pro jiny ucel pouze tehdy, pokud:

(i) where it has obtained the data subject’s | (i) ziskal predchozi souhlas subjektu Udajq;
prior consent;
(ii) where necessary for the establishment, | (ii) je to nezbytné pro urceni, vykon nebo

exercise or defence of legal claims in the
context of specific administrative, regulatory or
judicial proceedings; or

obhajobu pravnich narokd v ramci zvlastnich
spravnich, regulac¢nich nebo soudnich fizeni,
nebo

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

(iii) je to nezbytné pro ochranu Zivotné
dllezitych zajma subjektu udajd nebo jiné
fyzické osoby.
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8.2 Transparency

8.2 Transparentnost

(a) In order to enable data subjects to
effectively exercise their rights pursuant to
Clause 10, the data importer shall inform them,
either directly or through the data exporter:

a) Aby subjekty Udajd mohly Gcinné
vykonavat sva prava podle dolozky 10, dovozce
udajl je informuje pfimo nebo prostrednictvim
vyvozce Udaja:

(i) of its identity and contact details; (i) o své totoznosti a kontaktnich udajich;
(i) of the categories of personal data (ii) o kategoriich zpracovavanych osobnich
processed; udaju;

(iii)

Clauses;

of the right to obtain a copy of these

(iii)

o pravu ziskat kopii téchto dolozek;

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

(iv) pokud ma v umyslu osobni Udaje dale
predat jakékoli tfeti strané nebo strandam, o
prijemci nebo kategoriich prijemc (podle
potfeby za ucelem poskytnuti smysluplnych
informaci), o Ucelu takového dalsiho predavani
a o dlvodu pro dalsi predavani podle dolozky
8.7.

(b) Paragraph (a) shall not apply where the
data subject already has the information,
including when such information has already
been provided by the data exporter, or
providing the information proves impossible or
would involve a disproportionate effort for the
data importer. In the latter case, the data
importer shall, to the extent possible, make the
information publicly available.

b) Pismeno a) se nepouzije, pokud subjekt
udajl jiz tyto informace ma, a to i v pfipadé, ze
tyto informace jiz poskytl vyvozce udajl, nebo
pokud je poskytnuti téchto informaci nemozné
nebo by to pro dovozce Gdaji znamenalo
neptimérené usili. V druhém pfipadé dovozce
udajd informace v maximalni mozné mire
zverejni.

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

c) Strany poskytnou subjektu udajl na
pozadani a bezplatné kopii téchto dolozek,
véetné dodatku, ktery tyto strany vyplnily. V
rozsahu nezbytném k ochrané obchodniho
tajemstvi nebo jinych divérnych informaci,
véetné osobnich udajl, mohou strany pred
sdilenim kopie upravit ¢ast znéni dodatku, ale
poskytnou smysluplné shrnuti, pokud by jinak
subjekt idajd nebyl schopen porozumét jeho
obsahu nebo uplatnit sva prava. Strany
poskytnou subjektu udajl na pozadani dlivody
uvedenych Uprav, a to v co nejvétsi mozné mire,
aniz by byly upravené informace odhaleny.
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(d) Paragraphs (a) to (c) are without
prejudice to the obligations of the data exporter
under Articles 13 and 14 of Regulation (EU)
2016/679.

(d) Pismeny a) aZ c) nejsou dotceny
povinnosti vyvozce Udaji podle ¢lankd 13 a 14
nafizeni (EU) 2016/679.

8.3 Accuracy and data minimisation

8.3 Prfesnost a minimalizace udajd

(a) Each Party shall ensure that the
personal data is accurate and, where necessary,
kept up to date. The data importer shall take
every reasonable step to ensure that personal
data that is inaccurate, having regard to the
purpose(s) of processing, is erased or rectified
without delay.

a) Kazda strana zajisti, aby osobni idaje
byly pfesné a v pfipadé potreby aktualizovany.
Dovozce Udajl prijme veskera smysluplna
opatreni, aby zajistil, Ze osobni Udaje, které jsou
nepresné, budou s ohledem na ucel nebo ucely
zpracovani bezodkladné vymazany nebo
opraveny.

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

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

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

c) Dovozce Udajl zajisti, aby osobni Gdaje
byly pfimérené, relevantni a omezené na to, co
je nezbytné z hlediska ucelu nebo Gceld, pro
které jsou zpracovavany.

8.4 Storage limitation

8.4 Omezeni uloZeni

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

Dovozce Udaji uchova osobni Udaje pouze po
dobu nezbytnou pro ucéel nebo ucely, pro ktery
(které) jsou zpracovavany. Prijme vhodna
technicka nebo organizacéni opatfeni k zajisténi
dodrzovani této povinnosti, véetné vymazani
nebo anonymizace Gdajl (%) a vech zéloh na
konci doby uchovavani.

8.5 Security of processing

8.5 Zabezpeceni zpracovani

(a) The data importer and, during
transmission, also the data exporter shall
implement appropriate technical and
organisational measures to ensure the security
of the personal data, including protection
against a breach of security leading to
accidental or unlawful destruction, loss,
alteration, unauthorised disclosure or access

a) Dovozce Udajl a béhem predavani také
vyvozce Udajl pfijmou vhodna technicka a
organizacni opatreni k zajisténi zabezpeceni
osobnich udajl, véetné ochrany pred porusenim
zabezpeceni vedoucim k ndhodnému nebo
protipravnimu zniceni, ztraté, zméné nebo
neopravnénému poskytnuti nebo zpfistupnéni
(dale jen ,poruseni zabezpeceni osobnich
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(hereinafter ‘personal data breach’). In
assessing the appropriate level of security, they
shall take due account of the state of the art,
the costs of implementation, the nature, scope,
context and purpose(s) of processing and the
risks involved in the processing for the data
subject. The Parties shall in particular consider
having recourse to encryption or
pseudonymisation, including during
transmission, where the purpose of processing
can be fulfilled in that manner.

udaji“). Pfi posuzovani vhodné Urovné
zabezpeceni radné zohledni aktudlIni stav
techniky, ndklady na provedeni, povahu, rozsah,
kontext a Ucel nebo ucely zpracovani a rizika pro
subjekt Gdajl spojena se zpracovanim. Strany
zejména zvazi pouziti Sifrovani nebo
pseudonymizace, a to i béhem predavani, pokud
Ize timto zpUsobem splnit Ucel zpracovani.

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

b) Strany se dohodly na technickych a
organizacnich opatfenich stanovenych v pfiloze
Il. Dovozce Udaju provadi pravidelné kontroly,
aby zajistil, Ze tato opatreni stale poskytuji
odpovidajici uroven zabezpeceni.

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

c) Dovozce Udaju zajisti, aby se osoby
opravnéné zpracovavat osobni Udaje zavazaly k
mlcenlivosti, nebo aby se na né vztahovala
zakonnd povinnost mlicenlivosti.

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

(d) V pfipadé poruseni zabezpeceni
osobnich Gdaju tykajicich se osobnich udajl
zpracovavanych dovozcem udajli podle téchto
dolozZek pfijme dovozce udaji vhodna opatreni
k feseni poruseni zabezpeceni osobnich udajq,
véetné opatreni ke zmirnéni jeho moznych
nepfiznivych Gcinka.

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

(e) V ptipadé poruseni zabezpeceni
osobnich udaju, které by mohlo vést k ohroZeni
prav a svobod fyzickych osob, dovozce Udaj
bez zbyteéného odkladu informuje vyvozce
Udaja i pfislusny dozorovy Grad v souladu s
dolozkou 13. Toto ohlaseni obsahuje i) popis
povahy daného pfipadu poruseni zabezpeceni
osobnich udaju (véetné, pokud je to mozné,
kategorii a pfiblizného poctu dotéenych
subjektd Udajd a kategorii a pfiblizného
mnozstvi dotc¢enych zaznamU osobnich Gdaja),
ii) jeho pravdépodobnych dusledkd, iii) popis
opatreni, ktera byla pfijata nebo byla navrzena s
cilem vyresit dané poruseni zabezpeceni, a iv)
udaje kontaktniho mista, kde Ize ziskat vice
informaci. Neni-li mozné, aby dovozce udaju
veskeré informace poskytl souc¢asné, mohou byt
poskytnuty postupné bez dalsiho zbytecného
odkladu.
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(f) In case of a personal data breach that is
likely to result in a high risk to the rights and
freedoms of natural persons, the data importer
shall also notify without undue delay the data
subjects concerned of the personal data breach
and its nature, if necessary in cooperation with
the data exporter, together with the
information referred to in paragraph (e), points
ii) to iv), unless the data importer has
implemented measures to significantly reduce
the risk to the rights or freedoms of natural
persons, or notification would involve
disproportionate efforts. In the latter case, the
data importer shall instead issue a public
communication or take a similar measure to
inform the public of the personal data breach.

(f) V pripadé poruseni zabezpeceni
osobnich udaju, které pravdépodobné bude
predstavovat vysoké riziko pro prdva a svobody
fyzickych osob, dovozce udajli rovnéz bez
zbytecného odkladu poda hlaseni dotéenym
subjektdim Gdajl o poruseni zabezpeceni
osobnich udajl a jeho povaze — v pfipadé
potieby ve spolupraci s vyvozcem udajl — a sdéli
jim také informace uvedené v pism. e) bodu ii)
az iv), pokud dovozce Udajl nezavedl opatfeni
za Ucelem znacného snizeni rizika pro prava a
svobody fyzickych osob nebo pokud dané
hlaseni nevyZaduje nepfimérené Usili. V
posledné uvedeném pfipadé dovozce udaju
misto toho vyda vefejné oznameni nebo zajisti
obdobné opatreni, kterym verejnost o poruseni
zabezpeceni osobnich udajl informuje.

(g) The data importer shall document all
relevant facts relating to the personal data
breach, including its effects and any remedial
action taken, and keep a record thereof.

(8) Dovozce Udaji dokumentuje veskeré
relevantni skutec¢nosti tykajici se poruseni
zabezpeceni osobnich udaju, véetné jeho Ucinkd
a pfijatych ndpravnych opatteni, a vede si o tom
zaznamy.

8.6 Sensitive data

8.6 Citlivé udaje

Where the transfer involves personal data
revealing racial or ethnic origin, political
opinions, religious or philosophical beliefs, or
trade union membership, genetic data, or
biometric data for the purpose of uniquely
identifying a natural person, data concerning
health or a person’s sex life or sexual
orientation, or data relating to criminal
convictions or offences (hereinafter ‘sensitive
data’), the data importer shall apply specific
restrictions and/or additional safeguards
adapted to the specific nature of the data and
the risks involved. This may include restricting
the personnel permitted to access the personal
data, additional security measures (such as
pseudonymisation) and/or additional
restrictions with respect to further disclosure.

Jestlize predavani zahrnuje osobni idaje
vypovidajici o rasovém nebo etnickém plvodu,
politickych ndzorech, ndbozenském vyznani
nebo filozofickém presvédcéeni nebo ¢lenstvi v
odborech, genetické udaje nebo biometrické
Udaje za ucelem jedinec¢né identifikace fyzické
osoby, Udaje o zdravotnim stavu ¢i o sexudlnim
Zivoté nebo sexualni orientaci fyzické osoby
nebo Udaje tykajici se rozsudkl v trestnich
vécech nebo trestnych ¢inl (dale jen ,citlivé
udaje”), dovozce Udaju uplatni zvlastni omezeni
a/nebo dodatecné zaruky prizpisobené zvlastni
povaze Udajl a souvisejicim rizikiim. To mUzZe
zahrnovat omezeni personalu, ktery ma povolen
pfistup k osobnim Udajim, dodatecna
bezpecnostni opatieni (jako je pseudonymizace)
a/nebo dodatecna omezeni s ohledem na dalsi
zptistupnéni.

8.7 Onward transfers

8.7 Dalsi pfedavani

The data importer shall not disclose the

Dovozce Udajl nezpfistupni osobni Gdaje treti
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personal data to a third party located outside
the European Union (%) (in the same country as
the data importer or in another third country,
hereinafter ‘onward transfer’) unless the third
party is or agrees to be bound by these Clauses,
under the appropriate Module. Otherwise, an
onward transfer by the data importer may only
take place if:

strané se sidlem mimo Evropskou unii (?) (ve
stejné zemi jako dovozce Udajll nebo v jiné treti
zemi, ddle jen ,dalsi predavani“), ledaze by tato
tfeti strana byla podle pfislusného modulu
témito dolozkami vdzana nebo by souhlasila s
tim, Ze jimi bude vazana. K dalSimu ptedani
dovozcem udaju jinak mlze dojit pouze tehdy,
pokud:

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

(i) se provadi do zemé, ktera vyuziva
rozhodnuti o odpovidajici ochrané podle ¢lanku
45 natizeni (EU) 2016/679, jenz upravuje dalsi
predavani;

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

(ii) tfeti strana jinak zajistuje vhodné zaruky
podle ¢lankl 46 nebo 47 nafizeni (EU)
2016/679 s ohledem na dotéené zpracovani;

(iii)  the third party enters into a binding
instrument with the data importer ensuring
the same level of data protection as under
these Clauses, and the data importer provides
a copy of these safeguards to the data
exporter;

(iii)  trfeti strana uzavie s dovozcem udajli
zavazny instrument zajistujici stejnou Uroven
ochrany udaju jako podle téchto doloZek a
dovozce Udajli poskytne kopii téchto zaruk
vyvozci udaju;

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

(iv)  je to nezbytné pro urceni, vykon nebo
obhajobu pravnich narokd v ramci zvlastnich
spravnich, regulacnich nebo soudnich fizeni;

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

(v) je to nezbytné pro ochranu Zivotné
dllezitych zajma subjektu udajl nebo jiné
fyzické osoby, nebo

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

(vi)  pokud neplati Zadna z dalsich
podminek, dovozce udajl ziskal vyslovny
souhlas subjektu udaja s dalsim pfedavanim v
konkrétni situaci poté, co jej informoval o jeho
Ucelu nebo Ucelech, totoznosti pfijemce a
moznych rizicich, ktera pro néj vyplyvaji z
takového predavani vzhledem k nedostatku
vhodnych zaruk ochrany udaju. V takovém
pfipadé dovozce udajl informuje vyvozce
udajli a na Zadost vyvozce udajll mu preda
kopii informaci poskytnutych subjektu udaja.

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

Na jakékoli dalsi predavani se vztahuje
podminka, Ze dovozce Udaji dodrzi vSechny
ostatni zaruky podle téchto dolozek, zejména
Ucelové omezeni.
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8.8 Processing under the authority of the data

8.8 Zpracovani z povéieni dovozce udaju

importer

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

Dovozce Udaju zajisti, aby jakakoli osoba, ktera
jednd z jeho povéreni, véetné zpracovatele,
zpracovavala Udaje pouze na zakladé jeho
pokyn.

8.9 Documentation and compliance

8.9 Dokumentace a plnéni povinnosti

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

a) Kazda strana musi byt schopna prokazat
pInéni svych povinnosti podle téchto dolozek.
Dovozce Udajl zejména vede pfislusnou
dokumentaci o ¢innostech zpracovani, za jejichz
provadéni odpovida.

(b) The data importer shall make such
documentation available to the competent
supervisory authority on request.

b) Dovozce Udaja tuto dokumentaci na
pozadani zpfistupni prisluSnému dozorovému
uradu.

Clause 9 Use of sub-processors

DoloZka 9 VyuZiti diléich zpracovatelt

(intentionally left blank)

(UmysIné ponechdno prazdné)

Clause 10 Data subject rights

DoloZka 10 Prava subjektd tdaja

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

a) Dovozce Udaju, pfipadné za pomoci
vyvozce Udaju, vyfizuje vesSkeré dotazy a Zadosti,
které obdrzi od subjektu udaj(, tykajici se
zpracovani jeho osobnich udajl a vykonu jeho
prav podle téchto doloZek, a to bez zbytecného
odkladu a nejpozdéji do jednoho mésice od
obdrzZeni dotazu nebo Zadosti. (10) Dovozce
udajll prijme vhodna opatreni k usnadnéni
vyfizovani téchto dotazl, Zadosti a vykonu prav
subjektu udajh. Veskeré informace poskytované
subjektu udaji musi byt ve srozumitelném a
snadno pristupném znéni za poufZiti jasnych a
jednoduchych jazykovych prostredk.
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(b) In particular, upon request by the data
subject the data importer shall, free of charge:

b) Na Zadost subjektu Gdaja dovozce udaju
zejména bezplatné:

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

(i) poskytne subjektu Gdajl potvrzeni o
tom, zda se zpracovavaji osobni Udaje, které se
ho tykaji, a v takovém pfipadé mu poskytne
kopii udaj, které se ho tykaji, a informace
uvedené v priloze |; pokud osobni Udaje byly
nebo budou dale predavany, poskytne
informace o pfijemcich nebo kategoriich
prijemc (podle potreby za ucelem poskytnuti
smysluplnych informaci), kterym osobni udaje
byly nebo budou ddle predavany, ucel téchto
dalsich predani a jejich divod v souladu s
doloZkou 8.7; a poskytne informace o pravu
podat stiznost u dozorového uradu v souladu s
dolozkou 12 pism. c) bodem i);

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

(ii) opravi neptesné nebo nelplné Udaje
tykajici se subjektu udaju;

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

(iii) vymaze osobni Udaje tykajici se subjektu
udajli, pokud tyto udaje jsou nebo byly
zpracovavany v rozporu s kteroukoli z téchto
dolozek, ktera zajistuje prava nalezejici
opravnéné treti strané, nebo pokud subjekt
udajl odvold souhlas, na kterém je zpracovani
zaloZeno.

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

c) Pokud dovozce udajd zpracovava osobni
Udaje pro ucely ptimého marketingu, prestane
je pro tyto Ucely zpracovavat, vznese-li proti
tomu subjekt udajl namitky.

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

(d) Dovozce Udajl nepfijme rozhodnuti
zalozené vyhradné na automatizovaném
zpracovani predavanych osobnich udajl (dale
jen ,automatizované rozhodnuti“), které by
mélo pravni Ucinky tykajici se subjektu udajl
nebo by ho obdobné vyznamné ovlivnilo, ledaze
by k tomu subjekt udajd dal vyslovny souhlas,
nebo pokud by mu to bylo na zakladé pravnich
predpist zemé urceni povoleno, za
predpokladu, Ze takové pravni predpisy stanovi
vhodna opatfeni na ochranu prav a
opravnénych zajm( subjektu udajl. V tomto
pripadé dovozce udajl, v pfipadé potreby ve
spolupraci s vyvozcem udaju:

(i) inform the data subject about the
envisaged automated decision, the envisaged

i) informuje subjekt udajl o
predpoklddaném automatizovaném rozhodnuti,
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consequences and the logic involved; and

predpokladanych dlsledcich a pouzitém
postupu a

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

ii) zavede vhodna ochranna opatieni,
pfinejmensim tim, Ze umozZni subjektu udaj
napadnout rozhodnuti, vyjadfit svlij nazor a
dosahnout prezkumu provddéného clovékem.

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

e) JestliZze jsou Zadosti subjektu udajd
neprimérené, zejména proto, Ze se opakuji,
mzZe dovozce Udaj bud' uloZit priméreny
poplatek, v némz budou zohlednény
administrativni naklady souvisejici s vyhovénim
dané zadosti, nebo mlze odmitnout Zadosti
vyhovét.

(f) The data importer may refuse a data
subject’s request if such refusal is allowed
under the laws of the country of destination and
is necessary and proportionate in a democratic
society to protect one of the objectives listed in
Article 23(1) of Regulation (EU) 2016/679.

f) Dovozce Udaja muze Zadost subjektu
udajli odmitnout, pokud je takové odmitnuti
umoznéno podle prava zemé uréenia je v
demokratické spolecnosti nezbytné a pfimérené
za Ucelem ochrany jednoho z cild uvedenych v
¢l. 23 odst. 1 natizeni (EU) 2016/679.

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

g) Pokud ma dovozce udajd v umyslu
zadost subjektu Udaja odmitnout, informuje
subjekt udaji o dlivodech odmitnuti a moznosti
podat stiznost u pfislusného dozorového uradu
a/nebo pozadat o soudni ochranu.

Clause 11 Redress

Dolozka 11 Ndprava

(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 Udajl transparentné a ve
snadno pfistupném formatu informuje subjekty
udajli prostrednictvim individualniho oznameni
nebo na svych internetovych strankach o
kontaktnim misté opravnéném vyfizovat
stiznosti. Takové misto neprodlené vyfridi
jakékoli stiznosti, které od subjektu udajl
pfijme.

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

b) V pripadé sporu mezi subjektem udajl a
jednou ze smluvnich stran tykajiciho se
dodrzovani téchto dolozek vyvine tato strana
veskeré usili k tomu, aby takovou zélezZitost
vyfesSila smirné a vcas. Strany se o téchto
sporech navzajem informuji a v pfislusnych
pfipadech pfi jejich fesSeni spolupracuiji.
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(c) Where the data subject invokes a third-
party beneficiary right pursuant to Clause 3, the
data importer shall accept the decision of the
data subject to:

c) Pokud se subjekt Gdaji dovolava prava
ve prospéch opravnéné tieti strany podle
dolozky 3, dovozce Udaju akceptuje rozhodnuti
subjektu udaju:

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

(i) podat stiznost u dozorového uradu v
¢lenském staté svého obvyklého bydlisté nebo
mista vykonu prace nebo u pfislusného
dozorového uradu podle dolozky 13;

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

(ii) postoupit spor prislusnym soudlim ve
smyslu dolozky 18.

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

(d) Strany jsou srozumeény, Ze subjekt udaju
mUze byt zastoupen neziskovym subjektem,
organizaci nebo sdruzenim za podminek
stanovenych v ¢l. 80 odst. 1 nafizeni (EU)
2016/679.

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

(e) Dovozce Udajd dodrZuje rozhodnuti
zdvazné podle platného prava EU nebo
¢lenského statu.

() The data importer agrees that the
choice made by the data subject will not
prejudice his/her substantive and procedural
rights to seek remedies in accordance with
applicable laws.

(f) Dovozce Udajd souhlasi s tim, Ze vybér
provedeny subjektem udajl nebude mit vliv na
jeho hmotna a procesni prava poZadovat
napravu v souladu s platnymi pravnimi predpisy.

Clause 12 Liability

Dolozka 12 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 strana je vici druhé
strané/ostatnim stranam odpovédna za
jakoukoli Gjmu, kterou druhé strané/ostatnim
stranam pfi poruseni téchto doloZek zpUsobi.

(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 strana je odpovédna vici
subjektu udajl a subjekt udaji ma narok na
nahradu jakékoli hmotné nebo nehmotné Ujmy,
kterou strana zpUsobi subjektu udaj porusenim
prav nalezejicich oprdvnéné treti strané na
zakladé téchto doloZek. Tim neni dot¢ena
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,

c) Pokud je za Ujmu zplsobenou subjektu
udajli v disledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou
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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.

spole¢nou a nerozdilnou odpovédnost viechny
odpovédné strany a subjekt Gdajl je opravnén
proti kterékoli z téchto stran podat Zalobu u
soudu.

(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 ze smluvnich stran odpovédna podle
pismene c), je opravnéna pozadovat od druhé
smluvni strany/ostatnich smluvnich stran zpét
¢ast nahrady Ujmy odpovidajici jeji
odpovédnosti za Ujmu.

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

(e) Dovozce Udajld se nem(ze dovolavat
jednani zpracovatele nebo dil¢iho zpracovatele,
aby se vyhnul své vlastni odpovédnosti.

Clause 13 Supervision

Dolozka 13 Dohled

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

a) Pokud je vyvozce udajl usazen v
¢lenském staté EU:] Dozorovy Ufad uvedeny v
priloze | ¢asti C, ktery je odpovédny za zajisténi,
Ze vyvozce Udaja dodrzuje nafizeni (EU)
2016/679, pokud jde o pfedavani udaja, jedna
jako pfislusny dozorovy urad..

[Where the data exporter is not established in
an EU Member State, but falls within the
territorial scope of application of Regulation
(EU) 2016/679 in accordance with its Article 3(2)
and has appointed a representative pursuant to
Article 27(1) of Regulation (EU) 2016/679:] The
supervisory authority of the Member State in
which the representative within the meaning of
Article 27(1) of Regulation (EU) 2016/679 is
established, as indicated in Annex I.C, shall act
as competent supervisory authority.

[Pokud vyvozce Udajl neni usazen v ¢lenském
staté EU, ale spada do Uzemni plsobnosti
nafizeni (EU) 2016/679 v souladu s jeho ¢l. 3
odst. 2 a jmenoval zastupce podle ¢l. 27 odst. 1
narizeni (EU) 2016/679:] Dozorovy Urad
¢lenského statu — uvedeny v pfiloze | ¢asti C—, v
némz je usazen zastupce ve smyslu ¢l. 27 odst. 1
nafizeni (EU) 2016/679, jedna jako pfislusny
dozorovy urad.

[Where the data exporter is not established in
an EU Member State, but falls within the
territorial scope of application of Regulation
(EU) 2016/679 in accordance with its Article 3(2)
without however having to appoint a
representative pursuant to Article 27(2) of
Regulation (EU) 2016/679:] The supervisory

[Pokud vyvozce Udajl neni usazen v ¢lenském
staté EU, ale spada do Uzemni plsobnosti
nafizeni (EU) 2016/679 v souladu s jeho ¢l. 3
odst. 2, aniz by vSak musel jmenovat zadstupce
podle €l. 27 odst. 2 natizeni (EU) 2016/679:]
Dozorovy urad jednoho z ¢lenskych statd, v
nichz se nachazeji subjekty udaju, jejichz osobni
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authority of one of the Member States in which
the data subjects whose personal data is
transferred under these Clauses in relation to
the offering of goods or services to them, or
whose behaviour is monitored, are located, as
indicated in Annex I.C, shall act as competent
supervisory authority.

Udaje jsou predavany podle téchto dolozek v
souvislosti se zboZim nebo sluzbami jim
nabizenymi, nebo jejichz chovani je
monitorovano, uvedeny v ptiloze | ¢asti C, jedna
jako ptislusny dozorovy urad.

(b) The data importer agrees to submit
itself to the jurisdiction of and cooperate with
the competent supervisory authority in any
procedures aimed at ensuring compliance with
these Clauses. In particular, the data importer
agrees to respond to enquiries, submit to audits
and comply with the measures adopted by the
supervisory authority, including remedial and
compensatory measures. It shall provide the
supervisory authority with written confirmation
that the necessary actions have been taken.

b) Dovozce Udaja souhlasi, Ze se podfidi
pravomoci pfislusného dozorového uradu a
bude s nim spolupracovat v ramci vSech
postupll zamérenych na zajisténi dodrZzovani
téchto doloZek. Dovozce Udajll zejména
souhlasi, ze bude reagovat na dotazy,
podrobovat se auditim a dodrZovat opatreni
prijata dozorovym uradem, véetné ndpravnych a
kompenzacnich opatfeni. Dozorovému ufadu
poskytne pisemné potvrzeni, Ze byla pfijata
nezbytna opatreni.

SECTION Il = LOCAL LAWS AND OBLIGATIONS

ODDIL Il - MiSTNi PRAVNi PREDPISY A

IN CASE OF ACCESS BY PUBLIC AUTHORITIES

POVINNOSTI V PRIPADE PRISTUPU ORGANU

VEREJNE MOCI

Clause 14 Local laws and practices affecting

Dolozka 14 Mistni pravni predpisy a postupy

compliance with the Clauses

maijici 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.

a) Strany zarucuji, Ze nemaji divod se
domnivat, Ze pravni predpisy a postupy ve treti
zemi urceni, které se vztahuji na zpracovani
osobnich Udaji dovozcem udaju, véetné
jakychkoli poZzadavki na zpfistupnéni osobnich
udajll nebo opatieni, kterymi se povoluje
pfistup orgdniim verejné moci, brani dovozci
udaja pfi plnéni svych povinnosti podle téchto
dolozZek. To je zaloZeno na predpokladu, ze
pravni predpisy a postupy, které respektuji
podstatu zakladnich prav a svobod a
neprekracuji to, co je vdemokratické
spolecnosti nezbytné a pfimérené k zajisténi
jednoho z cilG uvedenych v ¢l. 23 odst. 1
nafizeni (EU) 2016/679, nejsou v rozporu s
témito dolozkami.

(b) The Parties declare that in providing the

b) Smluvni strany prohlasuji, Ze pfi
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warranty in paragraph (a), they have taken due
account in particular of the following elements:

poskytovani zaruky uvedené v pismenu a)
naleZité zohlednily zejména nasledujici prvky:

(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 predani, véetné
délky zpracovatelského fetézce, poctu
zapojenych subjektll a pouzitych kanall pro
prenos udajd, zamyslené dalsi predani, druh
prijemce, Ucely zpracovani, kategorie a format
predavanych osobnich Gdajli, hospodarské
odveétvi, v némz se preddvani uskutecnuje,
misto, kde se predané udaje uchovavaiji;

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

(ii) pravni pfedpisy a postupy tfeti zemé
urceni — véetné téch, které vyzaduji zpfistupnéni
udajli organim verejné moci nebo povoluji
pfistup téchto organli — relevantni s ohledem na
konkrétni okolnosti ptedani, jakoz i pouzitelna
omezeni a 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) veskeré prislusné smluvni, technické
nebo organizacni zaruky zavedené za Ucelem
doplnéni zaruk podle téchto dolozek, véetné
opatreni uplatfnovanych béhem predani a
zpracovani osobnich udajd v zemi uréeni.

(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 Udaja zarucuje, Ze pfi
provadéni posouzeni podle pismene b) vynalozil
maximalni Usili, aby poskytl vyvozci udajl
relevantni informace, a souhlasi s tim, Ze bude
pti zajistovani dodrZovani téchto dolozek s
vyvozcem Udaju i nadale spolupracovat.

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

(d) Strany souhlasi, Ze posouzeni podle
pismene b) zdokumentuji a na pozadani
zptistupni prislusnému dozorovému uradu.

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

(e) Dovozce Udajd souhlasi s tim, Ze
neprodlené uvédomi vyvozce Udajl, pokud ma
po vyjadieni souhlasu s témito ustanovenimi a
po dobu trvani smlouvy dlivod se domnivat, Ze
se na néj vztahuji, nebo se zacaly vztahovat
pravni pfedpisy nebo postupy, které nejsou v
souladu s pozadavky podle pismene a), ato i po
zméné v pravnich predpisech tfeti zemé nebo
opatieni (jako je napfiklad Zadost o poskytnuti
udajll), jez svédci o tom, Ze uplatriovani téchto
pravnich predpisl v praxi neni v souladu s
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pozadavky uvedenymi v pismeni 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 udajl jinak ddvod se
domnivat, Ze dovozce Udajl jiz nemuze plnit své
povinnosti na zakladé téchto dolozek, vyvozce
udajd neprodlené urci vhodna opatreni (napf.
technicka nebo organizacni opatreni k zajisténi
bezpecnosti a dlivérnosti), kterd ma prijmout
vyvozce Udajd a/nebo dovozce Udaji k feseni
situace. Vyvozce Udajli pozastavi predavani
udajli, pokud se domniva, Ze pro toto predavani
nemohou byt zajistény zadné vhodné zaruky,
nebo pokud mu dd pokyn [pokud jde o modul 3:
spravce nebo] pfislusny dozorovy urad. V tomto
pripadé je vyvozce Udajl opravnén vypoveédét
smlouvu, pokud jde o zpracovani osobnich
Udajl podle téchto dolozek. Jestlize smlouva
zahrnuje vice neZ dvé smluvni strany, mize
vyvozce Udajd toto pravo na vypovézeni uplatnit
pouze ve vztahu k prislusné strané, pokud se
strany nedohodly jinak. Jestlize je smlouva
vypovézena podle této dolozky, pouzije se
dolozka 16 pism. d) a e).

Clause 15 Obligations of the data importer in

DoloZka 15 Povinnost dovozce udaju v pfipadé

case of access by public authorities

pfistupu organu verejné 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 Udaju souhlasi s tim, Ze
neprodlené uvédomi vyvozce Udajq, a je-li to
mozné, subjekt udaju (v pfipadé potreby s
pomoci vyvozce udaju), 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) a zakladé pravnich predpisti zemé
urceni obdrzi prdvné zavaznou zadost od organu
verejné moci, v€etné soudnich organd, o
zptistupnéni osobnich Udajl predanych podle
téchto dolozZek; takové oznameni obsahuje
informace o pozadovanych osobnich udajich,
dozadujicim orgdnu, pravnim zdkladu zZadosti a
poskytnuté odpovédi, nebo

(ii) becomes aware of any direct access by
public authorities to personal data transferred

(ii) se dozvi o jakémbkoli pfimém pfistupu
organ( verejné moci k osobnim udajiim
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pursuant to these Clauses in accordance with
the laws of the country of destination; such
notification shall include all information
available to the importer.

predavanym podle téchto doloZek v souladu s
pravnimi pfedpisy zemé uréeni; takové
oznameni obsahuje vSechny informace
dostupné dovozci.

(b) If the data importer is prohibited from
notifying the data exporter and/or the data
subject under the laws of the country of
destination, the data importer agrees to use its
best efforts to obtain a waiver of the
prohibition, with a view to communicating as
much information as possible, as soon as
possible. The data importer agrees to document
its best efforts in order to be able to
demonstrate them on request of the data
exporter.

b) Pokud je podle pravnich predpisti zemé
urceni dovozci Udaju zakdzano informovat
vyvozce Udajd a/nebo subjekt udajh, souhlasi
dovozce Udajl s tim, Ze za Ucelem co
nejrychlejsiho sdéleni co nejvétsiho mnozstvi
informaci vynalozi maximalni usili, aby od
tohoto zédkazu bylo upusténo. Dovozce udajl
souhlasi, Ze zdokumentuje své maximalni usili,
aby je mohl na Zadost vyvozce udajli prokazat.

(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) Je-li to povoleno pravnimi predpisy
zemé urceni, dovozce Udaju souhlasi, Ze bude
poskytovat vyvozci Udaja v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantnéjsi informace o pftijatych
Zadostech (zejména informace o poctu Zadosti,
druhu poZadovanych Gdajl, doZzadujicim organu
nebo orgdnech, zda byly tyto Zadosti 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 Udajd souhlasi s tim, Ze po
dobu trvani smlouvy bude informace podle
pismene a) azZ c) uchovavat a na vyzadani je
poskytne pfisluSnému 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 Udajl podle dolozky 14 pism. e) a
dolozky 16 neprodlené informovat vyvozce
udaju, pokud neni schopen tyto dolozky
dodrZovat.

15.2 Review of legality and data minimization

15.2 Prezkum zakonnosti a minimalizace

udaju

(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

a) Dovozce Udajd souhlasi s tim, Ze
prezkoumad zakonnost zaddosti o poskytnuti
udajli, zejména zda neprekrocila meze
pravomoci udélenych doZadujicimu organu
verejné moci, a Ze zadost napadne, pokud po
peclivém posouzeni dojde k zavéru, ze existuji
opodstatnéné dlivody se domnivat, Ze Zadost je
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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).

podle pravnich predpisti zemé urceni, platnych
zadvazk( podle mezinarodniho prava a zésad
mezindrodni zdvofilosti protiprdvni. Dovozce
udajli za stejnych podminek vyuziva moznosti
odvoldni. Pfi napadeni Zadosti dovozce Udajl
pfijme predbéZna opatfeni s cilem pozastavit
ucinky zadosti, dokud pfislusny soudni organ
nerozhodne o jeji opodstatnénosti. Nezpfistupni
pozadované osobni udaje, dokud mu takova
povinnost nebude stanovena na zakladé
platnych procesnich pravidel. Témito pozadavky
nejsou dotceny povinnosti dovozce Udajl podle
dolozky 14 pism. e).

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

b) Dovozce udajl souhlasi, Ze
zdokumentuje své pravni posouzeni i jakékoli
napadeni Zadosti o poskytnuti Gdajl a v rozsahu
povoleném pravnimi predpisy zemé urceni
zptistupni dokumentaci vyvozci Udajl. Na
pozdadani ji rovnéz zpfistupni pfislusSnému
dozorovému uradu.

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

c) Dovozce Udajd souhlasi s poskytnutim
minimalniho pfipustného mnoZstvi informaci pfi
odpovédi na Zadost o zpfistupnéni, a to na
zakladé priméreného vykladu Zadosti.

SECTION IV — FINAL PROVISIONS

ODDIL IV — ZAVEREENA USTANOVENI

Clause 16 Non-compliance with the Clauses

DoloZka 16 NedodrZeni doloZek a vypovézeni

and termination

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

a) Dovozce Udajl neprodlené informuje
vyvozce Udajud, 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) Pokud dovozce udajd porusi tyto
dolozky nebo neni schopen tyto dolozky
dodrzZet, vyvozce Udajl pozastavi predavani
osobnich Gdajd dovozci udajl, dokud neni
dodrZovani opét zajisténo nebo smlouva
vypovézena. Timto neni dotfena dolozka 14
pism. f).
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(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 Udajll je opravnén vypovédét
smlouvu v rozsahu, v némz se jedna o
zpracovani osobnich tdajl 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 Udajl pozastavil pfedavani
osobnich Udaji dovozci Udaji podle pism. b) a
dodrZovani téchto doloZek neni v pfimérené
IhGté a v kazdém pfipadé do jednoho mésice od
pozastaveni obnoveno;

(ii) the data importer is in substantial or
persistent breach of these Clauses; or

ii) dovozce udajli 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 Udajll nedodrzi zavazné
rozhodnuti prislusSného soudu nebo dozorového
Uradu tykajiciho 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 takovych pfipadech o nedodrzeni informuje
pfislusny dozorovy urad. Pokud smlouva
zahrnuje vice nez dvé smluvni strany, muize
vyvozce Udajl toto pravo na vypovézeni uplatnit
pouze ve vztahu k prislusné strané, pokud se
strany nedohodly jinak.

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

d) Osobni Udaje, které byly predany pred
vypovézenim smlouvy podle pismene c), musi
byt podle volby vyvozce udaji neprodlené
vraceny vyvozci Udajd nebo vymazany v celém
rozsahu. To samé se uplatni ve vztahu k
veskerym kopiim udajl. Dovozce uUdajd potvrdi
vyvozci Udaju, Ze byly udaje vymazany. Dokud
nejsou Udaje vymazany nebo vraceny, dovozce
udajd nadale zajistuje soulad s témito
dolozkami. V pfipadé, Ze se na dovozce udajl
vztahuji mistni pravni pfedpisy, které mu
zakazuji pfedané osobni Udaje vratit nebo
vymazat, dovozce Udajd zarucuje, Ze bude i
nadale zajistovat dodrzovéni téchto dolozek a
bude Udaje zpracovavat pouze v takovém
rozsahu a tak dlouho, jak to uvedené mistni
pravo vyzaduje.

(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)

(e) Kterakoli ze stran mlzZe odvolat svUj
souhlas s tim, Ze bude vazana témito dolozkami,
pokud i) Evropska komise prijme rozhodnuti
podle €l. 45 odst. 3 natizeni (EU) 2016/679
tykajici se predavani osobnich udajl, na které se
tyto doloZzky vztahuji, nebo ii) se nafizeni (EU)
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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.

2016/679 stane soucasti pravniho rdmce zemé,
do které jsou osobni Udaje predavany. Tim
nejsou dotéeny dalsi povinnosti vztahujici se na
dotéené zpracovani podle nafizeni (EU)
2016/679.

Clause 17 Governing law

DoloZka 17 Rozhodné pravo

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

Tyto dolozky se Fidi pravem jednoho z ¢lenskych
statl EU, pokud takové pravo umoziiuje
uplatfiovat prava naleZejici opravnéné treti
strané. Strany se dohodly, Ze se budou fidit
pravem Ceské Republiky.

Clause 18 Choice of forum and jurisdiction

Dolozka 18 Volba soudu a pfisluSnost

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

1. Veskeré spory vyplyvajici z téchto
dolozZek budou feseny soudy ¢lenského statu
EU.

2. The Parties agree that those shall be the
courts of the country of the Institution as
specified in the Clinical Trial Agreement (Czech
republic).

2. Strany se dohodly, Ze se budou fidit
soudy zemé instituce, jak je uvedeno ve
smlouvé o klinickém hodnoceni (Ceské
Republiky).

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

3. Subjekt Gdajd mlze rovnéz zahdjit
soudni Fizeni proti vyvozci Udajl a/nebo dovozci
udaji pred soudy ¢lenského statu, v némz ma
subjekt Gdaja své obvyklé bydlisté.

4, The Parties agree to submit themselves
to the jurisdiction of such courts.

4, Smluvni strany se dohodly, Ze se
prislusnosti téchto soudud podfidi.

APPENDIX

DODATEK

EXPLANATORY NOTE:

VYSVETLIVKY:

It must be possible to clearly distinguish the
information applicable to each transfer or

Musi byt mozné jasné rozlisit informace, které
se vztahuji na kazdé predani nebo kazdou
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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 be achieved through one
appendix. However, where necessary to ensure
sufficient clarity, separate appendices should be
used.

kategorii pfedani, a vtomto ohledu urcit
pfislusnou dlohu/pfislusné dlohy stran v
postaveni vyvozce/vyvozcl Udajd a/nebo
dovozce/dovozcl udaji. To nemusi nutné
vyZadovat vyplnéni a podepsani samostatnych
dodatkl pro kazdé predani/kategorii predani
a/nebo smluvni vztah, pokud lze této
transparentnosti dosdhnout prostfednictvim
jednoho dodatku. Pokud je to vSak nutné k
zajisténi dostatecné srozumitelnosti, mély by se
pouzit samostatné dodatky.

ANNEX |

PRILOHA |

A. LIST OF PARTIES

A. SEZNAM SMLUVNICH STRAN

Data exporter(s):

Vyvozce (vyvozci) udaju::

1. Name: Fakultni nemocnice v Motole

1. Jméno/ndazev: Fakultni nemocnice v
Motole

Address: with registered offices at V Uvalu 84,
Praha 5, 150 06, Czech Republic

Adresa: se sidlem na V Uvalu 84, Praha 5, 150
06, Czech Republic

Contact person’s name, position and contact
details: See notice section of the Clinical Trial
Agreement.

Jméno, funkce a kontaktni tidaje kontaktni
osoby: Viz ¢ast o ozndmeni smlouvy o klinickém
hodnoceni.

Activities relevant to the data transferred
under these Clauses: See Clinical Trial
Agreement.

Cinnosti relevantni pro predavani tdajii na
zakladé téchto dolozek: Viz Smlouva o
klinickém hodnoceni.

Signature and date: See signature of the Clinical
Trial Agreement, which these SCCs relate to.

Podpis a datum: Viz podpis smlouvy o klinickém
hodnoceni, ke které se tyto SCC vztahuiji.

Role (controller/processor): Controller

Uloha (spravce/zpracovatel): Spravce

Contact information to the Data Exporter(s)

Kontaktni udaje vyvozce (vyvozct) udajt DPO:

DPO: dpo@fnmotol.cz

dpo@fnmotol.cz_

Data importer(s):

Dovozce nebo dovozci udaja:

1. Name: A. Janssen Research &

1. Jméno/néazev: A. Janssen
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Development, LLC

Research & Development, LLC

Address: 920 Route 202 South Raritan, New
Jersey 08869 USA

Adresa: 920 Route 202 South Raritan, New
Jersey 08869 USA

Contact person’s name, position and contact
details: See notice section of the Clinical Trial
Agreement.

Jméno, funkce a kontaktni udaje kontaktni
osoby: Viz ¢ast o ozndmeni smlouvy o klinickém
hodnoceni.

Activities relevant to the data transferred
under these Clauses: See Clinical Trial
Agreement.

Cinnosti relevantni pro predavani Gdajii na
zakladé téchto dolozek: Viz Smlouva o
klinickém hodnoceni.

Signature and date: See signature of the Clinical
Trial Agreement, to which these SCCs relate.

Podpis a datum: Viz podpis smlouvy o klinickém
hodnoceni, ke které se tyto SCC vztahuiji.

Role (controller/processor): Controller

Uloha (spravce/zpracovatel): Spravce

Contact information to the Data Importer(s)

Kontaktni udaje dovozce (dovozct) udaju DPO:

DPO: emeaprivacy@its.jnj.com

emeaprivacy@its.jnj.com

B. DESCRIPTION OF TRANSFER

B. POPIS PREDANI

Categories of data subjects whose personal data

Kategorie subjektd Udajd, jejichZ osobni udaje

is transferred

se predavaiji

The personal data transferred concern the
following categories of data subjects:

Predavané osobni Udaje se tykaji nasledujicich
kategorii subjektl udaju:

o Scientific and medical research subjects. | o Subjekty védeckého a Iékarského
vyzkumu.
o Scientific and medical research . Védect a lIékarsti zkousejici a jejich

investigators and their staff, including, but not
limited to, physicians and other health care
professionals involved in administration of
scientific research.

personal, mimo jiné véetné |ékaru a dalsich
zdravotnickych pracovnikl zapojenych do
spravy védeckého vyzkumu.

o Other individuals involved in data
exporter’s scientific and medical research (who
may include consultants, representatives of
service providers and business partners,
government officials, and individuals who report
adverse events and product quality complaints,
among others).

. Dalsi osoby zapojené do védeckého a
Iékarského vyzkumu vyvozce udajd (mimo jiné
konzultanti, zastupci poskytovatell sluzeb a
obchodnich partner(, vladni Urednici a osoby,
které hlasi nezadouci prihody a stiZznosti na
kvalitu produkt).

Categories of personal data transferred

Kategorie predavanych osobnich tdajd
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The personal data transferred concern the
following categories of data:

Predavané osobni Udaje se tykaji nasledujicich
kategorii udaju:

. For scientific and medical research
subjects, personal details may include: key-
coded information, other relevant identifiers
(e.g., patient number); gender; age or age
category (e.g., adolescent, adult, elderly) or
date of birth (if necessary), associated health
condition(s), medical history, and relevant
family history.

. U subjektd védeckého a lékarského
vyzkumu mohou osobni Udaje zahrnovat:
kédované informace, dalsi relevantni
identifikatory (napf. Cislo pacienta); pohlavi; vék
nebo vékovou kategorii (napr. dospivajici,
dospély, starsi) nebo datum narozeni (pokud je
to nutné), souvisejici zdravotni stav (stavy),
anamnézu a relevantni rodinnou anamnézu.

. For health care providers, or other
points of contact, scientific and medical
investigators and their staff, and other
individuals involved in scientific and medical
research, personal details may include: contact
information and other related information, such
as name, address, e-mail and telephone details,
gender, and professional licenses and affiliations
provided as part of their credentials.

. U poskytovatel(l zdravotni péce nebo
jinych kontaktnich mist, védeckych a Iékarskych
zkousejicich a jejich personalu a dalSich osob
zapojenych do védeckého a lékarského vyzkumu
mohou osobni Udaje zahrnovat: kontaktni Udaje
a dalsi souvisejici informace, jako je jméno,
adresa, e-mail a telefonni Udaje, pohlavi a
profesni licence a pfidruzeni poskytnuté jako
soucast jejich prihlasovacich udaju.

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.

Citlivé udaje, které se predavaiji (v pfislusnych
pfipadech), a uplatnéna omezeni nebo zaruky,
jez plné zohlednuji povahu udajd a souvisejici
rizika, napfiklad pfisné ucelové omezeni,
omezeni pfistupu (véetné pfistupu pouze pro
zaméstnance, ktefi absolvovali specializované
Skoleni), vedeni zdznamu o pfistupu k tdajlm,
omezeni pro dalsi preddvani nebo dodatec¢na
bezpecnostni opatteni.

. For research subjects, sensitive data
may include: key-coded information concerning
certain health conditions and treatments,
health-related information concerning adverse
events and product quality complaints (if
provided to the data exporter), and
demographic information that may include race,
ethnicity or other sensitive data that may be
relevant to the adverse event (if provided to the
data exporter).

. U subjektd vyzkumu mohou citlivé udaje
zahrnovat: kédované informace tykajici se
urcitych zdravotnich stav( a lécby, zdravotni
informace tykajici se nezadoucich pfihod a
stiznosti na kvalitu pfipravku (pokud jsou
poskytnuty vyvozci Udajll) a demografické
Udaje, které mohou zahrnovat rasu, etnicky
plvod nebo jiné citlivé udaje, které mohou byt
relevantni pro nezddouci pfihodu (pokud jsou
poskytnuty vyvozci udajud).

. See security measures in Annex Il.
Security measures include access only for staff
having followed specialised training, keeping a
record of access to the data, restrictions for
onward transfers, and key-coding the
information.

. Viz bezpecénostni opatfeni v pfiloze Il.
Bezpecnostni opatieni zahrnuji pfistup pouze
pro zaméstnance, ktefi absolvovali
specializované skoleni, vedeni zaznaml

o pristupu k udajim, omezeni pro dalsi pfenosy
a kédovani informaci.

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

Cetnost predavani (napf. zda jsou Gdaje
predavany jednorazové nebo pribéziné).
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basis).

. Data is transferred continuously in as
required under the study protocol.

. Udaje jsou pribézné prenaseny v
souladu s pozadavky protokolu studie.

Nature of the processing

Povaha zpracovani

o The processing concerns the execution
of a clinical trail, as further specified in the
study protocol.

. Zpracovani se tyka provadeéni klinické
stopy, jak je dale specifikovano v protokolu
studie.

Purpose(s) of the data transfer and further
processing

Uéel nebo ucely pfedani udajd a dalsi
zpracovani

. The transfer of personal data
concerning research subjects is performed for
the purpose of executing a clinical trail, as
further specified in the study protocol.

. Predavani osobnich udaju tykajicich se
subjektll vyzkumu se provadi za ucelem
provadeéni klinického hodnoceni, jak je dale
specifikovano v protokolu studie.

. Personal data concerning other
categories of data subjects is processed for the
purpose of performing activities under the
Agreement and as required to satisfy any legal
or regulatory obligations.

. Osobni udaje tykajici se jinych kategorii
subjektl udajl jsou zpracovavany za ucelem
provadéni ¢innosti podle této smlouvy a podle
potfeby za ucelem spInéni jakychkoli zakonnych
nebo regulacnich povinnosti.

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

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

. Any personal data will be retained as
long as required considering the regulatory and
legal requirement to retain records associated
with the clinical trial and to satisty the research
objectives associated with the clinical trial.

o Veskeré osobni Udaje budou
uchovavany tak dlouho, jak to bude nutné s
ohledem na regulacni a pravni pozadavek
uchovavat zaznamy souvisejici s klinickym
hodnocenim a s ohledem na cile vyzkumu
souvisejici s klinickym hodnocenim.

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

Pokud jde o predavani (dil¢im) zpracovatellim,
rovnéz uvedte predmét, povahu a trvani
zpracovani

o Any transfer to (sub-) processors is
made for the same subject matter, and nature
as described above. A (sub-) processor will only
process personal data as long as necessary in
order for such a (sub-) processor to deliver the
services to the controller, and shall thereafter
return or delete any personal data based on the
instructions of the controller, which holds to
contract with the (sub-) processor.

. Jakykoli pfenos (dil¢im) zpracovatelim
se provadi pro stejny predmét a povahu, jak je
popsdano vyse. (Dilci) zpracovatel bude
zpracovavat osobni Udaje pouze po dobu
nezbytnou k tomu, aby takovy (dil¢i) zpracovatel
mohl poskytovat sluzby sprdvci, a poté vrati
nebo vymaze jakékoli osobni Udaje na zakladé
pokyn( spravce, ktery ma uzavienou smlouvu

s (dil¢im) zpracovatelem.

C. COMPETENT SUPERVISORY AUTHORITY

z

C. PRISLUSNY DOZOROVY URAD
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Identify the competent supervisory
authority/ies in accordance with Clause 13

Identifikujte ptislusny dozorovy orgén/y v
souladu s ¢lankem 13

Office for Personal Data Protection
Pplk. Sochora 27

170 00 Prague 7

Czech Republic

Tel. +420 234 665 111

Email: posta@uoou.cz

Website: http://www.uoou.cz/

Utad pro ochranu osobnich udaja,
Pplk. Sochora 27

17000 Praha 7

Tel. +420 234 665 111

Email: posta@uoou.cz

Website: http://www.uoou.cz/

ANNEX I

PRILOHA Il

TECHNICAL AND ORGANISATIONAL MEASURES

TECHNICKA A ORGANIZACNI OPATRENI

INCLUDING TECHNICAL AND ORGANISATIONAL

VCETNE TECHNICKYCH A ORGANIZACNICH

MEASURES TO ENSURE THE SECURITY OF THE

OPATRENI K ZAJISTENI ZABEZPECENI UDAJU

DATA

EXPLANATORY NOTE:

VYSVETLIVKY:

The technical and organisational measures must
be described in specific (and not generic) terms.
See also the general comment on the first page
of the Appendix, in particular on the need to
clearly indicate which measures apply to each
transfer/set of transfers.

Technickd a organizacni opatifeni musi byt
popsana konkrétné (nikoli obecné). Viz také
obecnou poznamku na prvni strance dodatku,
tykajici se zejména potieby jasné uvést, kterd
opatieni se vztahuji na kazdé jednorazové nebo
souborné predani.

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

Popis technickych a organizaénich opatfeni
zavedenych dovozcem nebo dovozci Udajl
(véetné veskerych pfislusnych certifikaci) za
Ucelem zajisténi vhodné Urovné zabezpeceni s
pfihlédnutim k povaze, rozsahu, kontextu a
Ucelu zpracovani a rizikim pro prava a svobody
fyzickych osob.

1. Information Security Policies and Standards

1. Zasady a standardy zabezpeceni informaci
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The Data Importer will implement security
requirements for staff and all subcontractors,
Service Providers, or agents who have access to
Personal Data. These are designed to:

Dovozce Udajl zavede bezpecnostni pozadavky
na zaméstnance a vSechny subdodavatele,
poskytovatele sluzeb nebo zastupce, ktefi maji
pristup k osobnim udajlim. Jsou navrzeny tak,
aby:

o Prevent unauthorized persons from
gaining access to Personal Data processing
systems (physical access control);

. zabranily neoprdvnénym osobam
v pfistupu k systémim zpracovani osobnich
udajl (fyzicka kontrola pfistupu);

. Prevent Personal Data processing
systems being used without authorization
(logical access control);

. zabranily pouzivani systému zpracovani
osobnich Gdajd bez opravnéni (logicka kontrola
pfistupu);

. Ensure that persons entitled to use a
Personal Data processing system gain access
only to such Personal Data as they are entitled
to access in accordance with their access rights
and that, in the course of Processing or use and
after storage, Personal Data cannot be read,
copied, modified or deleted without
authorization (data access control);

. zajistily, aby osoby opravnéné pouzivat
systém zpracovani osobnich udajl ziskaly
pristup pouze k takovym osobnim udajim, ke
kterym maji narok na pfistup v souladu se svymi
pfistupovymi pravy, a aby v pribéhu zpracovani
nebo pouZivani a po uloZeni osobni udaje
nemohly byt bez opravnéni cteny, kopirovany,
upravovany nebo vymazany (kontrola pfistupu k
udajim);

. Ensure that Personal Data cannot be
read, copied, modified or deleted without
authorization during electronic transmission,
transport or storage, and that the target entities
for any transfer of Personal Data by means of
data transmission facilities can be established
and verified (data transfer control);

. zajistily, aby osobni Gdaje nemohly byt
Cteny, kopirovany, upravovany nebo mazany
bez opravnéni béhem elektronického prenosu,
pfenosu nebo uchovavani a aby bylo mozné
zridit a ovéfit cilové subjekty pro jakykoli prenos
osobnich udajl prostfednictvim zatizeni pro
prenos udaja (kontrola prenosu udaja);

- Ensure the establishment of an audit
trail to document whether and by whom
Personal Data have been entered into, modified
in, or removed from Personal Data Processing
(entry control);

- zajistily vytvoreni auditniho zaznamu,
ktery bude dokumentovat, zda a kym byly
osobni Udaje zadany, upraveny nebo
odstranény ze zpracovani osobnich tudaja
(kontrola vstupu);

- Ensure that Personal Data are
Processed solely in accordance with the
Instructions (control of instructions);

- zajistily, aby osobni Gdaje byly
zpracovavany vyhradné v souladu s pokyny
(kontrola pokynu);

o Ensure that Personal Data are protected
against accidental destruction or loss
(availability control); and

. zajistily, aby byly osobni udaje chranény
pred ndhodnym zni¢enim nebo ztratou
(kontrola dostupnosti); a

. Ensure that Personal Data collected for
different purposes can be processed separately
(separation control).

. zajistily, aby osobni Udaje shromazdéné
pro rGzné ucely mohly byt zpracovavany
oddélené (kontrola oddéleni).
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These rules are kept up to date and revised
whenever relevant changes are made to the
information system that uses or houses
Personal Data, or to how that system is
organized.

Tato pravidla jsou aktualizovana a revidovana,
kdykoli jsou provedeny pfislusné zmény v
informacnim systému, ktery pouziva nebo
uchovava osobni udaje, nebo podle toho, jak je
tento systém organizovan.

2. Physical Security

2. Fyzické zabezpeceni

The Data Importer will maintain commercially
reasonable security systems at all Data Importer
sites at which an information system that uses
or houses Personal Data is located. The Data
Importer reasonably restricts access to such
Personal Data appropriately.

Dovozce Udajd bude udrZovat komercné
pfimérené bezpecnostni systémy na vsech
pracovistich dovozce Udajl, kde se nachazi
informacni systém, ktery pouziva nebo
uchovava osobni Gidaje. Dovozce Udajl
pfimérené omezuje pristup k takovym osobnim
adajam.

Physical access control has been implemented
for all data centers. Unauthorized access is
prohibited through 24x7 onsite staff, biometric
scanning and security camera monitoring. Data
Centre physical security is audited by an
independent firm.

Pro vSechna datova centra byla
implementovana fyzicka kontrola pfistupu.
Neoprdvnény pristup je zakdzan prostrednictvim
nepretrzitého persondlu na pracovisti,
biometrického skenovani a monitorovani
bezpecnostni kamery. Fyzické zabezpeceni
datového centra je kontrolovdno nezavislou
firmou.

Surveillance camera on entry door is installed
and security monitoring by building
management is implemented.

Je nainstalovdna sledovaci kamera na vstupnich
dvefich a je implementovdno monitorovani
bezpectnosti spravou budovy._

3. Organizational Security

3. Organizaéni bezpeénost

When media are to be disposed of or reused,
procedures have been implemented to prevent
any subsequent retrieval of any Personal Data
stored on them before they are withdrawn from
the inventory. When media are to leave the
premises at which the files are located as a
result of maintenance operations, procedures
have been implemented to prevent undue
retrieval of Personal Data stored on them.

Pokud maji byt média zlikvidovana nebo znovu
poutzita, byly zavedeny postupy, které maiji
zabranit jakémukoli naslednému ziskani
jakychkoli osobnich Gdajl na nich uloZzenych
pred jejich stazenim ze zasob. Pokud média maji
v disledku udrzby opustit prostory, ve kterych
jsou soubory umistény, byly zavedeny postupy
pro zabranéni neopravnénému ziskani osobnich
udaju, které jsou v nich ulozeny.
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Data Importer implemented security policies
and procedures to classify sensitive information
assets, clarify security responsibilities and
promote awareness for employees.

Dovozce Udajl zaved| bezpecnostni zasady a
postupy pro klasifikaci citlivych informacnich
aktiv, objasnéni povinnosti v oblasti zabezpeceni
a podporu povédomi zaméstnancu.

All Personal Data security incidents are
managed in accordance with appropriate
incident response procedures.

Vsechny bezpecnostni incidenty tykajici se
osobnich Udajl jsou fizeny v souladu s
prislusnymi postupy reakce na incidenty.

All sensitive data transmitted by Service
Provider are encrypted while in transit and
when on portable devices or media.

Vsechny citlivé Gdaje prenasené
poskytovatelem sluzeb jsou Sifrovany béhem
pfenosu a na prenosnych zaftizenich nebo
médiich.

4. Network Security

4. Zabezpeceni sité

The Data Importer maintains network security
using commercially available equipment and
industry standard techniques, including
firewalls, intrusion detection systems, access
control lists and routing protocols.

Dovozce Udajd udrZuje zabezpeceni sité pomoci
komercné dostupnych zafizeni a standardnich
technik, véetné bran firewall, systém( detekce
naruseni, seznam fizeni pfistupu a protokol(
smérovani.

5. Access Control

5. Kontrola pfistupu

Only authorized staff can grant, modify or
revoke access to an information system that
uses or houses Personal Data.

Pristup k informacnimu systému, ktery pouziva
nebo uchovava osobni Udaje, mize udélit,
upravit nebo zrusit pouze opravnény personal.

User administration procedures define user
roles and their privileges, how access is granted,
changed and terminated; addresses appropriate
segregation of duties; and defines the
logging/monitoring requirements and
mechanisms.

Postupy spravy uZivatell definuji uzivatelské
role a jejich opravnéni, zplsob udéleni, zmény a
ukonceni pristupu; fesi prislusné oddéleni
povinnosti; a definuje poZzadavky a mechanismy
protokolovani/monitorovani.

All employees of the Data Importer are assigned
unique User-IDs.

Vsem zaméstnanciim dovozce Udaj jsou
pfifazena jedinecna ID uZivatele.
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Access rights are implemented adhering to the
“least privilege” approach.

Pristupova prava jsou implementovana v
souladu s ptistupem ,nejnizsiho opravnéni*.

The Data Importer implements commercially
reasonable physical and electronic security to
create and protect passwords.

Dovozce Udajd implementuje komercéné
prfimérené fyzické a elektronické zabezpeceni k
vytvareni a ochrané hesel.

6. Virus and Malware Controls

6. Kontrola virti a malwaru

The Data Importer installs and maintains anti-
virus and malware protection software on the
system.

Dovozce Udajl nainstaluje a udrzuje v systému
antivirovy a malware software pro ochranu.

7. Personnel

7. Personal

The Data Importer implements a security
awareness program to train personnel about
their security obligations. This program includes
training about data classification obligations;
physical security controls; security practices and
security incident reporting.

Dovozce Udajd implementuje program
informovanosti o bezpecnosti, aby vyskolil
pracovniky o jejich bezpecnostnich
povinnostech. Tento program zahrnuje skoleni o
povinnostech klasifikace dat, fyzické
bezpecénostni kontroly, bezpecnostni postupy a
hlaseni bezpecnostnich incident(.

Service Provider has clearly defined roles and
responsibilities for the employees. Screening is
implemented before employment with terms
and conditions of employment applied
appropriately.

Poskytovatel sluzeb ma jasné definované role a
povinnosti pro zaméstnance. Screening je
implementovan pred zaméstnanim s
prislusnymi podminkami zaméstnani.

Service Provider employees strictly follow
established security policies and procedures.
Disciplinary process will be applied if employees
committed a security breach.

Zameéstnanci poskytovatele sluzeb prisné
dodrzZuji zavedené bezpecnostni zdsady a
postupy. Pokud se zaméstnanci dopusti
poruseni bezpecnosti, bude uplatnén
disciplinarni proces.

8. Business Continuity

8. Kontinuita podnikani

Amendment to the Clinical Trial Agreement EMEA / Dodatek ke smlouvé o klinickém hodnoceni EMEA

Version December 2016 / Verze prosinec 2016

Strana/Page 43 z/of 46




The Data Importer implements appropriate
disaster recovery and business resumption
plans. Data Importer reviews both business
continuity plan and risk assessment regularly.
Business continuity plans are being tested and
updated regularly to ensure that they are up to
date and effective.

Dovozce Udaja implementuje vhodné plany
obnovy po havarii a obnoveni podnikani.
Dovozce Udajl pravidelné kontroluje plan
kontinuity podnikdni i hodnoceni rizik. Plany
kontinuity podnikdni jsou pravidelné testovany
a aktualizovany, aby bylo zajisténo, Ze jsou
aktudlni a ucinné.

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

U predavani (dil¢im) zpracovatelim také popiste
konkrétni technicka a organizaéni opatreni,
ktera ma (dil¢i) zpracovatel pfijmout, aby mohl
poskytnout pomoc sprdvci, a u predavani od
zpracovatele dil¢éimu zpracovateli vyvozci tdaja

In the event any (sub-) processors are engaged
in the processing of personal data technical and
organizational measures as outlined above are
to be applied.

V ptipadé, Ze budou zadni (dil¢i) zpracovatelé
zapojeni do zpracovani technickych a
organizacnich opatfeni osobnich udajq, jak je
uvedeno vyse, budou uplatnéni.

! Where the data exporter is a processor subject
to Regulation (EU) 2016/679 acting on behalf of
a Union institution or body as controller,
reliance on these Clauses when engaging
another processor (sub-processing) not subject
to Regulation (EU) 2016/679 also ensures
compliance with Article 29(4) of Regulation (EU)
2018/1725 of the European Parliament and of
the Council of 23 October 2018 on the
protection of natural persons with regard to the
processing of personal data by the Union
institutions, bodies, offices and agencies and on
the free movement of such data, and repealing
Regulation (EC) No 45/2001 and Decision

No 1247/2002/EC (OJ L 295, 21.11.2018, p. 39),
to the extent these Clauses and the data
protection obligations as set out in the contract
or other legal act between the controller and
the processor pursuant to Article 29(3) of
Regulation (EU) 2018/1725 are aligned. This will
in particular be the case where the controller
and processor rely on the standard contractual

! Pokud je vyvozcem Udajl zpracovatel, na néjz
se vztahuje nafizeni (EU) 2016/679 a ktery jedna
jménem orgdnu nebo subjektu Unie jako
spravce, spoléhani se na tyto dolozky pfi
zapojeni jiného zpracovatele (dil¢i zpracovani),
na kterého se nafizeni (EU) 2016/679
nevztahuje, rovnéz zajistuje soulad s ¢l. 29 odst.
4 nafizeni Evropského parlamentu a Rady (EU)
2018/1725 ze dne 23. fijna 2018 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich Udajl organy, institucemi a jinymi
subjekty Unie, a o volném pohybu téchto udaja
a o zruseni nafizeni (ES) ¢. 45/2001 a rozhodnuti
1247/2002/ES (UF. vést. L 295 ze dne
21.11.2018, s. 39), v rozsahu, v ném?Z jsou tyto
dolozZky a povinnosti tykajici se ochrany udaju
stanovené ve smlouvé nebo jiném pravnim aktu
mezi spravcem a zpracovatelem podle ¢l. 29
odst. 3 nafizeni (EU) 2018/1725 sladény. To
bude zejména pripad, kdy se spravce a
zpracovatel spoléhaji na standardni smluvni
dolozky obsazené v rozhodnuti 2021/915.
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clauses included in Decision 2021/915.

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

’To vyZaduje anonymizaci Gdajti takovym
zpUsobem, aby jiz nikdo nemohl byt nikym
identifikovatelny, v souladu s 26. bodem
odlvodnéni nafizeni (EU) 2016/679, a aby byl
tento proces nevratny.

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

* Dohoda o Evropském hospodéfském prostoru
(Dohoda o EHP) stanovi rozsiteni vnitfniho trhu
Evropské unie o tfi staty EHP, a to Island,
Lichtenstejnsko a Norsko. Dohoda o EHP
zahrnuje pravni predpisy Unie o ochrané udajl,
véetné nafizeni (EU) 2016/679, které jsou
zaclenény do prilohy Xl uvedené dohody.
Jakékoli zpFistupnéni dovozcem udaju treti
strané se sidlem v EHP se proto pro ucely téchto
dolozek nepovazuje za dalsi pfedavani.

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

* Tuto IhGtu Ize v nezbytném rozsahu s
pfihlédnutim ke sloZitosti a poctu Zadosti
prodlouZzit nejvySe o dalsi dva meésice. Dovozce
udajli o takovém prodlouZeni radné a
neprodlené informuje subjekt udaju.

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

> Pokud jde o dopad takovych pravnich pfedpist
a postupu na dodrZovani téchto dolozek, za
soucast celkového posouzeni Ize povazovat
razné prvky. Mezi tyto prvky mohou patfit
relevantni a zdokumentované praktické
zkuSenosti s predchozimi pfipady Zadosti o
zpristupnéni od organl verejné moci nebo
neexistence takovych Zadosti, které pokryvaji
dostatecné reprezentativni ¢asovy ramec. Tyka
se to zejména internich zaznamu nebo jiné
dokumentace, vypracovavané pribézné v
souladu s nélezitou péci a certifikované na
urovni vrcholového vedeni, za predpokladu, Ze
tyto informace Ize v souladu s pravnimi predpisy
sdilet se tfetimi stranami. Pokud se na zakladé
této praktické zkusenosti dospéje k zavéru, ze
dovozci Udaji nebude branéno v dodrzovani
téchto dolozek, je tfeba to podpofit dalSimi
relevantnimi, objektivnimi prvky a je na
smluvnich strandach, aby peclivé zvazily, zda tyto
prvky maji spolec¢né dostatecnou vahu na
podporu tohoto zavéru, pokud jde o jejich
spolehlivost a reprezentativnost. Smluvni strany
musi zejména zohlednit, zda jsou jejich
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practical experience is corroborated and not
contradicted by publicly available or otherwise
accessible, reliable information on the existence
or absence of requests within the same sector
and/or the application of the law in practice,
such as case law and reports by independent
oversight bodies.

praktické zkusenosti potvrzeny verejné
dostupnymi nebo jinak pfistupnymi
spolehlivymi informacemi o existenci i
neexistenci zadosti ve stejném odvétvi a/nebo o
uplatfiovani prava v praxi, jako je napfiklad
judikatura a zpravy nezavislych organt dohledu,
a nejsou s nimi v rozporu.
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