Radiology Services Agreement
Oblastni nemocnice Pfibram / xxx.
Protocol # SGNTUC-028

CONFIDENTIAL

AGREEMENT FOR RADIOLOGY SERVICES

SMLOUVA 0 RADIOLOGICKYCH SLUZBACH

THIS AGREEMENT FOR RADIOLOGY SERVICES
(the “Agreement”) is made and entered into as
of the date of the last signature of the
contracting parties to this Agreement (the
“Effective Date”), by and between Seagen Inc.,
a Delaware corporation, located at 21823 30t
Drive SE, Bothell, WA 98021 USA, represented
by: xxx, (the “Company”) and Oblastni
nemocnice Pribram, a.s. Identification
Number (IC): 27085031, located at Gen. R.
Tesarika 80, 261 01 Pribram I, Czech
Republic, represented by MUDr. Stanislav
Holobrada, Head of the Board of Directors and
Petr Halada, Vice Chairmain of the Board of
Directors (the “Service Provider”’) and xxx ,
with residence at xxx, ICO (Company ID): xxx
(the “Radiologist”). Company and Service

TATO SMLOUVA O  RADIOLOGICKYCH
SLUZBACH (dale jen ,smlouva“) se uzavira ke dni
pripojeni podpisu posledni ze stran k této
Smlouvé (dale jen ,datum ucinnosti“), mezi
spoletnosti Seagen Inc., spole¢nosti ziizenou
ve staté Delaware se sidlem na adrese 21823
30th Drive SE, Bothell WA 98021 USA,
zastoupena xxx, (dale jen ,spole¢nost‘) and
Oblastni nemocnici Piibram, a.s. ICO:
27085031, adresa: Gen. R. Tesarika 80, 261 01
P¥ibram I, Ceska republika, zastoupenou MUDr.

Stanislavem Holobradou, predsedou
predstavenstva a Petrem Haladou,
mistopfedsedou predstavenstva (dale jen

,posKytovatel sluzeb) a xxx, bytem xxx ICO:
xxx  (dale jen ,radiolog“). Spoletnost a
poskytovatel sluZzeb a radiolog jsou vtomto

development of Tucatinib (the “Product”).

Provider and Radiologist are collectively | dokumentu spole¢né oznacovani jako ,strany”.
referred to herein as “Parties”.

BACKGROUND ZAKLADNI INFORMACE

A. The Company is engaged in the | A. Spoletnost je zapojena do vyvoje

Tucatinib (dale jen ,produkt”).

B. Service Provider has been engaged by
Company to perform certain Services (defined
below) which relate to the clinical research
study entitled “A randomized, double- blind,
phase 3 study of tucatinib or placebo in
combination with trastuzumab and
pertuzumab as maintenance therapy for
metastatic HER2+ breast cancer
(HER2CLIMB-05)” (the “Clinical Trial” or
“Study” ) bearing protocol number SGNTUC-
028, as may be amended from time to time (the

B. Poskytovatel sluzeb byl najat
spoletnosti  k provadéni urcitych sluzeb
(definovanych nize), které se tykaji klinické
vyzkumné studie s nazvem ,Randomizovana,
dvojité zaslepena studie faze 3 hodnotici
tukatinib nebo placebo v kombinaci s
trastuzumabem a pertuzumabem jako
udrZovaci 1lécbu metastatického HER2+
karcinomu prsu (HER2CLIMB-05)“ (dale jen
,Klinické hodnoceni“ nebo ,Studie” ) s ¢islem
protokolu SGNTUC-028, ve znéni pripadnych
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“Protocol”)
reference.

incorporated herein by this

dodatki (dale jen ,protokol”), které jsou zde
zaclenény timto odkazem.

C. The Company wishes to have xxx (the
“Principal Investigator”) conduct the Clinical
Trial described in the Protocol at the xxx,
Identification Number (ICO) xxx, at the address:
xxX, using the Product and the facilities and
certain resources of the Service Provider. The
Protocol is incorporated into this Agreement by
this reference.

C. Spolecnost si preje, aby xxx (dale jen
yhlavni  zKouSejici“) provadél Klinické
hodnoceni popsané v protokolu v xxx , ICO: xxx,
na adrese: xxx , za pomoci vyuZiti radiologickych
sluZeb poskytovatele sluzeb. Protokol je do této
smlouvy zaclenén timto odkazem.

1. The Services. Service Provider and
Radiologist will perform the services for
Subjects in the Clinical Trial as set forth in
Exhibit B (the “Services”) in accordance with
the Protocol and/or Company written
instructions; and in conformance with: (i) the
FDA Form 1572, (ii) all applicable laws, rules
and regulations including, but not limited to,
those governing the conduct of the Clinical Trial,
applicable regulations of the U.S. Food and Drug
Administration (“FDA”), regulations and
guidelines of the European Medicines Authority
(“EMA”) and good clinical practice of the FDA,
privacy laws and rules and regulations related
to protected health information and the
International Conference on Harmonization for
Good Clinical Practice (“ICHGCP”) guidelines,
and (iii) the highest standards of the industry
practice (collectively, “Applicable Law”)

Radiology services will be provided by xxx, at
the address of Service Provider: Oblastni
nemocnice Pribram, a.s., Podbrdska 269,
261 01 Pribram V - Zdaboft, Czech Republic.

1. Sluzby Poskytovatel sluzeb a radiolog
budou poskytovat sluzby subjektiim klinického
hodnoceni, jak je stanoveno v priloze B (dale jen
,sluzby“), v souladu s protokolem a/nebo
pisemnymi pokyny spole¢nosti; a vsouladu s: (i)
formulafem FDA 1572, (ii) vSemi platnymi
zakony, pravidly a predpisy, zejména témi, které
upravuji provadéni Kklinického hodnoceni,
prislusnymi predpisy amerického Utadu pro
kontrolu potravin a léc¢iv (,Food and Drug
Administration, FDA"), predpisy a smérnicemi
Evropské agentury pro lécivé pripravky
(European Medicines Authority, dale jen
»,EMA") a spravnou klinickou praxi FDA, zakony
a pravidly o ochrané osobnich udaji a predpisy
tykajicimi se chranénych zdravotnich informaci
a smérnicemi Mezinarodni konference pro
harmonizaci spravné klinické praxe (dale jen

JCHGCP*) a (iii) nejvy$Simi oborovymi
standardy (spole¢né splatné pravni
predpisy”).

Radiologické sluzby budou poskytovany
radiologem xxx, na adrese poskytovatele

Oblastni nemocnice Piibram, a.s., Podbrdska
269, Ptibram V - Zdabo¥, 261 95 Piibram, Ceska
republika.
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(a) “Subject” means a person who is
properly enrolled and
participating in the Clinical Trial.
For purposes of this Agreement,
a human subject who is
“properly enrolled” shall mean a
human subject who has met the
inclusion/exclusion criteria as
set forth in the Protocol and who
has signed the informed consent
form for the Clinical Trial and
any other authorization form
required by Applicable Law
regarding data protection and
privacy.

zu

»Subjekt hodnoceni“ znamena
osobu, ktera je radné zarazena a
Ucastni se klinického hodnoceni.
Pro ucely této smlouvy se
lidskym subjektem, ktery je
,Spravné  zarazen“, rozumi
lidsky subjekt, ktery splnil
Kritéria pro zarazeni/vyrazeni
stanovena v protokolu a ktery

(a)

podepsal formular
informovaného souhlasu pro
Klinické hodnoceni a jakékoli
jiné  povoleni  vyzadované
platnymi  predpisy ohledné
ochrany osobnich udaji a
soukromi.

2. The Company undertakes to order and
Service Provider and Radiologist undertakes to
perform Services associated with only such
bone scan examination in accordance with §
71/1 point a) of Act No. 373/2011 Coll. on
Specific Health Services (hereinafter as ,ASHS")
for which a direct benefit to the health of
persons will be demonstrated in comparison
with an injury that may be caused by medical
radiation exposure associated with the
examination. The Company further agrees that
it will not order Services, which would lead to
the exposure of healthy individuals or patients
voluntarily participating in biomedical research
program, including those exposures that do not
have a direct health benefit for the person
undergoing the exposure ( § 72/2 ASHS).

2. Spoletnost se =zavazuje objednavat a
poskytovatel sluzeb a radiolog se zavazuje
provést sluzby spojené pouze s takovym
vySetrenim skenu kosti, ve smyslu § 71, odst. 1,
pism. a) zakona ¢. 373/2011 Sb. o specifickych
zdravotnich sluzbach (dale jen ,ZSZS“), u néhoz
bude prokazan piimy ptinos pro zdravi osoby
ve srovnani s Ujmou, kterou mize lékarské
ozareni spojené s vySetfenim zplsobit.
Spolecnost se dale zavazuje, Ze nebude
objednavat sluzby, které by vedly k ozareni
zdravych osob nebo pacienti v ramci
dobrovolné ucasti na biolékarském vyzkumném
programu, v€etné téch ozateni, ktera nemaji mit
ptrimy zdravotni pfinos pro osoby podstupujici
ozareni (§ 72 odst. 2 ZSZS).

Provider and Radiologist according to the
Payment Terms and Scope of Services and Costs,
attached hereto as Exhibit A and Exhibit B

2. Payment for Services. 2. Platba za sluzby.
(a) Company will pay the Service (a) Spolecnost zaplati poskytovateli

sluzeb a radiologovi v souladu s platebnimi
podminkami a rozsahem sluzeb a nakladi, které
jsou pripojeny k této smlouveé jako priloha A a
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respectively, upon receipt of invoices and other
appropriate documentation as specified therein.
All amounts set forth in Exhibits A and B are
inclusive of all direct, indirect, overhead and
other costs and will remain firm for the duration
of the Clinical Trial, unless otherwise agreed in
writing by the Parties via an Amendment to this
Agreement.

priloha B, po obdrZeni faktur a dalsi ptislusné
dokumentace, jak se v nich uvadi. VSechny
¢astky uvedené v prilohach A a B zahrnuji
vSechny ptimé, neprimé, rezijni a jiné naklady a
zlistanou neménné po dobu trvani Kklinického
hodnoceni, pokud se smluvni strany pisemné
nedohodnou jinak prostfednictvim dodatku k
této smlouvé.

(b) The Service Provider and
Radiologist hereby agrees that, and shall ensure
that, no Subject or third party will be charged for
any aspect of treatment or Subject care for
which the Service Provider and Radiologist has
invoiced or been paid under this Agreement.

(b) Poskytovatel sluzeb a radiolog
se timto zavazuji a zajisti, Ze Zadnému subjektu
ani treti strané nebudou uctovany poplatky za
zadnou cast 1écby nebo péce o subjekt
hodnoceni, které poskytovatel sluzeb a radiolog
fakturoval nebo za které jim bylo zaplaceno
podle této smlouvy.

(© The Parties acknowledge and
agree that the compensation provided for
Service Provider’s and Radiologist’s
performance under the Agreement represents
the fair market value for the Services.

(© Smluvni strany berou na védomi
a souhlasi s tim, Ze odména poskytnuta
poskytovateli sluZzeb a radiologovi za plnéni
podle této smlouvy predstavuje spravedlivou
trzni hodnotu sluZeb.

(d) Service Provider and Radiologist
acknowledges and agrees that the Service
Provider and Radiologist is solely responsible
for the payment of any and all contributions and
taxes imposed by any applicable government
authority with respect to or measured by
compensation paid to employees or
independent contractors of Service Provider.

(d) Poskytovatel sluzeb a radiolog
berou na védomi a souhlasi s tim, Ze co se tyce
odmén placenych zaméstnancim nebo
nezavislym dodavateltim, poskytovatel sluzeb a
radiolog nesou vyhradni odpovédnost za
uhradu veskerych prispévkl a dani uloZenych
jakymkoli prislusnym statnim orgadnem.

force by the date of its signature by the last party
and will become effective upon the Effective
Date and continue in force until completion of

3. Term and Termination. 3. Doba platnosti a ukonceni.
(a) This Agreement shall enter into (a) Tato smlouva vstupuje

v platnost dnem podpisu posledni ze smluvnich
stran a nabude ulinnosti k datu ucinnosti a
zlistane v platnosti do uplného provedeni
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the Services or earlier termination by either
party in accordance with this clause.

sluzeb, pokud nebude ukoncena drive v souladu
s ustanovenimi tohoto ¢lanku.

(b) This Agreement and the
performance of the Services may be terminated
by Company and/or Company at any time and
for any reason upon thirty (30) days written
notice, or immediately upon written notice to
the Service Provider and Radiologist for any of
the following reasons: (i) health and safety
reasons of Clinical Trial Subjects, (ii) material
unauthorized deviations from the Protocol or
reporting requirements, (iii) regulatory agency
actions relating to the Clinical Trial or the
Product or a comparator drug used in the
Clinical Trial.

(b) Tato smlouva i poskytovani
sluzeb mohou byt kdykoli a z jakéhokoli diivodu
ukonceny ze strany spolecnosti pisemnou
vypovédi s tricetidenni (30) vypovédni dobou
nebo okamZité na zakladé pisemného ozndmeni
poskytovateli sluZeb a radiologovi z kteréhokoli
z nasledujicich ddvodd: (i) zdravotni a
bezpecnostni divody subjektt klinického
hodnoceni, (ii) podstatné neopravnéné
odchylky od protokolu nebo pozadavkii na
podavani zprav, (iii) kroky kontrolniho uradu
tykajici se klinického hodnoceni nebo produktu
nebo srovnavaciho pripravku pouZivaného v
klinickém hodnoceni.

(c) Service Provider and Radiologist
may terminate this Agreement upon thirty (30)
days written notice if circumstances beyond the
Service Provider’s control make provision of the
Services impossible.

(c) Poskytovatel sluzeb a radiolog jsou
opravnéni vypovédét tuto smlouvu pisemnou
vypovédi se 30denni vypovédni dobou v
ptipadé, Ze okolnosti, jeZ jsou svoji povahou
mimo moznost ovlivnéni poskytovatelem
sluzeb, brani poskytovani sluzeb.

(d) In the event of termination
under Section 3(b), Service Provider and
Radiologist will complete any and all obligations
already undertaken and shall cooperate fully in
the closure of any portion of Services begun.
Closure activities may include, but not be
limited to, provision of documentation and the
Product to Company and/or Company, or
completion of shipments to Company or
Company related thereto. The Company will pay
for all Services properly rendered and monies
properly expended through to the effective date
of termination of this Agreement. If Service
Provider and/or Radiologist have been paid any
amounts which have not been earned
hereunder as of the date of termination, Service

(d) V pripadé ukonceni podle oddilu
3(b) splni poskytovatel sluzeb a radiolog
veSkeré jiz prijaté zdvazky a budou plné
spolupracovat pii ukonceni jakékoli zapocaté
¢asti sluzeb. Cinnosti spojené s ukonéenim
mohou zejména zahrnovat poskytovani
dokumentace a produktu spolec¢nosti a/nebo
SpoleCnost  nebo dokonceni dodavek
spolecnosti nebo Spolecnost které s tim
souviseji. Spolecnost zaplati vSechny radné
poskytnuté sluzby a fadné vynaloZené ¢astky az
do data ucinnosti ukonceni této smlouvy. Pokud
byly poskytovateli sluzeb a/nebo radiologovi
uhrazeny jakékoli castky, na néz ke dni
ukonceni smlouvy nevznikl narok, poskytovatel
sluzeb a radiolog bezodkladné vrati Spolecnosti

Page 5 of 77

Version: 20200526

Radiology Services Agreement_ Oblastni nemocnice Pribram_xxx. SGNTUC-028_20230324

Apttus: 87291.0



Radiology Services Agreement
Oblastni nemocnice Pfibram / xxx.
Protocol # SGNTUC-028

CONFIDENTIAL

Trial, the Service Provider and Radiologist will
be notified and given any necessary instructions
concerning final Services that are required
under the circumstances and regarding the
return or disposal of the Product (and any
comparator drugs) if applicable, and the Service
Provider and Radiologist shall comply with such
instructions. All Confidential Information, Data
and Inventions, and any other records, data,
materials, and information that are the property
of Company shall be returned to the Company
and Service Provider and Radiologist shall make
no further use thereof.

Provider and Radiologist shall promptly return | veSkeré  takové  nezaslouzené financ¢ni
to Company all such unearned funds within | prostiedky do tficeti (30) dnt.
thirty (30) days.

(e) If this Agreement is terminated (e) Pokud bude tato smlouva
prior to the scheduled completion of the Clinical | ukoncena pied planovanym dokoncenim

Klinického hodnoceni, poskytovatel sluzeb a
radiolog budou vyrozuméni a obdrZi vesSkeré
nezbytné pokyny ohledné konecnych sluZeb,
které jsou vyzadovany za danych okolnosti a
ohledné vraceni nebo likvidace produktu (a
pripadnych srovnavacich pripravki), pokud je
to relevantni, a poskytovatel sluzeb a radiolog
budou tyto pokyny dodrzovat. VeSkeré divérné
informace, Udaje a vynalezy a vesSkeré dalsi
zaznamy, Udaje, materialy a informace, které
jsou majetkem spoleCnosti, budou vraceny
spolecnosti a poskytovatel sluZeb a radiolog je
dale nepouZziji.

4. Confidentiality. Service Provider and
Radiologist agrees that all information provided
by Company or developed for Company or, Data
and Inventions (hereinafter defined), the
Product, Protocol, any and all information, data,
reports or documents of any kind learned,
disclosed to or generated by Service Provider
and/or Radiologist regarding any phase of the
work to be performed under this Agreement,
the existence or terms of this or any other
Clinical Trial agreements with the Company,
and commercialization and Clinical Trial
strategies, trade secrets and know-how,
disclosed by Company or Company’s designee to
Service Provider and/or Radiologist directly or
indirectly, or information otherwise provided to
Service Provider and/or Radiologist which
relates to the Clinical Trial, whether in writing,
electronic, oral or visual transmission
(“Confidential Information”) shall be
considered Company’s sole and exclusive
property and shall not be disclosed by Service
Provider and Radiologist to any third party or

4. Duvérnost. Poskytovatel sluzeb a
radiolog souhlasi s tim, Ze vSechny informace
poskytnuté spoleCnosti, nebo vyvinuté pro
spolecnost, tidaje a vynalezy (definované nize),
produkt, protokol, veSkeré informace, udaje,
zpravy nebo dokumenty jakéhokoli druhu, o
kterych se poskytovatel a/nebo radiolog
dozvédél, které jim byly zptistupnény nebo jimi
byly vytvoreny stran jakékoli faze prace, ktera
ma byt podle této smlouvy provedena, existence
nebo podminky této nebo jakékoli jiné smlouvy
o klinickém hodnoceni se spolecnosti, strategie
komercializace a  klinickych  hodnoceni,
obchodni tajemstvi a know-how, poskytnuté
spolecnosti nebo ji povérenou osobou
poskytovateli sluzeb a/nebo radiologovi ptimo
nebo neprimo, nebo informace jinak poskytnuté
poskytovateli sluzeb a/nebo radiologovi, které
se tykaji klinického hodnoceni, at' uz pisemnou
formou, elektronicky, Ustnim nebo vizualnim
prenosem (,divérné informace“) budou
povazovany za vyhradni a vylu¢ny majetek
spolecnosti a poskytovatel sluzeb ani radiolog je
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used for any purpose other than the
performance of the Services without the prior
written consent of the Company, during or at
any time after the termination of the
performance of the Agreement, provided,
however, that on the condition that written
consent of Company has been granted, Service
Provider and/or Radiologist shall only disclose
Confidential Information to any such third party
on a need to know basis for purposes of this
Agreement and subject to such third party being
bound by confidentiality obligations at least as
restrictive as those set forth herein. Such
obligations of confidentiality shall not apply to
information that:

nesmi zpristupnit zadné treti strané ani je nesmi
pouzit k jinému ucelu nez k poskytovani sluzeb
bez  predchoziho  pisemného  souhlasu
spole¢nosti, béhem nebo kdykoli po ukonéeni
plnéni smlouvy, avSsak pod podminkou, zZe
pokud bude udélen pisemny souhlas
spoletnosti, poskytovatel sluZzeb a/nebo
radiolog zpristupni divérné informace tieti
strané pouze, pokud je potrebuje znat pro ucely
této smlouvy a s vyhradou, Ze tato treti strana
bude vazana povinnostmi zachovani diivérnosti,
které jsou prinejmensim stejné omezujici, jako
jsou povinnosti stanovené v této smlouveé. Tyto
povinnosti zachovani diivérnosti se nevztahuji
na informace, které:

can demonstrate by written records was
already lawfully in Service Provider’s
possession on the date of disclosure to Service
Provider and Radiologist was not subject to any
prior confidentiality obligations; or

(a) is or becomes, through no fault (a) jsou nebo se bez zavinéni
of Service Provider, part of the public | poskytovatele sluzeb stanou verejné znamymi;
knowledge;

(b) Service Provider and Radiologist (b) poskytovatel sluZzeb a radiolog

muze dokazat pisemnymi zaznamy, Ze byly jiz v
zakonném vlastnictvi poskytovatele sluzeb ke
dni zpristupnéni poskytovateli sluzeb a
radiologovi a nepodléhaly zadnému
piredchozimu zavazku zachovani davérnosti;
nebo

(© is lawfully acquired by Service
Provider and Radiologist from any third party
who had a legal right to disclose such
information to Service Provider and Radiologist
without restrictions on disclosure.

( poskytovatel sluzeb a radiolog je
ziskali legalné od jakékoli tieti strany, ktera
méla zdkonné pravo tyto informace
poskytovateli sluzeb a radiologovi sdélit bez
omezeni jejich zpristupnéni.

Permitted Disclosures. Service
Provider’s obligations of non-disclosure and
non-use of Confidential Information shall not
apply to the extent Service Provider and
Radiologist is required by law to disclose it,
provided that Service Provider and Radiologist

Povolené  zpfistupnéni informaci.
Povinnosti poskytovatele sluzeb tykajici se
nezpristupniovani a nepouzivani divérnych
informaci se nevztahuji na pripady, kdy je
poskytovatel sluzeb a radiolog ze zakona
povinen je zpristupnit, za predpokladu, ze
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promptly notifies the Company of such a
requirement prior to disclosure in order to
allow the Company the opportunity to oppose
the requirement or seek an appropriate
protective order, Service Provider and
Radiologist only discloses Confidential
Information to the extent required by such law
and Service Provider and Radiologist continues
to maintain the confidentiality of this
Confidential Information with respect to all
other third parties.

poskytovatel sluzeb a radiolog bezodkladné
oznami spolecnosti takovy pozadavek pred
zptistupnénim, aby umoznil spole¢nosti vznést
namitku proti poZadavku nebo usilovat o
vhodny ochranny ptikaz; poskytovatel sluzeb a
radiolog zpristupni diivérné informace pouze v
rozsahu poZadovaném takovymi zdkony a
poskytovatel sluzeb a radiolog nadéle
zachovavaji  ddvérnost téchto divérnych
informaci s ohledem na vSechny ostatni tieti
strany.

The obligations of non-use and
nondisclosure shall survive the termination or
expiration of this Agreement indefinitely.

Povinnosti nepouzivani a
nezpiistupinovani zlistanou v platnosti na dobu
neurcitou i po ukonceni nebo vyprseni platnosti
této smlouvy.

If requested by Company in writing,
Service Provider and Radiologist will return all
Confidential Information, except that required
to be retained at the Service Provider and
Radiologist by Applicable Law. However,
Service Provider may retain a single archival
copy of the Confidential Information for the sole
purpose of determining the scope of obligations
incurred under this Agreement, subject to its
ongoing compliance with the confidentiality and
non-use obligations set forth herein.

Pokud o to spole¢nost pisemné pozada,
vrati poskytovatel sluZeb a radiolog veSkeré
divérné informace kromé téch, u nichz platné
zakony pozaduji, aby poskytovatel sluzeb a
radiolog uchovaval. Poskytovatel sluzeb si vSak
miiZe ponechat jednu archivni kopii diivérnych
informaci vyhradné pro ucely urceni rozsahu
zavazkl vzniklych podle této smlouvy, pokud
bude nadale dodrzovat povinnosti stanovené v
této smlouvé ohledné zachovani davérnosti a
nepouzivani informaci.

5. Privacy and Data Protection. The
Parties agree that each will comply with their
respective obligations as required under
applicable privacy and data protection laws and
regulations.

5. Ochrana udaji a soukromi. Strany se
dohodly, Ze kazda z nich bude dodrZovat své

prislusné povinnosti, jak to vyzaduji platné
zakony a predpisy na ochranu soukromi a
osobnich udaju.

Service Provider and Radiologist will insure
that the employees shall be informed about the
processing and transfer and of their personal
data by and to Company and its representatives
and agents, including their = names,

Poskytovatel sluZzeb a radiolog zajisti
informovani svych zaméstnancti o zpracovani a
prenosu jejich osobnich udaji spole¢nosti a
jejimu zastupci a Ciniteli, véetné jejich jmen,
kvalifikaci, zkusenosti z klinickych hodnoceni, a
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qualifications, clinical trials experience, i.e. for
the following specific purposes: (A) ensuring
proper conduct of the Clinical Trial; (B) review
by regulatory authorities, Company and
Company’s representatives and agents for
purposes related to the Clinical Trial; (C)
satisfying legal and regulatory requirements;
and (D) assessing by Company of the person’s
suitability for the Clinical Trial. Service Provider
and its employees and Radiologist have the right
to access and correct their personal data. In
order to exercise this right, the requests should
be addressed to the Company.

to pro nasledujici konkrétni ucely: (A) zajisténi
fadného provadéni klinického hodnoceni; (B)
kontroly ze strany regulac¢nich organi, zastupci
spolecnosti a zastupcl a zastupcl spolecnosti
pro ucely souvisejici s klinickym hodnocenim;
(C) splnéni pravnich a regulac¢nich pozadavki a
(D) posouzeni vhodnosti osoby pro klinické
hodnoceni. Poskytovatel sluzeb, jeho
zaméstnanci, a radiolog maji pravo na pristup ke
svym osobnim udajim a na jejich opravu.
Zadosti na uplatnéni tohoto prava maji byt
adresovany spolecnosti.

technologies of the Company, and Service
Provider and Radiologist respectively are their
respective separate property and are not
affected by this Agreement.

6. Inventions and Publications. 6. Vynalezy a publikace.
(a) The existing inventions and (a) Stavajici vynalezy a technologie

spolecnosti, poskytovatele sluzeb a radiologa
jsou jejich samostatnym majetkem a nejsou
touto smlouvou dotcéeny.

(b) All intellectual property
resulting from or related to the Clinical Trial or
Product or the performance of the Services
under this Agreement, including all data, results,
conclusions, observations, discoveries,
inventions, improvements, ideas, know-how,
procedures, trade secrets, advancements and
the like, whether patentable or not (“Data and
Inventions”) shall be promptly and fully
disclosed by Service Provider and Radiologist or
any other person who assists in performing the
Services to Company. All Data and Inventions
are hereby the sole and exclusive property of
Company and Service Provider and Radiologist
hereby assigns to Company any and all of its
right, title and interest in Data and Inventions,
free of any obligation or consideration beyond

(b) Poskytovatel sluzeb, radiolog
nebo jakakoli jind osoba, ktera pomaha pri
poskytovani sluzeb spolec¢nosti neprodlené a
uplné zptistupni spolecnosti veskeré dusevni
vlastnictvi vyplyvajici nebo souvisejici s
klinickym hodnocenim nebo produktem nebo
poskytovanim sluzeb podle této smlouvy,
véetné vSech udaji, vysledkd, zavérd,
pozorovani, objev(, vynalezt, zlepSeni, napadi,
know-how, postupil, obchodnich tajemstvi,
pokrokl a podobné, at' jiz mohou ¢i nemohou
byt registrovany (,idaje a vynalezy“). VSechny
udaje a vynalezy jsou podle této smlouvy
vyhradnim a vylu¢nym majetkem spolecnosti a
poskytovatel sluzeb a radiolog timto postupuji
spolecnosti veskera sva prava, naroky a podily
na udajich a vynalezech bez jakychkoli dalsich
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that provided for in this Agreement. As
requested by the Company, Service Provider
and Radiologist will provide reasonable
assistance to Company in filing and prosecuting
any patent applications relating to Data and
Inventions in any country in the world, at
Company’s expense.

zavazkl nebo odmén nad ramec toho, co je
uvedeno v této smlouvé. Na zadost spolecnosti
poskytne poskytovatel sluzeb a radiolog
pfimérenou soucinnost spoleCnosti  pfi
podavani a vyrizovani vSech patentovych
prihlasek tykajicich se dat a vynalezi v kterékoli
zemi na svété, a to na naklady spolecnosti.

(© Service Provider and Radiologist
agrees that, and shall ensure that, all parties
given access to Confidential Information by
Service Provider and/or Radiologist will have
entered into a confidentiality, nondisclosure
and invention assignment agreement the terms
of which are at least as protective of the
Confidential Information and Data and
Inventions as those set forth in this Agreement.

(9 Poskytovatel sluZzeb a radiolog
souhlasi s tim a zajisti, aby vSechny strany,
kterym byl poskytovatelem sluzeb a/nebo
radiologem wudélen pristup k davérnym
informacim, uzaviely smlouvu o zachovani
divérnosti, mlcenlivosti a prevodu vynalezi,
jejiz podminky chrani davérné informace a
udaje a vynalezy alespoil tak, jak je uvedeno v
této smlouvé.

(d) Service Provider and Radiologist
shall not perform any independent analysis,
publish, and/or make any presentation
concerning the data generated or arising from
the performance of the Clinical Trial or the

(d) Poskytovatel sluzeb a radiolog
nesmi provadét zadnou nezavislou analyzu,
publikovat ani vytvaret Zadnou prezentaci
tykajici se idaji vytvorenych nebo vyplyvajicich
z provadeéni klinického hodnoceni nebo sluzeb

relationship with Service Provider and
Radiologist as well as relationship between
Service Provider and Radiologist is that of an
independent contractor, and no partnership,
employer/employee, principal/agent, or other
similar relationship is created, or intended to be
created by this Agreement. Service Provider and
Radiologist is not the agent of Company and has
no authority to make any statement,
representation, commitment, or action of any
kind which purports to bind upon the other
without the other party’s written authorization.
The Parties agree that no employee or
independent contractor of Service Provider and

Services without the prior written permission of | bez ~ predchoziho  pisemného  souhlasu
Company. spolec¢nosti.
7. Independent Contractors. Company’s | 7. Nezavisli dodavatelé. Vztah mezi

spoleCnosti a poskytovatelem sluzeb a
radiologem a vztah mezi poskytovatelem sluzeb
a radiologem je vztahem nezavislého
dodavatele a tato smlouva nevytvari, ani neni
jejim smyslem vytvorit, zadny vztah partnerstvi,
zaméstnavatele /zaméstnance, zmocnitele/
zmocnénce ani jiny podobny  vztah.
Poskytovatel sluzeb ani radiolog neni
zastupcem spolecnosti a nema opravnéni Cinit
bez pisemného souhlasu druhé strany zadna
tvrzeni, prohldSeni, zavazky nebo kroky
jakéhokoli druhu, které by mély zavazovat
druhou stranu. Strany souhlasi s tim, Ze Zadny
zameéstnanec  ani  nezavisly  dodavatel
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Radiologist shall be considered an employee of
Company and that no employee or independent
contractor of Service Provider and Radiologist
shall be entitled to any benefits or eligible for
participation in any benefit plans provided to
employees of Company.

poskytovatele sluzeb ani radiologa nebude
povazovan za zameéstnance spoleCnosti a ze
Zadny zaméstnanec ani nezavisly dodavatel
poskytovatele sluzeb ani radiologa nebude mit
narok na zadné vyhody ani nebude zpisobily k
Ucasti v zadnych planech vyhod poskytovanych
zaméstnanclim spolecnosti.

8. Certifications.

8. Certifikace.

(a) Service Provider and Radiologist
represents and warrants that neither it, nor any
of its employees, independent contractors or
any other person providing any manner of
service related to the Services in connection
with the performance of this Agreement has
been debarred or disqualified by the FDA
pursuant to the Generic Drug Enforcement Act
of 1992 or any other equivalent regulatory or
legal authority or successor statutes, rules or
regulations. In the event that, during the term of
this Agreement or thereafter, Service Provider
and Radiologist or any of its employees,
independent contractors, or any other person
providing any manner of service related to the
Services in connection with the performance of
this Agreement is debarred or disqualified or
receives notice of an action or threat of an action
with respect to debarment or disqualification,
Service Provider and Radiologist shall notify
Company immediately and if during the term of
this Agreement, the Company shall have the
right to terminate this Agreement immediately,
with no further obligations owed.

(a) Poskytovatel sluzeb a radiolog
prohlasuji a zarucuji, Ze ani oni ani nikdo ze
zaméstnancl, nezavislych dodavatelti ani jinych
osob, které poskytuji jakymkoli zplisobem
sluzby v souvislosti s plnénim této smlouvy,
nepodléhd zdkazu Ccinnosti ani  nebyl
diskvalifikovan FDA podle zdkona o vykonu
prava v oblasti generickych 1ékl z roku 1992
nebo jiného ekvivalentniho regula¢niho nebo
pravniho organu nebo nastupnickych zakond,
pravidel nebo predpist. V pripadé, Zze béhem
platnosti této smlouvy nebo po ni bude
poskytovateli sluzeb a radiolog nebo komukoli
ze zaméstnanc(, nezavislych dodavatelti nebo
jinych  osob, které poskytuji jakymkoli
zplsobem sluzby v souvislosti s plnénim této
smlouvy, zakazana cinnost nebo budou
diskvalifikovani nebo obdrzi oznameni o zalobé
nebo hrozbé Zaloby tykajici se zakazu ¢innosti
nebo diskvalifikace, poskytovatel sluzeb a
radiolog  budou spoletnost neprodlené
informovat, a pokud k tomu dojde béhem
platnosti této smlouvy, spolenost ma pravo
tuto smlouvu okamzité ukoncit bez dalSich
zavazkil na své strané.

(b) The Service Provider and
Radiologist warrants and promises that, in
connection with the Services and this
Agreement, it has not and will not (directly or
indirectly) make any improper payment or offer

(b) Poskytovatel sluZzeb a radiolog
zarucuji a slibuji, Ze v souvislosti se sluzbami a
touto smlouvou, neposkytli ani neposkytnou
(primo ani nepfimo) zadnou nepatticnou platbu
¢i nabidku (ani neopravnili jinou osobu provést
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(or authorizing another to pay or offer) money
or anything of value to a government official or
any other person connected with the provision
of Services under this Agreement, in order to
improperly influence any act or decision of such
official or person, to induce such official or
person to do or omit to do any act in violation of
his or her relevant duty, to obtain any improper
advantage, to procure improper performance of
a function or activity associated with this
Agreement or in the case of a government
official, to induce such official to use his or her
influence improperly to affect or influence any
act or decision of a government.

takovou platbu ¢i nabidku) penéz nebo ¢ehokoli
hodnotného statnimu urednikovi nebo jiné
osobé spojené s poskytovanim sluZeb podle této
smlouvy s tim Ucelem, aby nepatii¢né ovlivnili
jednani nebo rozhodnuti takového urednika
nebo osoby a primél takového urednika nebo
osobu, aby ucinili nebo vynechali néjaky dkon,
¢imZ porusuji svou prislusnou povinnost, a to za
ucCelem ziskani néjaké nepatiicné vyhody, k
zajiSténi nevhodného vykonu funkce nebo
¢innosti v souvislosti s touto smlouvou nebo v
pripadé vladniho tufednika k prinuceni
takového urednika, aby pouzil svij vliv k
nevhodnému ptlisobeni na jakykoli tikon nebo
rozhodnuti vlady.

(© The Service Provider and
Radiologist represents and warrants that it is
not bound by any other agreement, which could
prevent, or be violated by, or under which there
would be a default as a result of, the execution
and performance of this Agreement and Service
Provider and Radiologist agrees that it will not
enter into any such conflicting agreements
during the term of this Agreement.

(© Poskytovatel sluzeb a radiolog
prohlasuji a zarucuji, Ze nejsou vazani zadnou
jinou smlouvou, kterd by mohla zabranit plnéni
této smlouvy nebo kterd by byla poruSena
plnénim této smlouvy anebo by u ni doslo k
neplnéni smluvnich zavazkl v disledku plnéni
této smlouvy, a poskytovatel sluzeb a radiolog
souhlasi, Ze neuzaviou Zadné takové rozporné
smlouvy po dobu trvani této smlouvy.

(d) By entering into this Agreement,
Service Provider and Radiologist represents and
warrants that all persons performing work
under this Agreement shall have all training,
information, licenses, approvals, and
certifications necessary to perform the Services
safely, adequately, and lawfully.

(d) Uzavienim této smlouvy
poskytovatel sluzeb a radiolog prohlasuji a
zarucuji, Ze vSechny osoby vykonavajici praci
podle této smlouvy budou mit veSkera Skolen,
informace, licence, schvaleni a certifikaty
nezbytné k bezpetnému, adekvatnimu a
zakonnému provadéni sluzeb.

9. Insurance and Liability. The Parties
acknowledge that the Company has obtained

insurance cover for the Clinical Trial to the
extent required by law. Service Provider and
Radiologist shall maintain adequate insurance
coverage in full force and effect throughout the
performance of the Clinical Trial (and following

9. Pojisténi a odpovédnost. Smluvni
strany berou na védomi, Ze spolecnost uzavrela
pojisténi pro klinické hodnoceni v rozsahu
pozadovaném zakonem. Poskytovatel sluzeb a
radiolog bude udrzovat adekvatni pojistné kryti
v plné platnosti a ucinnosti po celou dobu
provadéni klinického hodnoceni (a po ukonceni
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termination or completion of the Clinical Trial to
cover any claims arising from the Services).

nebo dokonceni Kklinického hodnoceni, aby byly
pokryty veskeré naroky vyplyvajici ze sluzeb).

Article 10. Indemnity and Insurance

Clanek 10.  Ods$kodnéni a pojisténi

10.1 Indemnification of Company.
Service Provider and Radiologist shall defend,
indemnify and hold harmless Company, its
employees, representatives, and agents from
and against any and all liabilities, costs and
expenses to the extent arising from any third
party demand, claim, action, lawsuit or other
proceeding (“Claim”), except to the extent
attributable to any negligent or willful act or
omission or any breach of this Agreement on the
part of Company or any of its agents, employees,
representatives or subcontractors, which is
attributable to any negligent or willful act or
omission or any breach of this Agreement on the
part of Service Provider; provided, however,
that:

10.1  Odskodnéni spolecnosti.
Poskytovatel sluzeb a radiolog budou hjjit,
odskodni a zbavi odpovédnosti spole¢nost, jeji
zameéstnance, zastupce a jednatele ve véci vSech
zavazka, nakladt avydaji  vrozsahu
vyplyvajicim z jakéhokoliv poZadavku, naroku,
zaloby, soudniho nebo jiného fizeni treti strany
(dale jen ,narok"), s vyjimkou rozsahu, ktery lze
pricist jakékoli nedbalosti nebo uUmyslnému
jednani nebo opomenuti nebo jakémukoli
poruseni této smlouvy ze strany spolecnosti
nebo  kteréhokoli z jejich  jednateld,
zaméstnancl, zastupci nebo subdodavateld,
které lze pric¢ist jakékoli nedbalosti nebo
umyslnému jedndni nebo opomenuti nebo
jakémukoli poruSeni této smlouvy ze strany
poskytovatele sluZeb; avSak za predpokladu, Ze:

costs and expenses (including

(a) Company provides Service Provider and | (a) spole¢nost preda poskytovateli sluzeb a
Radiologist with timely written notice of radiologovi vCas pisemné oznameni
the Claim; and naroku;

(b) Company fully cooperates in the | (b) spolecnost bude plné spolupracovat pri
investigation and defense of any such Setfeni aobhajobé proti jakémukoli
Claim. takovému naroku.

10.2  Indemnification of Service Provider and | 10.2  OdSkodnéni poskytovatele sluzeb a
Radiologist Company will defend, radiologa. Spolecnost bude hdjit,
indemnify and hold harmless Service odskodni a zbavi odpovédnosti
Provider and Radiologist, its officers poskytovatele sluzeb a radiologa, jejich
employees, representatives, and agents vedouci  pracovniky, zaméstnance,
from and against any and all liabilities, zastupce ajednatele ve véci vSech

zavazkl, nakladd avydaji (vCetné
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reasonable attorneys' fees and court
costs) arising from any third party
demand, claim, action, lawsuit or other
proceeding (“Claim”) (1) which alleges
personal injury or death arising out of or
in connection with any clinical trial,
except to the extent attributable to any
negligent or willful act or omission or
any breach of this Agreement on the part
of Service Provider and Radiologist or
any of its agents, employees,
representatives or subcontractors; or
(2) to the extent is attributable to any

negligent or willful act or omission or nebo kteréhokoli zjeho jednatelq,
any breach of this Agreement on the part zameéstnancd, zastupci nebo
of Company, its directors, officers, subdodavatelli; nebo (2)vrozsahu,
agents, employees or representatives; vijakém lze pricist jakékoli nedbalosti
provided, however, that: nebo dmyslnému jedndni nebo

pfiméirenych poplatki za pravni
zastoupeni a soudni vylohy) vyplyvajici
z jakéhokoli poZadavku, naroku, Zaloby,
soudniho nebo jiného rizeni tfeti strany
(dale jen ,narok“): (1) ktery plyne
zUdajné dGjmy na zdravi nebo umrti
vdisledku provadéného Kklinického
hodnoceni nebo vsouvislosti sni,
svyjimkou rozsahu, ktery lze pricist
jakékoli nedbalosti nebo Umyslnému
jednani nebo  opomenuti nebo
jakémukoli porusSeni této smlouvy ze
strany poskytovatele sluzeb a radiologa

opomenuti nebo jakémukoli poruseni
této smlouvy ze strany spolecnosti,
kteréhokoli z jejich rediteldi, vedoucich
pracovnikd, jednateld, zaméstnanct
nebo zastupcii; avsak za predpokladuy,
ze:

(a) Service Provider and Radiologist | (a) poskytovatel sluzeb a  radiolog
provides Company with timely written poskytnou spoleCnosti vC€as pisemné
notice of the Claim; and oznamen{ naroku;

(b) Service Provider and Radiologist fully | (b) poskytovatel sluzeb a radiolog budou
cooperates in the investigation and plné  spolupracovat pri  Setfeni
defense of any such Claim. a obhajobé jakéhokoli takového naroku.

10.3 Company agrees to procure and/or self- | 10.3  Spolecnost souhlasi stim, Ze zajisti

insure and maintain the kind(s) of
insurance in the minimum amounts of
coverage sufficient to cover its
obligations under this Agreement and
no less than that which is required by
Applicable Law.

pojisténi a/nebo se samopojisti a bude
udrzovat v platnosti druh pojisténi
minimalné vtakové vysi, kterd je
dostatecna k pokryti jeho zavazkl podle
této smlouvy, a nikoli v mensi vysi, nez
je vyzadovano platnymi zakony.
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reasonable notice to Service Provider, Company
and their respective authorized representatives,
and/or authorized representatives of the
competent authority, may during regular
business hours and in compliance with the
applicable legislation, examine and copy: all
case report forms and other Clinical Trial
records (including Subjects records and medical
charts; Subject consent documents; drug receipt
and disposition logs) bearing on or otherwise
relating to any work done in connection with the
Clinical Trial and/or the Services hereunder;
examine and inspect the Service Provider and
Radiologist and other activities relating to the
Clinical Trial; observe the conduct of the
Services; conduct such other activities and take
whatever action is reasonably necessary for the
proper monitoring of the Clinical Trial and the
Services as required under Applicable Law; and
communicate with all Service Provider staff and
personnel involved with the Clinical Trial and
Radiologist. Further, Service Provider and
Radiologist agree to cooperate with any visits
(whether announced or unannounced),
investigations or inspections with respect to the
Clinical Trial by any regulatory authorities,
including the U.S. Food and Drug Administration
or EMA, and will provide documents,
information and access as properly requested.
Service Provider and Radiologist will notify the
Company within twenty-four (24) hours of
being made aware thereof, of any regulatory
inquiries, investigations, site visits,
correspondence or communication that relates
to the Clinical Trial; will promptly provide the

10.4  Service Provider, on behalf of itself and | 10.4  Poskytovatel sluZeb bude mit svym
Service Provider and Radiologist jménem a jménem persondlu
Personnel, shall maintain insurance poskytovatele sluzeb a radiologa
coverage as is required by Applicable sjednano  pojistné kryti, jak je
Law. poZadovano platnymi zakony.

11. Access. Service  Provider and | 11. Pristup. Poskytovatel sluzeb a radiolog

Radiologist agrees that upon advance | souhlasi s tim, Ze po predchozim priméreném

oznameni poskytovateli sluzeb spoleCnost a
jejich opravnéni zastupci nebo povéreni
zastupci ptisluSného organu mohou v bézné
pracovni dobé a vsouladu s prisluSnymi
pravnimi predpisy zkoumat a kopirovat:
vSechny zaznamy subjektli hodnoceni a dalsi
zaznamy  klinického hodnoceni (vcetné
zaznami subjektd a zdravotnich zaznamd;
dokumenti souhlasu pacienta; protokold o
obdrzeni a likvidaci 1éka), které se tykaji
jakékoli prace provedené v souvislosti s
klinickym hodnocenim a/nebo sluzbami podle
této smlouvy nebo s takovou praci jinak
souviseji; kontrolovat a provadét inspekce
poskytovatele sluzeb a radiologa a dalSich
¢innosti souvisejicich s klinickym hodnocenim;
sledovat provadéni sluzeb; provadét dalsi
¢innosti a podnikat veskeré kroky, které jsou
primérené nezbytné pro Fadné monitorovani
klinického hodnoceni a sluzeb v souladu s
platnymi pravnimi ptedpisy; a komunikovat s
veSkerym persondlem poskytovatele sluzeb,
radiologem a dalsim personalem zapojenym do
klinického hodnoceni. Poskytovatel sluzeb a
radiolog dale souhlasi s tim, Ze budou
spolupracovat pri jakychkoli navstévach (at uz
ohlasenych nebo neohlasenych), vysSetrovanich
nebo inspekcich v souvislosti s klinickym
hodnocenim ze strany jakychkoli kontrolnich
Uradg, véetné amerického Utadu pro kontrolu
potravin a léciv nebo EMA, a poskytnou
dokumenty, informace a ptistup dle fddného
pozadavku. Poskytovatel sluzeb a radiolog
budou informovat spolecnost o vSech
regulacnich Setfenich, vySetirovanich,
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Company with a copy of any communications
sent by such persons; will permit
representatives of the Company to be present
during any such inspection, investigation or
audit; and will provide the Company the
opportunity to participate in any proposed or
actual responses by Service Provider and
Radiologist to such communications.

navstévach pracovisté, korespondenci nebo
sdélenich tykajicich se klinického hodnoceni do
dvaceti Ctyt (24) hodin poté, co o nich budou

informovani; bezodkladné poskytnou
spolecnosti kopie veskerych sdéleni zaslanych
dotyénymi  osobami; umozni zastupcim

spolec¢nosti, aby byli pfitomni pti kazdé takové
inspekci, vysetrovani nebo auditu; a poskytnou
spolecCnosti prilezitost podilet se na jakychkoli
navrhovanych nebo skutetnych odpovédich
poskytovatele sluZeb na takova sdéleni.

12. Miscellaneous.

12. Riuzna ustanoveni.

(a) Entire Agreement:
Amendments. This Agreement, together with its
Exhibits, constitutes the entire agreement
between the Parties with respect to the subject
matter hereof and may be amended only by
written amendment signed by each party.

() Uplnad smlouva: Dodatky. Tato
smlouva spolu se svymi prilohami predstavuje
uplnou dohodu mezi smluvnimi stranami
ohledné predmétu této smlouvy a mize byt
doplnéna  pouze pisemnym  dodatkem
podepsanym kazdou ze smluvnich stran.

(b) Waiver; Severability. No waiver
of any terms or condition of this Agreement
shall be valid unless in writing and signed by the
authorized representatives of each party. No
waiver of any term or condition of this
Agreement shall be deemed to be a further or
continuing waiver of any such terms or
condition. Failure of a party to enforce any
rights under this Agreement shall not be
construed as a waiver of such rights nor shall a
waiver by a party in one or more instances be
construed as constituting a continuing waiver or
a waiver in other instances. If any term or
condition of this Agreement is held to be illegal
or unenforceable, the validity of the remaining
terms and conditions shall not be affected or
impaired.

(b) Vzdani se prav; oddélitelnost.
Zadné zieknuti se jakychkoli podminek této
smlouvy nebude platné, pokud nebude ucinéno
pisemné a podepsano opravnénymi zastupci
kazdé strany. Zadné zieknuti se jakychkoli
podminek této smlouvy nebude povazovano za
dals$i nebo pokracujici zfeknuti se jakychkoli
takovych podminek. Nevymahani jakychkoli
prav stranou podle této smlouvy nebude
vykladano jako zreknuti se takovych prav ani
zieknuti se prav stranou v jednom nebo vice
pripadech nebude vykladano jako trvalé
zieknuti se prav nebo zreknuti se prav v jinych
ptipadech. Pokud bude jakakoli podminka této
smlouvy  shledana nezakonnou nebo
nevymahatelnou, platnost zbyvajicich
podminek nebude ovlivnéna ani narusena.
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(© Continuing Obligations; Survival
of Provisions. Except as otherwise specifically

provided, termination of this Agreement shall
not relieve the Parties from any obligation that
accrued or arose from facts and circumstances
in existence prior thereto. In addition, the
provisions of this Agreement that by their
nature contemplate continuing obligations shall
survive expiration or termination of this
Agreement.

(© Pokracujici zavazky:; pretrvani
ustanoveni. Neni-li vyslovné stanoveno jinak,
ukonceni této smlouvy nezbavuje strany
zadnych zavazku, které vznikly nebo vyvstaly na
zakladé skutecnosti a okolnosti, které existovaly
ptred jejim ukoncenim. Navic ustanoveni této
smlouvy, kterd svou povahou ptedpokladaji
pokracujici zavazky, zistanou v platnosti i po
vyprseni nebo ukonceni této smlouvy.

(d) Use of Names. No party shall use
the name, symbols and/or trademarks of any
other party or of the Company unless explicitly
approved to do so in advance, by writing, by
such party.

(d)  Pouziti nazvi. Zadna ze stran
nebude pouzivat nazev, symboly a/nebo
ochranné zndmky jakékoli jiné strany nebo
spolecnosti, pokud to nebude vyslovné predem
pisemné schvaleno doty¢nou stranou.

(e) Governing Law. This Agreement
shall be governed by and construed under the
laws of the Czech Republic. The Czech language
version shall have precedence in case of any
discrepancies between local language version
and the English language version.

(e) Rozhodné pravo. Tato smlouva
se bude Fidit zakony Ceské republiky a bude v
souladu s nimi vykladana. V ptipadé jakychkoli
nesrovnalosti mezi mistnf a anglickou verzi ma
prednost Ceska jazykova verze.

(g) Force Majeure. No party shall be
liable for the failure to perform its obligations

under this Agreement if such failure is
occasioned by a contingency beyond such
party’s reasonable control, such as storms,
terrorism, pandemic, lack of product,
earthquakes, floods, acts of God. A party
claiming a right to excused performance under
this section shall immediately notify the other
party(ies) in writing of the extent of its inability
to perform, which notice shall specify the
occurrence beyond its reasonable control that
prevents such performance. The party claiming
Force Majeure shall notify the other party, in
writing, of its ability or inability to resume
performance. In the event a party’s Force
Majeure continues for thirty (30) days, the other

Zadna ze stran
neplnéni svych

(g) Vys$si moc.
nenese odpovédnost za
povinnosti podle této smlouvy, pokud k
takovému neplnéni dojde v  disledku
nepredvidatelnych udalosti, které se vymykaji
primému vlivu doty¢né strany, jako jsou boure,
terorismus, pandemie, nedostatek produktu,
zemétieseni, zaplavy, vy$8i moc. Strana, ktera
narokuje pravo na prominuti plnéni podle
tohoto oddiluy, musi neprodlené pisemné
informovat druhou stranu (druhé strany) o
rozsahu své neschopnosti plnéni, pricemz toto
oznameni musi specifikovat udalost, ktera
takovému plnéni brani a vymyka se primérené
mife vlivu dotytné strany. Strana, ktera
narokuje vyssi moc, musi pisemné informovat
druhou stranu o své schopnosti nebo
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party(ies) shall have the right to immediately
terminate this Agreement without any further
obligations.

neschopnosti pokracovat v plnéni. V pripadég, ze
vySsi moc narokovana smluvni stranou trva
tficet (30) dni, mad druha smluvni strana
(strany) ma pravo tuto smlouvu okamZité
ukoncit bez jakychkoli dalSich zavazka.

(h) Notices. All notices to be given
under this Agreement shall be in writing and
shall be deemed sufficient upon receipt, when
delivered personally, sent by registered mail or
by internationally recognized courier on next-
day delivery to:

(h) Oznameni. VeSkera oznameni,
ktera maji byt u¢inéna podle této smlouvy, musi
byt pisemna a budou povazovana za dostacujici
po prijeti poté, co budou dorucena osobné,
zaslana doporucenou postou nebo mezinarodné
uznavanou kuryrni sluZbou v nasledujici den na
adresu:

If to Service Provider:

Je-li prijemcem poskytovatel sluZeb:

Oblastni nemocnice Pribram a.s.

Oblastni nemocnice Pribram a.s.

Gen. R. Tesarika 80, Pribram I, 261 01, Czech
Republic

Gen. R. Tesatika 80, Piibram I, 261 01, Ceska
republika

Attention: K rukdm:
XXX XXX
Email: E-mail:
XXX XXX

If to Radiologist:

Je-li prijemcem radiolog:

XXX XXX
Attention: K rukdm:
XXX XXX
E-mail: E-mail:
XXX XXX

If to Company: Seagen Inc.

Je-li prijemcem spolecnost: Seagen Inc.

21823 30t Dr. SE

21823 30th Dr. SE
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Bothell, WA 98021 USA Bothell, WA 98021 USA
Attention: General Counsel Attention (K rukdm): General
Counsel
Email: xxx E-mail: xxx
[SIGNATURE PAGE FOLLOWS] [NASLEDUJE STRANA S PODPISY]
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IN WITNESS WHEREOF, the Parties have caused
this Agreement to be executed by their duly
authorized representatives on the date(s)
indicated below, but effective for all purposes as of
the Effective Date.

NA DUKAZ CEHOZ smluvni strany uzaviely tuto
smlouvu prostrednictvim svych radné opravnénych
zastupcl k datu uvedenému (datim uvedenym)
niZe, ale s ucinkem pro vSechny ucely k datu
ucinnosti.

COMPANY / SPOLECNOST
SEAGEN INC.

By/Podpis:
Print Name/Jméno:  xxx

Title/Funkce: xxx

Date/Datum:

SERVICE PROVIDER /POSKYTOVATEL SLUZEB
Oblastni nemocnice Pfibram a.s.

By/Podpis:

Print Name/Jméno:  MUDr. Stanislav Holobrada

Date/Datum:

Title/Funkce: Head of the Board of Directors / predseda predstavenstva

By/Podpis:

Print Name/Jméno: Petr Halada

Title/Funkce: Vice Chairman of the Board of Directors / mistopiedseda pifedstavenstva

Date/Datum:
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RADIOLOGIST/RADIOLOG
XXX.

By/Podpis:

Print Name/Jméno: xxx
Title/Funkce: Radiologist / radiolog

Date/Datum:
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EXHIBIT A

PRILOHA A

Payment Terms

Platebni podminky

Version: 20200526
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EXHIBIT B

PRILOHA B

Scope of Services & Costs

Rozsah sluZeb a naklady

Service Provider and Radiologist will perform the following
Services at the costs below:

Poskytovatel sluZeb a radiolog budou poskytovat nasledujici sluzby
s nize uvedenymi naklady:

Version: 20200526
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Service Provider: Poskytovatel sluzeb:

XXX
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Radiologist: Radiolog:
XXX
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EXHIBIT C

PRILOHA C

DATA PROCESSING ADDENDUM

DODATEK O ZPRACOVANI UDAJU

THIS DATA PROCESSING ADDENDUM (this “DP
Addendum”) effective as of the day the last
party to subscribe below (“Effective Date”) is
by and between Seagen Inc. on behalf of itself
and its affiliates, with its primary business
address at 21823 30th Drive, SE Bothell,
Washington 98021 USA EU  legal
representative: Seagen B.V., Evert van de
Beekstraat 1-104, [ 118CL  Schiphol,
Netherlands (collectively referred to in this DP
Addendum as, “Controller”) and Oblastni
Nemocnice Pribram a.s., with Processor’s
primary business address Gen. R. Tesarika 80,
Ptibram [, 261 01, Czech Republic and xxx, with
address at xxx (collectively referred to in this
DP Addendum as, “Processor”) Controller and
Processor are collectively referred to herein as
the “Parties”.

TIMTO DODATKEM O ZPRACOVANI UDAJU (dale jen
,dodatek o zpracovani udaja"“), ktery nabude
ucinnosti dnem podpisu posledni strany niZe
(dale jen ,datum ucinnosti“), se uzavird
smlouva mezi spoleCnosti Seagen Inc. jejim
jménem a jménem jejich pridruZenych
spoletnosti, s primarni obchodni adresou
spoleCnosti 21823 30th Drive, SE Bothell,
Washington 98021 USA, opravnény zastupce
v EU: Seagen B.V,, Evert van de Beekstraat 1-
104, 1 118CL Schiphol, Nizozemsko (spole¢né
oznacovanych v tomto dodatku o zpracovani
udaji jako ,spravce“) a Oblastni Nemocnice
Ptibram a.s., se sidlem zpracovatele Gen. R.
Tesatika 80, P¥ibram I, 261 01, Ceska republika
a xxX., adresou xxx (spole¢né oznacovanych v
tomto dodatku o zpracovani udaji jako:
»Zpracovatel). Spravce a zpracovatel jsou zde
spolecné oznacovani jako ,strany*.

This DP Addendum is hereby attached to and
incorporated into the Radiology Services
Agreement, by and between Controller and
Processor pursuant to which Processor
provides Services involving the Processing of
Personal Data (together with all related or
ancillary agreements, including (without
limitation) amendments to any of the forgoing,
collectively referred to herein as the “Services
Agreement”). This DP Addendum and the
Services Agreement and all amendments
thereto may be collectively referred to herein
as the “Agreement”. For clarity, in the Services
Agreement, the Controller and the Processor
are referred to as Company and Service
Provider and Radiologist respectively.

Tento dodatek o zpracovani udaji se timto
pripojuje a zaclefiuje do smlouvy o

radiologickych  sluzbach uzaviené mezi
spravcem a zpracovatelem, podle Kkteré
zpracovatel poskytuje sluzby zahrnujici

zpracovani osobnich udajt (spolecné se vSemi
souvisejicimi nebo dopliikovymi smlouvami,
zejména dodatky k jakymkoli vySe uvedenym
smlouvam, a kterd je zde souhrnné oznacovana
jako ,smlouva o poskytovani sluzeb“). Tento
dodatek o zpracovani udaji a smlouva o
poskytovani sluzeb a vsSechny jeji dodatky
mohou byt v tomto dokumentu spolecné
oznacCovany jako ,smlouva“. Pro vyjasnéni je
spravce ve smlouvé o poskytovani sluzeb
oznacovan jako spolecnost a zpracovatel jako
poskytovatel sluzeb a radiolog.
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The terms and conditions of this DP Addendum
and any Appendixes or Attachments hereto are
hereby incorporated into and made a part of the
Services Agreement, and any amendments
thereto.

Podminky tohoto dodatku o zpracovani udaji a
veSkerych ptiloh tohoto dodatku o zpracovani
udaji se timto zacletiuji do smlouvy o
poskytovani sluzeb a jsou soucasti této smlouvy
a vSech jejich dodatka.

This DP Addendum supersedes any terms and
conditions in the Services Agreement, and any
amendments thereto with respect to the
Processing of Personal Data, including, but not
limited to, any defined terms.

Tento dodatek o zpracovani udaji nahrazuje
vesSkeré podminky smlouvy o poskytovani
sluzeb a jejich dodatka tykajici se zpracovani
osobnich  Udaji, zejména  definovanych
podminek.

To the extent any terms contained in an
Appendix or Attachment hereto conflict with
this DP Addendum, the terms of the DP
Addendum shall govern and control. In the
event of any inconsistency or conflict between
the Agreement and the Protocol, the Protocol
shall govern for all medical issues, and for all
other matters the applicable component of the
Agreement, shall govern in accordance with its
terms, except the DP Addendum shall control for
matters relating to the Processing of Personal
Data. In cases of doubt, this DP Addendum shall
prevail, where it cannot be clearly established
whether a clause relates to a party’s data
protection obligations. No other agreement,
amendment to the Protocol, Services
Agreement, or any other agreement between
the Parties, a Party’s website terms, internal
privacy policies, purchase order terms, invoice
terms, proposal terms or any third party terms
can amend any terms set forth in this DP
Addendum. This DP Addendum may only be
amended by a specific amendment to this DP
Addendum signed by all Parties hereto.

V rozsahu, v némZ jsou jakékoli podminky
obsazené v priloze této smlouvy v rozporu s
timto dodatkem o zpracovani udajd, budou
rozhodujici podminky dodatku o zpracovani
udaji. V pripadé jakékoli nesrovnalosti nebo
rozporu mezi smlouvou a protokolem bude pro
vSechny zdravotni =zaleZitosti rozhodujici
protokol a pro vSechny ostatni zaleZitosti bude
rozhodujici prislusna ¢ast smlouvy v souladu s
jejimi podminkami, s vyjimkou dodatku o
zpracovani udaju, ktery bude rozhodujici pro
zalezitosti tykajici se zpracovani osobnich
udaji. V pripadé pochybnosti ma tento dodatek
o zpracovani udaji pirednost, pokud nelze jasné
stanovit, zda se klauzule vztahuje k
povinnostem smluvni strany v oblasti ochrany
udaju. Z4dna jina smlouva, dodatek k protokolu,
smlouva o poskytovani sluzeb ani Zadna jina
smlouva mezi smluvnimi stranami, podminky
webovych stranek smluvni strany, interni
zasady ochrany soukromi, podminky nakupni
objednavky, podminky faktury, podminky
navrhu nebo jakékoli podminky treti strany
nemohou ménit jakékoli podminky uvedené v
tomto dodatku o zpracovani udaji. Tento
dodatek o zpracovani udajii miize byt doplnén
pouze konkrétnim dodatkem k tomuto dodatku
o zpracovani udaji podepsanym vSemi
smluvnimi stranami.

Page 27 of 77

Version: 20200526

Radiology Services Agreement_ Oblastni nemocnice Pribram_xxx. SGNTUC-028_20230324

Apttus: 87291.0



Radiology Services Agreement
Oblastni nemocnice Pfibram / xxx.
Protocol # SGNTUC-028

CONFIDENTIAL

All terms not defined herein shall have the same
meaning as set forth in the Services Agreement.
All terms defined herein which are also defined
in the Services Agreement are hereby
superseded by and replaced by the terms
defined in this DP Addendum, except with
regard to the definition of Applicable Law. All
terms of the Services Agreement not modified
herein shall remain in full force and effect.

VSechny pojmy, které zde nejsou definovany,
maji stejny vyznam, jaky je stanoven ve smlouvé
o poskytovani sluzeb. VSechny zde definované
pojmy, které jsou také definovany ve smlouvé o
poskytovani sluZeb, jsou timto nahrazeny pojmy
definovanymi v tomto dodatku o zpracovani
udaji, s vyjimkou definice platnych pravnich
predpisi. VSechny podminky smlouvy o
poskytovani sluzeb, které zde nejsou upraveny,
zlstavaji v plné platnosti a uCinnosti.

In addition to any other obligations Processor
may have pursuant to the Agreement, Processor
represents and warrants it shall comply with
the terms of this DP Addendum in the
performance of all Services.

Zpracovatel prohlaSuje a zarucuje, Ze kromé
jakychkoli dalSich povinnosti, které miize mit
podle této smlouvy, bude pfi provadéni vSech
sluZeb dodrzovat podminky tohoto dodatku o
zpracovani udaju.

This DP Addendum sets forth the obligations of
the Processor in respect to this Personal Data as
follows:

Tento dodatek o zpracovani Udajd stanovi
povinnosti zpracovatele ve vztahu k dotytnym
osobnim udajim nasledovné:

ordinary shares in, or the right
to appoint 50% or more of the

1. Definitions. 1. Definice.

1.1.  “Affiliates” means, any person, 1.1.  ,Pridruzené spolecnosti“
corporation, company, znamenaji  jakoukoli osobuy,
partnership, joint venture, or korporaci, spolec¢nost,
other entity controlling, partnerstvi, spole¢ny podnik
controlled by, or under common nebo jiny subjekt kontrolujici,
control with the applicable kontrolovany nebo pod
party. For such purpose, the spole¢nou kontrolou S
term “control” means the pfislusnou stranou. Pro tento
holding of 50% or more of the ucel termin ,kontrola“ znamena
common voting stock or drzeni 50 % nebo vice

kmenovych akcii s hlasovacim
pravem nebo obycejnych akcii,

directors of, the said anebo pravo jmenovat 50 %
corporation, company, nebo vice Ttediteli uvedené
korporace, spolecnosti,
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partnership, joint venture, or partnerstvi, spolecného podniku
entity. nebo subjektu.

1.2.  “Applicable Laws” means, for 1.2. ,Platné pravni piedpisy“
the purposes of this DP znamenaji pro ucely tohoto
Addendum, privacy, data dodatku o zpracovani udajt
protection, and related laws and zakony o ochrané soukromi,
regulations that apply to ochrané Udaji a souvisejici
Controller’s operations in the zakony a predpisy, které se
European  Economic  Area vztahuji na Cinnosti spravce v
(“EEA”), the United Kingdom, Evropském hospodaiském
Switzerland, Canada, United prostoru (dale jen ,EHP®),
States (“US”) and all countries Spojeném kralovstvi, Svycarsku,
where  Controller conducts Kanadé, Spojenych statech
business. americkych (dale jen ,USA") ave

vSech zemich, kde spravce
podnika.

1.3. “GDPR” means the Regulation 1.3. ,GDPR“ znamend narizeni
(EU) 2016/679 of the European Evropského parlamentu a Rady
Parliament and of the Council of (EU)2016/679 ze dne 27. dubna
27 April 2016 on the protection 2016 o ochrané fyzickych osob v
of natural persons with regard souvislosti se  zpracovanim
to the processing of personal osobnich udaji a o volném
data and on the free movement pohybu téchto udaji a o zruseni
of such data, and repealing smérnice 95/46/ES (obecné
Directive 95/46/EC (General narizeni o ochrané osobnich
Data Protection Regulation) udaji) s acinnosti od 25. kvétna
with effect from May 25, 2018. 2018.

1.4. “Key-codification” has the 1.4. ,Kdédovani Kklice* ma za
effect of making the data ‘pseudo nasledek ,pseudoanonymizaci®
anonymised’ in the sense of art. udaji ve smyslu ¢l. 4. odstavec 5
4.5 of GDPR, that is in such a GDPR, tedy tak, Ze ,,osobni idaje
manner “that the Personal Data jiZ nelze pripisovat konkrétnimu
can no longer be attributed to a subjektu udaji  bez pouziti
specific data subject without the dodate¢nych  informaci, za
use of additional information, predpokladu, Ze tyto dodate¢né
provided that such additional informace jsou uchovavany
information is kept separately oddélené a podléhaji
and is subject to technical and technickym a organiza¢nim
organisational measures to opatfenim, Kkterda zajisti, zZe
ensure that the Personal Data osobni udaje nebudou prifazeny
are not attributed to an
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identified or identifiable natural identifikované nebo
person. identifikovatelné fyzické osobé.

1.5. “Personal Data” means any 1.5. ,Osobnimi udaji“ se rozumi
information relating to an veskeré informace tykajici se
identified or identifiable natural identifikované nebo
person (“data subject”); an identifikovatelné fyzické osoby
identifiable natural person is (dale ,subjekt udaja“).
one who can be identified, Identifikovatelnou fyzickou
directly or indirectly, in osobou je fyzicka osoba, kterou
particular by reference to an lze pfrimo ¢i nepfimo
identifier such as a name, an identifikovat, zejména odkazem
identification number, location na urcity identifikator, napriklad
data, an online identifier or to jméno, identifikacni Cislo,
one or more factors specific to lokacni udaje, sitovy
the physical, physiological, identifikdtor nebo na jeden Ci
genetic, mental, economic, vice zvlaStnich prvka fyzické,
cultural or social identity of that fyziologické, genetické,
natural person. psychické, ekonomické, kulturni

nebo spolecenské identity této
fyzické osoby.

1.6.  “Processing” means any 1.6.  ,Zpracovani“ znamena
operation or set of operations jakoukoli operaci nebo soubor
which is performed on Personal operaci, které se provadéji s
Data or on sets of Personal Data, osobnimi udaji nebo soubory
whether or not by automated osobnich  udajii, at jiz
means, such as collection, automaticky, nebo ne, napf.
recording, organisation, shromazd'ovani,
structuring, storage, adaptation zaznamenavani, organizovani,
or alteration, retrieval, strukturovani, uchovavani,
consultation, use, disclosure by adaptace nebo zmény, ziskani,
transmission, transfer, konzultace, pouziti,
dissemination or otherwise zptistupnéni prenosem,
making available, alignment or predanim, Sifenim nebo jinym
combination, restriction, zplsobem, uspoiadani nebo
erasure or destruction. kombinovani, omezeni, vymaz

nebo zniceni.

1.7.  “Services” means as defined in 1.7.  ,Sluzby” maji vyznam
the Agreement. definovany ve smlouvé.
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Purpose of Processing and Duration.

Ucel zpracovani a doba trvani.

2.1 Processor will Process Personal 2.1.  Zpracovatel bude zpracovavat
Data on behalf of the Controller osobni ildaje jménem spravce za
for the purpose of providing the ucelem poskytovani sluzeb.
Services.

2.2.  These Processing operations are 2.2. Predpoklada se, Ze tyto operace
expected to last for the duration zpracovani budou probihat pro
of the Agreement. dobu trvan{ této smlouvy.

2.3. For the provision of the Services, 2.3. Pro poskytovani sluzeb bude

Processor will Process the
following categories of Personal
Data, namely:

zpracovatel zpracovavat
nasledujici kategorie osobnich
udaji, konkrétné:

e Pseudo-anonymized or key-
coded Personal Data of study
subjects, including but not
limited to, data concerning
health, month and year of
birth, sex, race, health
information, study data
based on protocol,

e pseudoanonymizované
nebo kédované osobni udaje
subjektli studie, zejména
udaje tykajici se zdravi,
meésice a roku narozeni,
pohlavi, rasy, zdravotnich
informaci, idaji ze studie na
zakladé protokolu

e Site study employees -
business contact
information

e zaméstnanci studie na
pracovisti -  obchodni
kontaktni udaje

e Healthcare professionals -

e zdravotnicti pracovnici -

business contact obchodni kontaktni

information, medical license informace, informace o

information, specialty, etc. zdravotnické licenci,
specializace atd.

e (Controller employees, e zameéstnanci spravce,
contractors -  business dodavatelé -  obchodni
contact information, kontaktni udaje, tudaje o
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connection data (e.g., logs, IP
address, cookies)

pripojeni (napi. protokoly,
IP adresa, soubory cookie)

e Controller employees -
Personal Data including, but
not limited to, employment
information, CV, education,
financial information, health
information, address, tax
identification numbers,
phone numbers, email
addresses, and date of birth

e zaméstnanci spravce -
osobni  1Udaje, zejména
informace o zaméstnani,
Zivotopisu, vzdélani,
financ¢ni informace,

zdravotni informace, adresy,
danova identifika¢ni Ccisla,
telefonni cisla, e-mailové
adresy a datum narozeni

e Patient information in any

form

e informace o pacientovi v
jakékoli formé

e Web site visitors - contact

information, Internet or
other electronic network
activity data, including, but
not limited to, IP addresses,
cookies or other tracking

technology, log files,
browsing history, search
history, and information

regarding a web site user’s
interaction with an Internet
Web site, application, or
advertisement

e navstévnici webovych
stranek - kontaktni
informace, udaje o aktivité
na internetu nebo na jiné
elektronické siti, zejména IP
adresy, soubory cookie nebo
jiné sledovaci technologie,
soubory protokolu, historie

prochazeni, historie
vyhledavani a informace
tykajici se interakce

uzivatele webovych stranek
s internetovymi strankami,
aplikacemi nebo reklamami

3. Obligations of the Processor.

3. Povinnosti zpracovatele.

The Processor agrees at all times:

Zpracovatel souhlasi, ze vzdy:

to comply with its obligations
under Applicable Laws,
including the obligation, if any,
to appoint a representative and
a data protection officer and to
hold a record of Processing

dodrzi své povinnosti podle
platnych pravnich predpist,
vCéetné pripadné povinnosti
jmenovat zastupce a povérence
pro ochranu osobnich udaji a
uchovavat zaznam o zpracovani;
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operations; if applicable, zpracovatel poskytne spravci
Processor will provide the name jméno a kontaktni udaje svého
and contact details of its ptripadného zastupce a
representative and data povérence pro ochranu
protection officer to the osobnich Udajg;

Controller;

b) to Process Personal Data only as b) zpracuje osobni udaje pouze tak,
necessary to provide the jak je to nezbytné pro
Services and following the poskytovani sluZeb a dodrzovat
documented instructions of zdokumentované pokyny
Controller and as communicated spravce i pokyny, které spravce
by Controller in writing from pribézné pisemné sdéli (takové
time to time (such instructions pokyny musi byt v souladu s
to be consistent with the terms podminkami smlouvy 0
of the Services Agreement); for poskytovani sluzeb); aby se
the avoidance of doubt, predeslo pochybnostem,
Processor shall not sell, retain, zpracovatel nebude prodavat,
use, disclose, or in any way uchovavat, pouzivat,
Process Personal Data for any zpristupnovat, nebo jakymkoliv
purpose other than to perform zplsobem zpracovavat osobni
the services specified in the udaje pro jakykoliv jiny ucel, neZ
Agreement; where Processor is je poskytovani sluzeb
of the opinion that a Processing uvedenych ve smlouvé; pokud
instruction is in violation of se zpracovatel domniva, zZe
Applicable Laws, Processor will pokyn pro zpracovani udaji je v
immediately inform Controller rozporu s platnymi pravnimi
thereof and provide adequate predpisy, zpracovatel o tom
reasoning; neprodlené informuje spravce

udaji a poskytne odpovidajici
oduvodnéni;

) to respond promptly to all c) odpovi neprodlené na vSechny
enquiries by Controller dotazy spravce ohledné
regarding the Processing of zpracovani osobnich udaji;
Personal Data;

d) to subject its staff that Process d) zavaze svlj personal, ktery
Personal Data to an appropriate zpracovava  osobni  Udaje,
confidentiality obligation that odpovidajici povinnosti
continues to apply once the zachovavat davérnost, ktera
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Processing  activities  have

ended;

bude platit ipo skonceni

Zpracovavani;

not to disclose or transfer
Personal Data to any third party
without the prior permission in
writing of Controller, except
where such disclosure or
transfer is allowed under
Sections 4 and 5 or required by
Applicable Laws, in which case
Processor will notify Controller
promptly in writing prior to
complying with any such
request for disclosure, unless
such notice is prohibited by
Applicable Laws; Processor shall
comply with all reasonable
directions of Controller with
respect to such disclosure or
transfer;

nezpristupni ani nepieda osobni
udaje zadné treti strané bez
predchoziho pisemného
souhlasu spravce, s vyjimkou
piipadl, kdy je  takové
zpristupnéni nebo  predani
povoleno podle ¢lankd 4 a 5
nebo vyZadovano platnymi
pravnimi predpisy; v takovém
pripadé  zpracovatel bude
neprodlené pisemné informovat
spravce pied vyhovénim takové
zadosti o zpristupnéni, pokud
takové oznameni nezakazuji
platné pravni predpisy;
zpracovatel bude dodrZovat
vSechny primérené pokyny
spravce tykajici se takového
zpristupnéni nebo predani;

Processor shall not transfer
Personal Data to a country
outside the EEA that does not
provide for a level of data
protection comparable to that in
the EEA pursuant to a European
Commission Decision, without
prior written authorization of
Controller; Processor shall work
with Controller to make sure
that appropriate legal or
contractual safeguards are in
place for such international
transfers as required by
Applicable Laws;

nepreda osobni idaje do zadné
zemé mimo EHP, ktera
neposkytuje uroveni ochrany
osobnich udaji srovnatelnou s
urovni ochrany udaji v EHP
podle rozhodnuti Evropské
komise bez predchoziho
pisemného souhlasu spravce
udaju; zpracovatel bude
spolupracovat se spravcem a
presvédc¢i se, Ze pro takové
mezinarodni  prenosy  jsou
zavedena vhodna pravni nebo
smluvni opatreni, jak to vyzaduji
platné pravni predpisy;

g)

to provide reasonable assistance
to Controller in meeting its
transparency obligations
towards data subjects, in

g)

poskytne spravci primérenou
soucinnost pfi plnéni jeho
zavazku transparentnosti ve
vztahu  ksubjektim  dajt,
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particular where Processor is
better placed to provide the
relevant information; Controller
is responsible for providing the
relevant notices to Processor;

zejména pokud ma zpracovatel
lepsi  mozZnost  poskytnout
relevantni informace; spravce

odpovida za poskytnuti
prislusnych oznameni
zpracovateli;

h)

to notify Controller promptly of
any communication received
from data subjects in relation to
their rights over their Personal
Data under Applicable Laws and
to comply with all reasonable
instructions of the Controller in
responding to such
communications;

h)

bude neprodlené informovat
spravce o vSech sdélenich
obdrZenych od subjektd udaji v
souvislosti s jejich pravy na
jejich  osobni tudaje podle
platnych pravnich predpisi a
dodrZovat vSechny primérené
pokyny spravce pfi odpovidani
na takova sdélent;

to inform data subjects about
the Processing of their Personal
Data according to Applicable
Laws and Controller’s
instructions whenever
Processor collects Personal Data
directly from data subjects on
behalf of Controller;

bude informovat subjekty udajt
o zpracovani jejich osobnich
udaji v souladu s platnymi
pravnimi predpisy a pokyny
spravce, kdykoli zpracovatel
shromazd’'uje osobni udaje
pifimo od subjektd Udaji
jménem spravce;

j)

to adopt state of the art technical
and organizational measures in
accordance with Art. 5(f) and
Art. 32 of the EU General Data
Protection Regulation to protect
Personal Data against accidental
or unlawful destruction or
accidental loss or damage,
alteration, unauthorized
disclosure or access and against
all other unauthorized or
unlawful forms of Processing or
required by any Applicable
Laws; the technical and
organizational measures at a

j)

prijme nejmodernéjsi technicka
a organizacni opatieni v souladu
s ¢L. 5 pism. f a ¢l. 32 obecného
narizeni EU o ochrané osobnich
udaji  za ucCelem ochrany
osobnich udajl pred ndhodnym
nebo nezakonnym znicenim
nebo nahodnou ztratou nebo
poskozenim, pozmeénénim,
neopravnénym zpiistupnénim
nebo pristupem a pied vSemi
dal$imi neopravnénymi nebo
nezakonnymi formami
zpracovani nebo v souladu s
platnymi pravnimi predpisy;
tato technickd a organizacni
opatreni se musi pfrinejmensim
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minimum shall meet those set
out in Appendix 1.

vyrovnat tém, Kkterd jsou
uvedena v priloze 1;

within forty-eight (48) hours of
notice of or of any inspections
and measures conducted by the
Supervisory Authorities, insofar
as they affect processing
operations under this DP
Addendum. This also applies,
insofar as allowed by Applicable
Laws, where the Processor is
under investigation or is party to
an investigation by public
authorities relating to the
Personal Data Processed under
the Agreement or in connection
with the Processing of Personal
Data under this DP Addendum.
Processor shall comply with all
reasonable directions of
Controller with respect to any
disclosure or transfer of

k) to inform Controller in writing k) bude do C(Ctyficeti osmi (48)
within forty-eight (48) hours of hodin pisemné informovat
any accidental or unlawful spravce o kazdém nahodném
destruction or accidental loss or nebo protipravnim znic¢eni nebo
damage, alteration, nahodné ztraté nebo poskozeni,
unauthorized disclosure or pozmeénéni, neopravnéném
access to Personal Data and to zpiistupnéni osobnich udajl
assist Controller with its nebo pristupu k nim; pomuze
obligation, in accordance with spravci  pri  plnéni jeho
Applicable Laws and as povinnosti v souladu s platnymi
requested by Controller, to pravnimi predpisy a na Zadost
notify a security breach to the spravce ozndmi  naruSeni
competent supervisory zabezpeceni prislusnym
authorities and data subjects, to dozorovym ufadliim a subjektim
the extent that Processor has udaji v rozsahu, v jakém ma
relevant information for zpracovatel informace
Controller to meet  its relevantni pro spravce pri
notification obligations; plnéni jeho oznamovaci

povinnosti;

1) to inform Controller, in writing, 1) bude pisemné informovat

spravce do Ctyriceti osmi (48)
hodin od jakychkoli inspekci a
opatreni provadénych
dozorovymi urady - nebo od
ozndmeni o nich - pokud se
dotykaji operaci zpracovani
udaji podle tohoto dodatku o
zpracovani udaji. To plati také v
rozsahu povoleném platnymi
pravnimi predpisy v situacich,
kdy je zpracovatel predmétem
vySetrovani nebo je stranou pri
vySetfovani vedeném organy
vefejné moci v souvislosti s
osobnimi udaji zpracovavanymi
podle této smlouvy nebo v
souvislosti se  zpracovanim
osobnich 1dajii podle tohoto
dodatku o zpracovani udaju.
Zpracovatel bude dodrzovat
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Personal Data Processed under vSechny primérené pokyny

the Agreement to the relevant spravce s ohledem na jakékoli

authorities; zptistupnéni nebo predani
osobnich idajt zpracovavanych
podle této smlouvy piisluSnym
organiim;

m) to implement without undue m) po dohodé se spravcem zavede
delay appropriate security and bez prodleni vhodna
mitigating measures, in bezpecnostni a zmirnujici
agreement with Controller, to opatfeni, aby se omezily
limit the potential adverse potencialni nezadouci ucinky
effects of a security breach; porusSeni zabezpeceni;

n) to  assist  Controller in n) poskytne spravci soucinnost pri
performing privacy impact provadéni hodnoceni dopadu na
assessments and preparing ochranu osobnich udaji a pfi
consultations with supervisory ptipravé konzultaci
authorities, where Processor s dozorovymi urady, pokud ma
holds essential information for zpracovatel pro spravce zasadni
Controller to  meet its informace k plnéni jeho
obligations under Applicable povinnosti  podle  platnych
Laws; pravnich predpisi;

0) to train staff responsible for 0) vySkoli persondl odpovédny za
Processing  Personal  Data zpracovani  osobnich  udaji
regarding the obligations set v souvislosti s povinnostmi
forth in this Addendum and to stanovenymi vtomto dodatku
discipline staff for failing to a pii neplnéni téchto povinnosti
comply with those obligations; tento personal postihne;

p) to provide all notices to p) poskytne  spravci  vSechna
Controller at oznamenf na adresu
DataProtection@seagen.com; DataProtection@seagen.com a
and

q) to maintain a record of all q) bude uchovavat zaznamy o
Processing done by Processor veSkerém zpracovani

provadéném zpracovatelem pro
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for Controller in accordance spravce v souladu s GDPR,
with GDPR Section 30.2. ¢lanek 30, odstavec 2.
4. Auditing. 4. Provadéni audita.

4.1. Processor agrees that Controller 4.1. Zpracovatel souhlasi s tim, Ze
or an  external auditor spravce nebo externi auditor
designated by the Controller jmenovany spravcem miiZe po
may inspect and audit, with oznameni s pifimérenou lhiitou a
reasonable notice and during v béZné pracovni dobé
Processor’s normal business zpracovatele provadét inspekci
hours, Processor’s Processing of a audit zpracovani osobnich
Personal Data under the udajl zpracovatelem podle této
Agreement to confirm that the smlouvy, aby se potvrdilo, Ze
Processor has complied with the zpracovatel dodrzel povinnosti
obligations set forth in this stanovené v tomto dodatku a
Addendum and Applicable Laws. platnych pravnich predpisech.
The audit may, amongst others, Audit mize mimo jiné zahrnovat
involve requests for information Zadosti o informace nebo
or an inspection of the inspekci prostor zpracovatele
Processor’s premises by the spravcem nebo ur¢enym
Controller or the designated externim auditorem.
external auditor.

4.2. Processor will furnish 4.2. Zpracovatel poskytne spravci
Controller or designated nebo urfenému externimu
external auditor with all auditorovi vesSkeré materialy
materials necessary for nezbytné pro spravce k pripravé
Controller to prepare such takové inspekce nebo auditu.
inspection or audit.

5. Subcontracting. 5. Subdodavatelstvi.
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5.1.

Controller acknowledges and
agrees that Processor may
subcontract Processing
operations performed on behalf
of Controller in connection with
the provision of the Services.
Where Processor subcontracts
its obligations under the
Agreement, it shall do so only by
way of a written agreement with
the sub-processor which
imposes the same obligations on
the sub-processor as are
imposed on Processor under
this Addendum.

5.1.

Spravce bere na védomi a
souhlasi s tim, Ze zpracovatel
miZe zadat subdodavateli
operace  zpracovani  udajl
jménem spravce v souvislosti s
poskytovanim sluzeb. Pokud
zpracovatel zada
subdodavatelsky plnéni svych
zavazkl podle této smlouvy,
ucini tak pouze formou pisemné
dohody s dil¢im zpracovatelem,
ktera  dil¢imu  zpracovateli
uklada stejné povinnosti, jaké
zpracovateli  ukladd  tento
dodatek.

5.2

Where the sub-processor fails to
fulfil its obligations under such
written agreement, Processor
shall remain fully liable to
Controller for the performance
of the sub-processor’s
obligations.

5.2.

Pokud dil¢i zpracovatel neplni
své povinnosti tykajici se
ochrany osobnich Udaji podle
takové pisemné smlouvy,
zlstava zpracovatel nadale plné
odpovédny spravci za plnéni
povinnosti dil¢iho zpracovatele.

5.3.

Processor will maintain an up-
to-date list of sub-processors
and, upon request, Processor
shall provide Controller with all
relevant information on the
obligations of sub-processors in
relation to this Section 5.

5.3.

Zpracovatel povede aktualni
seznam dil¢ich zpracovatell
ana pozadani poskytne spravci
veSkeré relevantni informace
o povinnostech dil¢ich
zpracovatell v souvislosti s
timto oddilem 5.
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termination of the Agreement in part or in
whole, Processor shall, within fifteen (15) days
of any request by Controller, send to Controller
all Personal Data held by Processor on behalf of
Controller, together with all copies in any media
of such data, or solely if instructed; in writing, by
Controller, destroy the same, unless Processor is
required, by any Applicable Laws, to retain such
data or a part thereof, in which case Processor
will inform Controller in accordance with
Section 3(c), and Processor shall delete such
retained data when it is no longer required to be
maintained by Applicable Laws. At the request
of Controller, Processor shall provide written
confirmation of such destruction or transfer.

5.4. In the event Processor wishes to 5.4. V pripadé, ze si zpracovatel
change sub-processors or add preje zménit dil¢i zpracovatele
new sub-processors, Processor nebo  pridat nové  dilci
shall notify Controller thirty zpracovatele, musi o tom
(30) days before such change or informovat spravce e-mailem na
addition by email to adresu
DataProtection@seagen.com. If DataProtection@seagen.com
Customer reasonably objects to tricet (30) dni pred takovou
a change or addition of sub- zménou nebo pridanim. Pokud
processor(s), then the parties ma zakaznik divodné namitky
shall discuss possible proti zméné nebo pridani dil¢iho
alternatives. If Processor does zpracovatele (dil¢ich
not provide a reasonably zpracovatelli), pak  strany
acceptable alternative, then projednaji mozné alternativy.
Controller may terminate the Pokud zpracovatel neposkytne
affected Services and receive a prijatelnou alternativu, muze
prorated refund of fees paid for spravce ukoncit dotcené sluzby
the remaining period of Services a obdrzet pomérnou nadhradu
or deliverables after poplatkd za zbyvajici obdobi
termination. poskytovani  sluzeb nebo

vystupd po ukonceni.
6. Termination. In the event of the|6. Ukonceni smlouvy. V piipadé ukonceni

smlouvy z€asti nebo zcela zpracovatel na Zadost
spravce do patnacti (15) dnd posle spravci
vSechny osobni udaje uchovavané
zpracovatelem jménem spravce, spoleCné se
vSemi kopiemi téchto tidajti na jakémkoli médiu,
nebo vyhradné na pisemny pokyn spravce tyto
udaje znic¢i, pokud zpracovatel podle platnych
pravnich predpisti nemusi uchovavat tyto udaje
nebo jejich cast; v takovém pripadé bude
zpracovatel informovat spravce v souladu s
oddilem 3(c) a zpracovatel tyto uchované tidaje
vymaze, aZ jejich dalsi uchovavani nebude podle
platnych pravnich predpisi nutné. Na Zadost
spravce  zpracovatel poskytne pisemné
potvrzeni o takovémto zniceni nebo predani.

7. Counterparts. This DP Addendum may
be executed in two or more counterparts, each
of which shall be deemed an original, and all of
which shall together be deemed to constitute
one agreement. The Parties agree that execution

7. Stejnopisy. Tento dodatek o zpracovani
udaji mize byt vyhotoven ve dvou nebo vice
stejnopisech, znichz kazdy je povazovan za
original, ale vSechny jsou pokladany za jednu
atutéz smlouvu. Strany souhlasi s tim, ze
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of this DP Addendum by industry standard
electronic signature software and/or by
exchanging PDF signatures shall have the same
legal force and effect as the exchange of original
signatures, and that in any proceeding arising
under or relating to this DP Addendum, each
party hereby waives any right to raise any
defense or waiver based upon execution of this
DP Addendum by means of such electronic
signatures or maintenance of the executed DP
Addendum electronically.

uzavieni tohoto dodatku o zpracovani udaji
standardnim softwarem pro elektronicky
podpis v odvétvi a/nebo vyménou podpist ve
formatu PDF bude mit stejnou pravni platnost a
ucinnost jako vyména originalnich podpist, a Ze
v TFizeni, které pripadné nastane na zakladé
tohoto dodatku o zpracovani udaji nebo s nim
bude souviset, se kazdd ze smluvnich stran
timto zrika prava prednést jakoukoli obhajobu
nebo vzdat se prav na zakladé uzavieni tohoto
dodatku o zpracovani udaji prostiednictvim
takovych elektronickych podpisi nebo vedenim
podepsaného dodatku o zpracovani udaji v
elektronické podobé.
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The parties acknowledge and agree that
execution of the Agreement is deemed
execution of this DP Addendum and its
Appendices.

Strany berou na védomi a souhlasi s tim, Ze
uzavieni Smlouvy se povazuje za uzavieni
tohoto dodatku o zpracovani tidajti a jeho priloh.
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Appendix 1 - Technical and Organisational

Measures

Priloha 1 - Technicka a organiza¢ni

opatieni

1.

Confidentiality (Article 32 Paragraph 1 | 1.
Point b GDPR)

Diivérnost (¢lanek 32 odstavec 1 bod b
GDPR)

e Physical access control

Fyzické ovladani pristupu

No unauthorised access to Data
Processing Facilities, (e.g.: magnetic
or chip cards, keys, electronic door
openers, facility security services
and/or entrance security staff,
alarm systems, video/CCTV
Systems)

Zadny neopravnény piistup do
zatizeni pro zpracovani udaja
(napf.: magnetické nebo <cipové
karty, klice, elektronické otvirani
dveri, bezpecnostni sluzby zarizeni
a/nebo pracovnici zabezpeceni
vstupt, poplasné systémy,
video/CCTV systémy)

e Electronic access control

Elektronické ovladani piistupu

No unauthorised use of the data
processing and data storage
systems, (e.g.: (secure) passwords,
automatic blocking/locking
mechanisms, two-factor
authentication, encryption of data
carriers/storage media)

Zadné neopravnéné pouzivani
systému pro zpracovani a ukladani
udaji  (napt. (bezpecna) hesla,
automatické blokovaci/uzamykaci
mechanismy, dvoufaktorové
ovéfovani totoznosti, Sifrovani
nosici dat / dloZnych médii)

e Internal access control (permissions
for user rights of access to and
amendment of data)

Interni ovladani pristupu (povoleni
pro uzivatelskd prava na pristup k
udajim a jejich zménu)

No unauthorised reading, copying,
changes or deletions of data within
the system, e.g. rights authorisation
concept, need-based rights of access,
logging of system access events

Zadné neopravnéné ¢teni,
kopirovani, zmény nebo odstranéni
udaji v systému, napr. koncept
schvalovani prav, pravo na ptistup k
systému podle potreby,
protokolovani udalosti pristupu k
systému

e Isolation control

Ovladani pomoci izolace
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Isolated Processing of data collected
for differing purposes, (e.g.: multiple
Controller support, sandboxing);

Izolované zpracovani udaji
shromazdénych pro rtzné ucely
(napi.: podpora vice spravci,
oddélovani pomoci sandboxti);

e Pseudonymisation  (Article 32
Paragraph 1 Point a GDPR; Article
25 Paragraph 1 GDPR)

e Pseudonymizace (¢lanek 32
odstavec 1 bod a GDPR; ¢lanek 25
odstavec 1 GDPR)

Where possible, the processing of
Personal Data in such a
method/way, that the data cannot
be associated with a specific data
subject without the assistance of
additional information, provided
that this additional information is
stored separately, and is subject to
appropriate technical and
organisational measures.

Pokud je to mozZné, zpracovani
osobnich udaja takovou
metodou/zplisobem, aby udaje
nemohly byt spojeny s konkrétnim
subjektem udaji bez pomoci

dodatecnych informaci, za
predpokladu, Ze tyto dodatecné
informace jsou uchovavany
oddélené a podléhaji prisluSnym
technickym a organizacnim
opatienim.

2. Integrity (Article 32 Paragraph 1 Point b | 2.
GDPR)

Integrita (Clanek 32 odstavec 1 bod b
GDPR)

e Data transfer control

e Rizeni prenosu dat

No unauthorised reading, copying,
changes or deletions of data with
electronic transfer or transport,
(e.g.: encryption, virtual private
networks (VPN), electronic
signature);

Zadné neopravnéné ¢teni,
kopirovani, zmény nebo vymazy
udaji = pomoci  elektronického
predavani nebo prenosu (napf.
Sifrovani, virtualni privatni sité
(VPN), elektronicky podpis)

e Data Entry Control

e Rizeni zadavani dat

Verification, whether and by whom
Personal Data is entered into a Data
Processing System, is changed or
deleted, (e.g.: logging, document
management)

Ovéreni, zda a kdo osobni udaje
zadavd do systému zpracovani
udaji, méni je nebo odstranuje
(napr-. protokolovani, sprava
dokumentti)
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3. Availability and resilience (Article 32 Dostupnost a odolnost (c¢lanek 32
Paragraph 1 Point b GDPR) odstavec 1 bod b GDPR)
e Availability control e Rizeni dostupnosti
Prevention of accidental or wilful Prevence nahodného nebo
destruction or loss, (e.g.: backup umyslného zniCeni nebo ztraty
strategy (online/offline; on-site/off- (napft-.: zalohovaci strategie
site), uninterruptible power supply (online/offline, na pracovisti / mimo
(UPS), virus protection, firewall, pracovisté), neprerusitelny zdroj
reporting procedures and napajeni (UPS), ochrana proti viriim,
contingency planning) firewall, postupy hlaseni a planovani
pro nepiedvidané udalosti)
e Rapid recovery (Article 32 e Rychlé obnoveni (Cldnek 32
Paragraph 1 Point ¢ GDPR) (Article odstavec 1 bod ¢ GDPR) (¢lanek 32
32 Paragraph 1 Point c GDPR); odstavec 1 bod c GDPR);
4. Procedures for regular testing, Postupy pro pravidelné testovani,

assessment and evaluation (Article 32
Paragraph 1 Point d GDPR; Article 25
Paragraph 1 GDPR)

posuzovani a hodnoceni (¢lanek 32
odstavec 1 bod d GDPR; ¢lanek 25
odstavec 1 GDPR)

Data protection governance;

e Spréava ochrany udaji;

e Incident response management;

e Rizeni reakce na incidenty;

e Data protection by design and
default (Article 25 Paragraph 2
GDPR);

e 7Zamérnd a standardni ochrana
udaji (¢lanek 25 odstavec 2 GDPR);

e Order or contract control

e Rizeni objednavek nebo smluv
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STANDARD CONTRACTUAL CLAUSES

STANDARDNI SMLUVNi DOLOZKY

MODULE 1

MODUL 1

A. SECTION 1

B. ODDIL I

Clause 1

Dolozka 1

Purpose and scope

Uéel a rozsah

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

(a) Ué¢elem téchto standardnich smluvnich
doloZzek je =zajistit dodrzovani pozadavki
narizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich Uidajti a o volném pohybu téchto udaji
(obecné narizeni o ochrané osobnich udaji -
GDPR)? pro predavani osobnich udaju do tieti
zeme.

(hereinafter “entity/ies”) transferring the
personal data, as listed in Annex [.A. (hereinafter
each “data exporter”), and

(b) The Parties: (b) Strany:
)] the natural or legal person(s), public | (i) fyzicka/é nebo pravnicka/é
authority/ies, agency/ies or other body/ies | osoba/osoby, organ/organy vefejné moci,

agentura/y nebo jiny/é subjekt/y (dale jen
»subjekt/y“) prevadéjici osobni udaje, jak je
uvedeno v priloze I.A. (dale jen ,,vyvozce udaji“)
a

(i) the entity/ies in a third country
receiving the personal data from the data
exporter, directly or indirectly via another

(ii) subjekt/y ve treti zemi, které obdrzi
osobni udaje od vyvozce udaji piimo nebo
neprimo prostrednictvim jiného subjektu,
rovnéz smluvni strany téchto dolozek, jak je

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

institutions, bodies, offices and agencies and on the free movement of such data, and repealing Regulation (EC) No 45/2001 and
Decision No 1247/2002/EC (OJ L 295 of 21.11.2018, p. 39), to the extent these Clauses and the data protection obligations as set
out in the contract or other legal act between the controller and the processor pursuant to Article 29(3) of Regulation (EU)
2018/1725 are aligned. This will in particular be the case where the controller and processor rely on the standard contractual
clauses included in Decision [...].
2 Pokud je vyvozce udaji zpracovatelem podléhajicim nafizeni (EU) 2016/679, ktery jedn& jménem orgénu nebo
subjektu Unie jako spravce, spoléhani se na tyto doloZKy pfi zapojeni jiného zpracovatele (dil¢iho zpracovani), ktery nepodléha
nafizeni (EU) 2016/679, rovnéz zajist'uje soulad s ¢l. 29 odst. 4 nafizeni Evropského parlamentu a Rady (EU) 2018/1725 ze dne
23. fijna 2018 o ochran¢ fyzickych osob v souvislosti se zpracovanim osobnich udaji organy Unie, organy, institucemi a
agenturami a o volném pohybu téchto udaji a o zrugeni nafizeni (ES) & 45/2001 a rozhodnuti &. 1247/2002/ES (Uf. vést. L 295,
21.11. 2018, s. 39), v rozsahu, v jakém jsou tyto dolozky a povinnosti v oblasti ochrany idaji stanovené ve smlouvé nebo jiném
pravnim aktu mezi spravcem a zpracovatelem podle ¢l. 29 odst. 3 nafizeni (EU) 2018/1725 sladény. To plati zejména v piipade,
kdy spravce a zpracovatel spoléhaji na standardni smluvni dolozky uvedené v rozhodnuti [...].
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entity also Party to these Clauses, as listed in
Annex LA. (hereinafter each “data importer”),

uvedeno v priloze L.A. (dale jen ,dovozce

o ((

udaja”),

have agreed to these standard contractual
clauses (hereinafter: “Clauses”).

souhlasily s témito standardnimi smluvnimi
dolozkami (dale jen: ,dolozky*).

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

(© Tyto doloZky se vztahuji na predavani
osobnich Udaj{, jak je uvedeno v priloze I.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
prilohy v ni uvedené, tvoii nedilnou soucast
téchto doloZzek.

Clause 2

Dolozka 2

Effect and invariability of the Clauses

U¢inek a neménnost dolozZek

(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 vhodna ochranna
opatreni, v€etné vymahatelnych prav subjektu
udaji a ucinnych opravnych prostredkd, podle
¢l. 46 odst. 1 a ¢l. 46 odst. 2 pism. c) narizeni
(EU) 2016/679 a pokud jde o predavani udajt
od spravcd Kke zpracovatelim a/nebo od
zpracovateli ke zpracovatelim, standardni
smluvni dolozky podle ¢l. 28 odst. 7 narizeni
(EU) 2016/679, za predpokladu, Ze nejsou
upraveny, S vyjimkou vybéru
prislusného/prislusnych ~ modulu/G  nebo
doplnéni ¢i aktualizace informaci v priloze. To
nebrani smluvnim strandm, aby do Sirsi
smlouvy zahrnuly standardni smluvni dolozky
uvedené v téchto dolozkdch a/nebo doplnily
dalsi dolozky nebo dodatetné zaruky, pokud
nejsou primo ¢i nepfimo v rozporu s témito
dolozkami nebo se nedotykaji zakladnich prav ¢i
svobod subjektt udaj.

(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 dotceny
povinnosti, kterym vyvozce udaji podléha na
zakladé natizeni (EU) 2016/679.

Clause 3

DolozZka 3

Third-party beneficiaries

Zamyslené tieti osoby

(a) Data subjects may invoke and enforce
these Clauses, as third-party beneficiaries,

(a) Subjekty tudaji mohou uplatiiovat a
vymahat tyto dolozky jako zamyslené treti
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against the data exporter and/or data importer,
with the following exceptions:

osoby viici vyvozci idaji a/nebo dovozci idajd,
s nasledujicimi vyjimkami:

rights of data subjects under Regulation (EU)
2016/679.

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

(i) 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);

(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. €);

(viii) Clause 18 - Clause 18(a) and (b). (viii) DoloZka 18 - Dolozka 18 pism. a) a b).
(b) Paragraph (a) is without prejudice to | (b) Odstavcem a) nejsou dotcena prava

subjektli udaji podle narizeni (EU) 2016/679.

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

Clause 4 Dolozka 4
Interpretation Vyklad
(a) Where these Clauses use terms that are | (a) Pokud jsou v téchto dolozkach pouzity

pojmy definované v natizeni (EU) 2016/679,
maji tyto pojmy stejny vyznam jako v uvedeném
narizeni.

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

(b)
s ohledem na ustanoveni
2016/679.

Tyto doloZzky se vykladaji a interpretuji
narizeni (EU)

(9 These Clauses shall not be interpreted in
a way that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

(© Tyto doloZKky nelze vykladat zptsobem,
ktery je v rozporu s pravy a povinnostmi podle
narizeni (EU) 2016/679.

Clause 5

DoloZka 5

Hierarchy

Hierarchie

In the event of a contradiction between these
Clauses and the provisions of related
agreements between the Parties, existing at the
time these Clauses are agreed or entered into
thereafter, these Clauses shall prevail.

V pripadé rozporu mezi témito dolozkami a
ustanovenimi  souvisejicich smluv  mezi
smluvnimi stranami, které existovaly v dobé
sjednani téchto dolozek nebo byly uzavieny
pozdéji, maji prednost tyto dolozky.
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Clause 6

Dolozka 6

Description of the transfer(s)

Popis prevodu (prevodii)

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 L.B.

Podrobnosti predavani, zejména kategorie
piedavanych osobnich ddajd, a tucel(y) jejich
ptredani, jsou uvedeny v piiloze L.B.

Clause 7 Optional

Dolozka 7 Volitelna

Docking clause - deliberately left blank

Dokladaci dolozka - zdamérné ponechdna
prdazdna

C. SECTION II - OBLIGATIONS OF THE
PARTIES

D. ODDIL II - POVINNOSTI SMLUVNICH
STRAN

Clause 8

DoloZka 8

Data protection safeguards

Ochrannd opatreni na ochranu udajii

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 zjistil, zda je dovozce udaji schopen
prostirednictvim zavedeni vhodnych
technickych a organizac¢nich opatieni splnit své
povinnosti podle téchto doloZek.

8.1 Purpose limitation

8.1 Omezeni ucelu

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

Dovozce udaji zpracovava osobni udaje pouze
pro konkrétni ucel(y) predani, jak je uvedeno v
priloze I.B. Osobni tidaje miiZe zpracovavat pro
jiny ucel pouze:

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

(a) pokud k tomu ziskal predchozi souhlas
subjektu udaji;

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

(b) pokud je to nezbytné pro urceni, vykon
nebo obhajobu pravnich narokdi v ramci
konkrétnich  spravnich, regula¢nich nebo
soudnich rizeni, nebo

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

(© pokud je to nezbytné pro ochranu
zivotné dilezitych zajmid subjektu udaji nebo
jiné fyzické osoby.

8.2 Transparency

8.2 Transparentnost
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(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 udaji mohly acinné
uplatiiovat sva prava podle dolozky 10, dovozce
udaji  je informuje bud primo, nebo
prostirednictvim vyvozce udajt:

(i) of its identity and contact details;

(i) o své totoznosti a kontaktnich tidajich;

(ii) of the categories of personal data
processed;

(i)

udaju;

o kategoriich zpracovavanych osobnich

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

(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) v pripadé, Ze hodla osobni udaje dale
predavat treti strané/strandm, o prijemci nebo
kategoriich prijemct (dle potfeby s cilem
poskytnout smysluplné informace), o ucelu
tohoto nasledného predavani a diivodu podle
doloZzky 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 v ptipadé, Ze
subjekt tidajti jiz ma informace, véetné pripadd,
kdy vyvozce udaji jiz tyto informace poskytl,
nebo pokud se poskytnuti téchto informaci
ukaze jako nemozné nebo by pro dovozce udaji
predstavovalo neprimérené usili. V druhém
pripadé dovozce udaji tyto informace v ramci
moznost{ zvefejni.

(© 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.

(9 Na pozadani zpristupni smluvni strany
zdarma subjektu udaji kopii téchto dolozek,
vcetné prilohy, kterou vyplni. V rozsahu
nezbytném k ochrané obchodnich tajemstvi
nebo jinych divérnych informaci, vcetné
osobnich udaji, mohou smluvni strany pred
sdilenim kopie upravit ¢ast textu piilohy, ale
poskytnou smysluplny souhrn, pokud by
subjekt udaja jinak nebyl schopen porozumét
jeho obsahu nebo uplatnit sva prava. Strany
poskytnou subjektu udaji na pozadani divody
uprav, pokud je to mozné, aniz by doslo k
odhalen{ upravenych informaci.
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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) Odstavci a) az c) nejsou dotceny
povinnosti vyvozce udaji podle ¢lanka 13 a 14
natizeni (EU) 2016/679.

8.3 Accuracy and data minimisation

8.3 Piesnost a minimalizace udajt

(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 smluvni strana zajisti, aby osobni
udaje byly presné a v pripadé potreby
aktualizované. Dovozce udajli podnikne veskeré
primérené kroky, aby zajistil, Ze osobni Udaje,
které jsou s ohledem na ucel(y) zpracovani
nepresné, budou neprodlené 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 obdrzela, jsou
nepresné nebo zastaralé, neprodlené o tom
informuje druhou stranu.

(© 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.

(© Dovozce udaji zajisti, aby osobni udaje
byly pfimérené, relevantni a omezené na to, co
je nezbytné v souvislosti s Ucelem (ucely)
zpracovani.

8.4 Storage limitation

8.4 Omezeni uchovavani

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 anonymisation3
of the data and all back-ups at the end of the
retention period.

Dovozce Udaji nebude uchovavat osobni udaje
déle, nez je nezbytné pro ucel(y), pro ktery(é)
jsou zpracovavany. Zavede vhodna technicka
nebo organizacni opatreni k zajiSténi
dodrZovani této povinnosti, vCetné vymazu
nebo anonymizace* idaji a vSech zaloh na konci
doby uchovavani.

organisational measures to ensure the security
of the personal data, including protection

8.5 Security of processing 8.5 Bezpecnost zpracovani

(a) The data importer and, during | (a) Dovozce udaji a béhem procesu
transmission, also the data exporter shall | predavani také vyvozce udaji zavedou vhodna
implement  appropriate  technical and | technickd a organizac¢ni opatieni k zajisténi

bezpecnosti osobnich udaji, vCetné ochrany
pred naruSenim bezpecCnosti vedouci k

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

4

To vyzaduje, aby udaje byly anonymizovany tak, aby jednotlivec jiz nebyl nikym identifikovatelny, v souladu s 26.

bodem odtivodnéni natizeni (EU) 2016/679, a aby tento proces byl nevratny.
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against a breach of security leading to accidental
or unlawful destruction, loss, alteration,
unauthorised disclosure or access (hereinafter
“personal data breach”). In assessing the
appropriate level of security, they shall take due
account of the state of the art, the costs of
implementation, the nature, scope, context and
purpose(s) of processing and the risks involved
in the processing for the data subject. The
Parties shall in particular consider having
recourse to encryption or pseudonymisation,
including during transmission, where the
purpose of processing can be fulfilled in that
manner.

nahodnému nebo protipravnimu zniceni, ztrate,
zméné, neopravnénému zpristupnéni nebo
ptistupu (dale jen ,poruSeni zabezpeceni
osobnich 0daji“). Pri posuzovani priméiené
urovné zabezpeCeni Fadné zohledni stav
techniky, naklady na provadéni, povahu, rozsah,
kontext a Ucel(y) zpracovani a rizika spojena se
zpracovanim pro subjekt idajd. Smluvni strany
zejména zvazi moznost pouziti Sifrovani nebo
pseudonymizace, a to i béhem prenosu, pokud
lze timto zplisobem splnit ucel zpracovani.

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

(b) Strany se dohodly na technickych a
organizacnich opatfenich uvedenych v pftiloze
II. Dovozce udaji bude provadét pravidelné
kontroly, aby zajistil, Ze tato opatfeni nadale
poskytuji odpovidajici iroven zabezpeceni.

(© The data importer shall ensure that
persons authorised to process the personal data
have committed themselves to confidentiality or

(© Dovozce uUdaji zajisti, aby se osoby
opravnéné zpracovavat osobni tidaje zavazaly k
zachovani dlvérnosti nebo aby se na né

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.

are under an appropriate statutory obligation of | vztahovala zdkonnda povinnost zachovani
confidentiality. davérnosti.
(d) In the event of a personal data breach | (d) V  pripadé porusSeni zabezpeceni

osobnich udaji, které se tyka osobnich udaji
zpracovavanych dovozcem udaji podle téchto
dolozek, prijme dovozce udaji vhodna opatreni
k reSeni tohoto porusSeni, vCetné opatieni ke
zmirnéni moznych nepriznivych tcinkd.

(e) In case of a personal data breach that is
likely to result in a risk to the rights and
freedoms of natural persons, the data importer
shall without undue delay notify both the data
exporter and the competent supervisory
authority pursuant to Clause 13. Such
notification shall contain i) a description of the
nature of the breach (including, where possible,
categories and approximate number of data
subjects and personal data records concerned),
ii) its likely consequences, iii) the measures
taken or proposed to address the breach, and iv)
the details of a contact point from whom more

(e) V  pripadé porusSeni zabezpeceni
osobnich udaji, které muze mit za nasledek
riziko ohroZeni prav a svobod fyzickych osob,
dovozce Udaji bez zbytecného odkladu
uvédomi vyvozce udaji i prislusny dozorovy
utfad podle dolozky 13. Toto ozndmeni musi
obsahovat i) popis povahy poruSeni (pokud
mozno vcetné kategorii a pribliZzného poctu
dotcenych subjektli udaji a zaznamil osobnich
udaji), ii) jeho pravdépodobné dusledky, iii)
prijatd nebo navrhovana opatfeni k reSeni
takového porusSeni a iv) udaje o kontaktnim
misté, kde lze ziskat vice informaci. Neni-li
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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.

mozné, aby dovozce udaji poskytl vSechny
informace soucasné, muze tak ucinit postupné
bez dalsiho zbyte¢ného odkladu.

§i) 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.

fi) V  pripadé poruseni zabezpeceni
osobnich udaji, které pravdépodobné povede k
vysokému riziku ohrozeni prav a svobod
fyzickych osob, dovozce udaji, v pripadé
potreby ve spolupraci s vyvozcem udaji, rovnéz
bez zbytecného odkladu oznami dotenym
subjektiim udajl toto poruseni a jeho povahu,
spolu s informacemi uvedenymi v bodech ii) az
iv) odstavce e), ledaze by dovozce udaji uplatnil
opatieni k vyznamnému sniZenf rizika ohrozeni
prav nebo svobod fyzickych osob nebo by
oznameni vyzadovalo neprimérené usili. V
druhém uvedeném piipadé dovozce udaji
namisto toho vyda vetejné sdéleni nebo prijme
podobné opatreni, aby informoval vefejnost o
porusSeni zabezpeceni osobnich udajt.

(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.

(g) Dovozce Udajii zdokumentuje vSechny
relevantni skuteCnosti tykajici se poruSeni
zabezpecCeni osobnich tdaji, vCetné jeho
dopadii a vesSkerych prijatych néapravnych
opatreni, a povede 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

Pokud se predavani tyka osobnich udaji
odhalujicich rasovy nebo etnicky ptivod,
politické nazory, naboZenské nebo filozofické
presvédCeni, nebo (¢lenstvi v odborech,
genetickych nebo biometrickych udaji za
ucelem jedinetné identifikace fyzické osoby,
udaji tykajicich se zdravi, sexualniho Zivota
nebo sexualni orientace osoby, nebo udaji
tykajicich se odsouzeni za trestné Ciny nebo
prestupky (dale jen ,citlivé tdaje“), dovozce
udaji  uplatni zvlastni omezeni a/nebo
dodatecna ochranna opatieni piizpilisobena
specifické povaze Udajl a souvisejicim rizikdm.

personnel permitted to access the personal | To mize zahrnovat omezeni piistupu
data, additional security measures (such as | opravnénych pracovniki k osobnim udajim,
pseudonymisation) and/or additional | dalsi  bezpeCnostni opatfeni (jako je
restrictions with respect to further disclosure.
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pseudonymizace) a/nebo dalsi omezeni s

ohledem na dalsi zpiistupnéni.

8.7 Onward transfers

8.7 Dalsi predavani

The data importer shall not disclose the
personal data to a third party located outside
the European UnionS5 (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:

Dovozce udajl nezpristupni osobni idaje zadné
treti strané, kterd sidli mimo Evropskou uniié
(ve stejné zemi jako dovozce idajli nebo v jiné
treti zemi, dale jen ,dalsi predavani“), pokud
tato treti strana nesouhlasi s tim, Ze bude vazana
témito dolozkami v ramci prislusného modulu.
V opacném piipadé miZe dovozce idaji osobni
udaje dale predavat pouze tehdy, pokud:

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

(a) se jedna o zemi, kterd ma prospéch z
rozhodnuti o odpovidajici ochrané podle ¢l. 45
natizeni (EU) 2016/679, které se tyka dalsiho
predavani;

(b) the third party otherwise ensures
appropriate safeguards pursuant to Articles 46

(b) treti strana jinak zajisti vhodna
ochranna opatreni podle ¢lankii 46 nebo 47

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;

or 47 of Regulation (EU) 2016/679 with respect | natizeni (EU) 2016/679 ohledné daného
to the processing in question; Zpracovani;
(© the third party enters into a binding | (c) treti strana uzavie s dovozcem udajid

zavaznou smlouvu zajiStujici stejnou uroven
ochrany udaji jako v téchto dolozkach a
dovozce udaji poskytne kopii téchto zaruk
vyvozci udaji;

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

(d) je to nezbytné pro urceni, vykon nebo
obhajobu pravnich narokl v ramci zvlastnich
spravnich, regula¢nich nebo soudnich rizeni;

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

(e) je to nezbytné k ochrané zivotné
dilezitych zajmi subjektu Udaji nebo jiné
fyzické osoby; nebo

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

purpose of these Clauses.
6

Smlouva o Evropském hospodaiském prostoru (Smlouva o EHP) stanovi rozsifeni vnitiniho trhu Evropské unie na tii

staty EHP, Island, Lichtenstejnsko a Norsko. Na legislativu Unie tykajici se ochrany Gdaji, véetné nafizeni (EU) 2016/679, se
vztahuje dohoda o EHP a tato dohoda byla do této smlouvy za¢lenéna jako ptiloha XI. Jakékoli zpFistupnéni uidaji dovozcem
tieti strané nachazejici se v EHP se proto pro tcely téchto dolozek nepovazuje za dalsi predavani.
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£ 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.

§i) pokud neplati Zadna =z ostatnich
podminek, dovozce udaji ziskal vyslovny
souhlas subjektu udaji s naslednym predanim
ve zvlaStni situaci poté, co jej informoval o tcelu
(celech), totozZnosti prijemce a moznych
rizicich, kterdA pro néj takové predani
predstavuje z divodu neexistence vhodnych
opatreni k ochrané ddajd. V takovém pripadé
dovozce udajli bude informovat vyvozce idajt a
na jeho zadost mu predd kopii informaci
poskytnutych subjektu udaju.

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

Jakékoli dalSi predani je podminéno tim, Ze
dovozce Udaji  dodrzi vSechna  dalsi
bezpecCnostni opatieni podle téchto dolozek,
zejména omezeni ucelu.

8.8 Processing under the authority of the
data importer

8.8 Zpracovani z povéreni dovozce udajia

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

Dovozce udaji zajisti, aby kazda osoba jednajici
z jeho povéfeni, vcCetné zpracovatele,
zpracovavala tudaje pouze na zakladé jeho
pokynti.

8.9 Documentation and compliance

8.9  Dokumentace a dodrzovani predpist

(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
dodrzovani svych povinnosti podle téchto
dolozek. Dovozce udajli povede zejména
odpovidajici dokumentaci o zpracovatelskych
¢innostech provadénych na jeho odpovédnost.

(b) The data importer shall make such | (b) Dovozce  udaji  zpristupni  tuto
documentation available to the competent | dokumentaci na zadost  prisluSnému
supervisory authority on request. dozorovému uradu.

Clause 9 DoloZka 9

Use of sub-processors - deliberately left blank | Pouziti dil¢ich zpracovatelii - zdmérné

ponechdno nevyplnéné

Clause 10

DoloZka 10

Data subject rights

Prava subjektii udajii
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(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

(a) Dovozce Udaji, pokud je zapotiebi s
pomoci vyvozce udajd, vyrizuje veskeré dotazy
a zadosti, které obdrzi od subjektu udaji a které
se tykaji zpracovani jeho osobnich udaji a
vykonu jeho prav podle téchto dolozek, bez
zbytecného odkladu, nejpozdéji vSak do
jednoho mésice od obdrZeni dotazu nebo
zadosti8 Dovozce udaji prijme vhodna
opatreni, aby usnadnil FeSeni téchto dotazi,
Zadosti a uplatnéni vykonu prav subjektu udaja.
Veskeré informace, které obdrzi subjekt udaji
musi byt poskytnuty ve srozumitelné a snadno

subject the data importer shall, free of charge :

intelligible and easily accessible form, using | pristupné formé, srozumitelnym a
clear and plain language. jednoduchym jazykem.
(b) In particular, upon request by the data | (b) Zejména na zadost subjektu udaji

dovozce Udaji bezplatné:

)] 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);

1) poskytne potvrzeni o tom, zda jsou
osobni udaje, které se ho tykaji, zpracovavany, a
pokud tomu tak je, kopii udajti, které se jich
tykaji, a idaje uvedené v priloze I; pokud byly
nebo budou osobni udaje dale predavany,
poskytne informace o prijemcich nebo
kategoriich prijemct (dle potieby s ohledem na
poskytovani smysluplnych informaci), kterym
byly nebo budou osobni tidaje dale predany,
ucel téchto naslednych predavani a jejich
odiivodnéni podle ustanoveni 8.7; a poskytne
informace o pravu podat stiznost u dozorového
utadu v souladu s dolozkou 12 pism. c) bodu (i);

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

(ii) opravi nepresné nebo neuplné 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 idaje tykajici se subjektu
udajii, pokud jsou nebo byly zpracovany v
rozporu s kteroukoli z téchto dolozek
zajiStujicich prava zamyslenych tfetich osob
nebo pokud subjekt Uidajii odvola souhlas, na
némz je zpracovani zaloZeno.

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

8

Tato lhiita mize byt prodlouzena maximalné o dalsi dva mésice, a to v nezbytném rozsahu s ohledem na slozitost a

pocet zadosti. Dovozce udaji nalezité a bezodkladné informuje subjekt Gidaji o kazdém takovém prodlouzeni.
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(© 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.

(© Jestlize dovozce udaji zpracovava
osobni udaje pro tucely primého marketingu,
zastavi zpracovani pro tyto ucely, pokud subjekt
udaji proti tomu vznese namitku.

(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 udajli neprijme rozhodnuti
zaloZzené vyhradné na automatizovaném
zpracovani piedanych osobnich tdaji (dale jen
,automatizované rozhodnuti“), které by meélo
pro subjekt tdaji pravni ucinky nebo by jej
podobné vyznamné ovlivnilo, pokud k tomu
subjekt udaji neda vyslovny souhlas nebo
pokud Kk tomu neni opravnén podle pravnich
norem zemé urceni, za predpokladu, ze takové
pravni normy stanovi vhodna opatfeni na
ochranu prav a opravnénych zajmi subjektu
udaji. Pokud tento pripad nastane, dovozce
udaji, v pripadé potieby ve spolupraci s
vyvozcem udaji:

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

(i) informuje subjekt tdaji o planovaném
automatizovaném rozhodnuti, 0
predpokladanych disledcich a logice, ktera je s
nim spojena; a

(i) 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 ochrannd opatieni,
prinejmensim tak, Ze umozni subjektu udaji
napadnout rozhodnuti, vyjadrit sviij nazor a
ziskat posouzenti jinou osobou.

(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) Pokud jsou pozadavky subjektu tdajt
neumeérné, zejména pokud jde o jejich opakujici
se povahu, mize dovozce udaji bud uctovat
pfiméreny poplatek s prihlédnutim k
administrativnim nakladim na vyhovéni
zadosti, nebo odmitnout Zadosti vyhovét.

§i) 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.

(0 Dovozce udaji mize odmitnout vyhovét
zadost subjektu udaji, pokud je takové
odmitnuti pripustné podle pravnich predpisi
zemé urceni a je v demokratické spolecnosti
nezbytné a primétrené pro ochranu jednoho z
cild uvedenych v ¢l. 23 odst. 1 narizeni (EU)
2016/679.

(g) If the data importer intends to refuse a
data subject’s request, it shall inform the data

(g) Pokud dovozce udaji hodla odmitnout
vyhovét zadosti subjektu 1dajli, informuje
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subject of the reasons for the refusal and the
possibility of lodging a complaint with the
competent supervisory authority and/or
seeking judicial redress.

subjekt Udaji o ddvodech zamitnuti a o
moznosti podat stiznost u prislusného
dozorového uradu a/nebo se domahat soudni

napravy.

complaints. It shall deal promptly with any
complaints it receives from a data subject.

Clause 11 Dolozka 11

Redress Ndprava

(a) The data importer shall inform data | (a) Dovozce udajli informuje subjekty idajt
subjects in a transparent and easily accessible | transparentnim a  snadno  pristupnym
format, through individual notice or on its | zpisobem, prostiednictvim individualniho
website, of a contact point authorised to handle | ozndmeni nebo ozndmenim na svych

internetovych strankach o kontaktnim misté
opravnéném k vytizovani stiznosti. Neprodlené
vyiridi vSechny stiznosti, které obdrzi od
subjektu udajt.

(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 tidajti a
jednou ze stran ohledné dodrzovani téchto
dolozek vynalozi strana maximalni asili k tomu,
aby problém vytesila smirné a vcas. Strany se o
takovych sporech vzajemné informuji, pfipadné
spolupracuji pti jejich feSeni.

(© 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:

(9 Pokud subjekt tudaji uplatni pravo
zamyslené tieti osoby podle dolozky 3, dovozce
udaji prijme rozhodnuti subjektu udajg, aby:

(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) podal stiznost u dozorového uradu
Clenského statu svého obvyklého bydlisté nebo
pracovi$sté nebo u prislusného dozorového
utadu podle dolozky 13;

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.

(i) refer the dispute to the competent | (i) postoupil spor prislusnym soudim ve
courts within the meaning of Clause 18. smyslu dolozky 18.
(d) The Parties accept that the data subject | (d) Strany souhlasi s tim, Ze subjekt udajt

miZe byt zastoupen neziskovym subjektem,
organizaci nebo sdruZenim za podminek
stanovenych v ¢l. 80 odst. 1 nafizeni (EU)
2016/679.
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(e) The data importer shall abide by a
decision that is binding under the applicable EU
or Member State law.

(e) Dovozce udaji se Fidi rozhodnutim,
které je zavazné podle platnych pravnich
piredpist EU nebo ¢lenského statu.

§i) 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.

fi) Dovozce udajl souhlasi s tim, Ze volbou
subjektu udajli nebudou dot¢ena jeho hmotna a
procesni prava na uplatnéni opravnych
prostiredkil v souladu s platnymi zakony.

Party/ies for any damages it causes the other
Party/ies by any breach of these Clauses.

Clause 12 Dolozka 12
Liability Odpovédnost
(a) Each Party shall be liable to the other | (a) Kazdd  strana  odpovidd  druhé

strané/stranam za vesSkeré Skody, které si
vzajemné zplisobi porusenim téchto dolozek.

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

(b) Kazda strana odpovida subjektu udaji a
subjekt ddaji ma narok na ndhradu Skody za
jakoukoli majetkovou ¢i nemajetkovou wjmu,
kterou smluvni strana zptsobi tim, Ze porusi
prava zamySlené treti osoby podle téchto
dolozek. Tim neni dotCena odpovédnost
vyvozce udajl podle narizeni (EU) 2016/679.

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

(9 Pokud za Skodu zplisobenou subjektu
udaji v disledku poruseni téchto dolozek
odpovida vice nez jedna strana, vSechny
odpovédné strany odpovidaji spolecné a
nerozdilné a subjekt udajl je opravnén podat
zalobu u soudu proti kterékoli z téchto stran.

(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) Strany se dohodly, Ze pokud je jedna ze
stran shleddna odpovédnou podle pismene c), je
opravnéna pozadovat od druhé strany zpét tu
cast nahrady Skody, ktera odpovida jeji/jejich
odpovédnosti za Skodu.

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

(e) Dovozce udaji nesmi uplatnovat
jednani zpracovatele nebo dil¢iho zpracovatele,
aby se vyhnul své vlastni odpovédnosti.

Clause 13

DoloZka 13
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data exporter with Regulation (EU) 2016/679
as regards the data transfer, as indicated in
Annex L.C, shall act as competent supervisory
authority.

Supervision Dohled
(a) The supervisory authority with | (a) PfisluSnym  organem dozoru je
responsibility for ensuring compliance by the | dozorovy Ufad odpovédny za zajisténi

dodrzovani natizeni (EU) 2016/679 ze strany
vyvozce udajd, pokud jde o predavani udajq, jak
je uvedeno v priloze I.C.

(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 udaji souhlasi s tim, Ze se
podiidi jurisdikci prislusného dozorového
uradu a bude s nim spolupracovat pii jakychkoli
postupech zamérenych na zajiSténi dodrzovani
téchto dolozek. Dovozce tdajii zejména souhlasi
s tim, Ze bude reagovat na dotazy, podrobi se
auditim a dodrzi opatreni prijatd dozorovym
uradem, vCetné napravnych a kompenzacnich
opatteni. Dozorovému uradu poskytne pisemné
potvrzeni o tom, Ze byla pfijata nezbytna
opatieni.

E. SECTION III - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

F. ODDIL III - MISTNi PRAVNi PREDPISY
A POVINNOSTI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

Clause 14

Dolozka 14

Local laws and practices affecting compliance
with the Clauses

Mistni prdvni predpisy a postupy ovliviiujici
dodrzovani téchto 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 Zadny dtvod
se domnivat, Ze pravni predpisy a postupy ve
treti zemi wurceni, které se vztahuji na
zpracovani osobnich udaji dovozcem udajg,
vCetné jakychkoli pozadavkli na zpristupnéni
osobnich udaji nebo opatieni opravnujicich k
pristupu organt verejné moci, brani dovozci
udajii v plnéni jeho povinnosti podle téchto
dolozek. To vychazi z toho, Ze pravni predpisy a
postupy, které respektuji podstatu zakladnich
prav a svobod a neptekracuji ramec toho, co je v
demokratické  spolecnosti  nezbytné a
primérené k zajisténi jednoho z cili uvedenych
v Cl. 23 odst. 1 narizeni (EU) 2016/679, nejsou v
rozporu s témito dolozkami.
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(b) The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following elements:

(b) Strany prohlasuji, Ze pii poskytovani
zaruky podle pismene a) berou nalezité v ivahu
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 predavani, vcetné
délky retézce zpracovani, poctu zucastnénych
subjektli a pouzitych prenosovych kanal(;
zamyslena dalsi predavani; typ prijemce; tucel
zpracovani; kategorie a format prevadénych
osobnich udaji; hospodarské odvétvi, v némz k
predavani dochazi; misto uloZeni predavanych
udaju;

(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?;

(i) pravni ptredpisy a postupy ve tieti zemi
urceni, vCetné téch, které vyzaduji zpristupnéni
udajii organtim vefejné moci nebo povoluji
pristup téchto organti - relevantni s ohledem na
zvlastni okolnosti predavani a platna omezeni a
zaruky;10

(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)  veSkera pftislusSnd smluvni, technicka
nebo organiza¢ni ochranna opatieni zavedena
jako doplnék k ochrannym opatfenim podle
téchto doloZek, vfetné opatieni uplatiiovanych
béhem predavani a zpracovani osobnich udaji v
zemi urceni.

9 As regards the impact of such laws and practices on compliance with these Clauses, different elements maybe
considered as part of an overall assessment. Such elements may include relevant and documented practicalexperience 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 whethertheir 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.

10

Pokud jde o dopad takovych zakonii a postupti na dodrZzovani téchto dolozek, Ize v ramci celkového posouzeni zvazit

rizné prvky. Tyto prvky mohou zahrnovat relevantni a zdokumentované praktické zkusenosti s pfedchozimi pfipady zadosti o
zptistupnéni ze strany organtl vetejné moci nebo s absenci takovych zadosti, které by pokryvaly dostate¢né reprezentativni
Casovy ramec. Jedna se zejména o interni zdznamy nebo jinou dokumentaci vypracovavanou pribézné v souladu s nalezitou péci
a potvrzenou na urovni vrcholového vedeni za predpokladu, Ze tyto idaje mohou byt legalné sdileny s tfetimi stranami. Pokud se
na zakladé téchto praktickych zkuSenosti dospéje k zavéru, ze dovozci udaji nebude branéno v dodrzovani téchto dolozek, je
tieba je podpotit dal§imi relevantnimi objektivnimi prvky a strany musi pecliveé zvazit, zda tyto prvky maji dohromady
dostatecnou vahu, pokud jde o jejich spolehlivost a reprezentativnost, aby tento zavér podpofily. Strany musi zejména vzit v
tvahu, zda jejich praktické zkuSenosti jsou potvrzeny a nejsou v rozporu s vefejné dostupnymi nebo jinak pfistupnymi
spolehlivymi informacemi o existenci ¢i neexistenci zadosti v ramci téhoz odvétvi nebo o uplatiiovani prava v praxi, jako je

judikatura a zpravy nezavislych organt dozoru.
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(© 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.

(© Dovozce udaji zaruCuje, Ze pri
provadéni posouzeni podle pismene b)
vynaloZil maximalni asili, aby poskytl vyvozci
udaji relevantni informace, a souhlasi s tim, Ze
bude s vyvozcem tudaji nadale spolupracovat
pti zajistovani dodrzovani téchto doloZek.

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

(d) Strany se dohodly, Ze zdokumentuji
posouzeni podle pismene b) a na vyzadani je
zptistupni prislusnému dozorovému utadu.

(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 udajl se zavazuje neprodlené
informovat vyvozce udaji, pokud po
odsouhlaseni téchto dolozek a v priibéhu trvani
smlouvy ma diivod se domnivat, Ze se na ného
vztahuji nebo vztahovaly pravni predpisy nebo
postupy, které nejsou v souladu s pozadavky
podle odstavce a), a to i v dlsledku zmény
pravnich predpis tieti zemé nebo opatieni
(jako je Zadost o zvetejnéni), které naznacuji, Ze
uplatiiovani téchto pravnich predpisi v praxi
neni v souladu s pozadavky v odstavci a).

§i) 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

() V ndvaznosti na ozndmeni podle
odstavce e) nebo pokud ma vyvozce udaja jiny
diivod se domnivat, Ze dovozce udajt jiZ nemtiZe
plnit své povinnosti podle téchto dolozek,
vyvozce udajli neprodlené urci vhodna opatteni
(napt. technicka nebo organizacni opatreni k
zajiSténi bezpecnosti a diivérnosti), ktera ma
vyvozce udaji a/nebo dovozce udaji prijmout
za UCelem TeSeni situace. Vyvozce udaji
pozastavi predavani udajli, pokud se domniva,
Ze pro takové predavani nelze zajistit zZadna
vhodna ochrannd opatieni, nebo pokud mu to
nafidi prisluSny dozorovy organ. V takovém
pripadé je vyvozce udaji opravnén smlouvu
vypovédét, pokud se tyka zpracovani osobnich
udaji podle téchto doloZek. Pokud jsou
smlouvou vazany vice nez dvé strany, miize
vyvozce Udajli uplatnit toto pravo na
vypovézeni smlouvy pouze ve vztahu Kk
prislusné strané, pokud se strany nedohodly
jinak. Pokud je smlouva ukoncena podle této
dolozky, plati dolozka 16 odst. d) a e).
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contract is terminated pursuant to this Clause,
Clause 16(d) and (e) shall apply.

Clause 15

DoloZka 15

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

Povinnosti dovozce udajii v pripadé pristupu
organtii verejné moci

15.1 Notification

15.1 Oznamovaci povinnost

(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 udajli se zavazuje neprodlené
informovat vyvozce udaji a pokud mozZno i
subjekt udaji (v pripadé potreby s pomoci
vyvozce udaju), pokud:

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

(i) obdrZi pravné zavaznou zadost organu
vefejné moci, véetné soudnich organt, podle
pravnich piedpisti zemé urceni o zpristupnéni
osobnich udaji predavanych podle téchto
dolozek; takové oznameni musi obsahovat
informace, pokud jde o pozadované osobni
udaje, doZadujici organ, pravni zaklad Zadosti a
poskytnutou odpovéd’; nebo pokud

(i) becomes aware of any direct access by
public authorities to personal data transferred
pursuant to these Clauses in accordance with
the laws of the country of destination; such

(i) se dozvi o jakémkoli pfimém pristupu
organi vefejné moci k osobnim udajim
predavanym podle téchto dolozek v souladu s
pravnimi predpisy zemé wurceni; takové

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.

notification shall include all information | ozndmeni musi obsahovat veskeré informace,
available to the importer. které ma dovozce k dispozici.
(b) If the data importer is prohibited from | (b) Pokud pravni ptedpisy zemé urceni

zakazuji dovozci udaji informovat vyvozce
udaji a/nebo subjekt udaji, zavazuje se
dovozce udajt vynaloZzit veskeré usili k tomu,
aby ziskal vyjimku z tohoto zdkazu a neprodlené
sdélil co nejvice informaci. Dovozce udaji
souhlasi s tim, Ze své maximalni usili
zdokumentuje, aby je mohl na zZadost vyvozce
udajt prokazat.

(© 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

(© Je-li to podle pravnich predpist zemé
urceni pripustné, dovozce idajl souhlasi s tim,
Ze bude po celou dobu trvani smlouvy v
pravidelnych intervalech poskytovat vyvozci
udaji co nejvice relevantnich informaci o
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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.).

obdrzenych zadostech (zejména pocet zadosti,
druh pozadovanych udaji, dozadujici organ/y,
informace o tom, zda byly Zadosti napadeny a
vysledek téchto 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 udaji se zavazuje uchovavat
informace podle odstavcli a) az c) po dobu
trvani smlouvy a na pozadani je zpiistupnit
prislusnému dozorovému organu.

(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

(e) Odstavci a) az c) neni dotCena povinnost
dovozce udaji podle dolozky 14 pism. e) a
dolozky 16 neprodlené informovat vyvozce
udajii, pokud neni schopen tyto dolozky

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

unable to comply with these Clauses. dodrZovat.

15.2 Review of legality and data|15.2 Prezkoumani zakonnosti a
minimisation minimalizace udaji

(a) The data importer agrees to review the | (a) Dovozce udajt souhlasi S
legality of the request for disclosure, in | pfezkoumanim zakonnosti Zadosti 0

zpristupnéni, zejména zda zlistava v pravomoci
dozadujiciho organu verejné moci, a Ze zZadost
napadne, pokud po peclivém posouzeni dospéje
k zavéru, Ze existuji primérené duvody se
domnivat, Ze Zadost je podle pravnich predpisi
zemé urceni, platnych zavazkd mezinarodniho
prava a zasad mezindrodni soucinnosti
nezakonna. Dovozce udaji musi za stejnych
podminek vyuZit moznosti odvolani. Pri
napadeni zadosti dovozce udaji pozada o
prozatimni opatieni s cilem pozastavit ucinky
Zadosti do doby, nez pfisluSny soudni organ
rozhodne o jeji opodstatnénosti. Pozadované
osobni udaje nezpristupni, dokud k tomu
nebude vyzvan podle platnych procesnich
pravidel. Témito poZadavky nejsou dotCeny
povinnosti dovozce udaji 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

(b) Dovozce udaji souhlasi s tim, Ze
zdokumentuje své pravni posouzeni a jakékoli
pripadné napadeni zadosti o zpfistupnéni a v
rozsahu, pripustném podle pravnich predpisi
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destination, make the documentation available
to the data exporter. It shall also make it
available to the competent supervisory
authority on request.

zemé urceni, zpiistupni tuto dokumentaci
vyvozci daji. Na pozadani ji rovnéz zpiistupni
prislusnému dozorovému organu.

() 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.

(© Dovozce udaji souhlasi s tim, Ze v
odpovédi na Zadost o zpristupnéni, poskytne
minimalni pripustné mnozstvi informaci na
zakladé priméreného vykladu zadosti.

G. SECTION 1V - FINAL PROVISIONS

H. ODDIL IV - ZAVERECNA USTANOVENI

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

Clause 16 DoloZka 16

Non-compliance with the Clauses and | NedodrzZenidoloZek a ukonéeni smlouvy
termination

(a) The data importer shall promptly | (a) Dovozce tudaji neprodlené informuje

vyvozce udajli, pokud z jakéhokoli diivodu nenf
schopen tyto dolozKky dodrzovat.

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

(b) V pripadé, Ze dovozce udaji tyto
dolozky porusi nebo nebude schopen je
dodrzZovat, vyvozce udaji pozastavi predavani
osobnich udaji dovozci udajli, dokud nebude
opét zajisténo dodrzovani téchto doloZek nebo
dokud nebude smlouva ukoncena. Tim neni
dotcena dolozka 14 pism. f).

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

(© Vyvozce udaji ma pravo smlouvu
vypovédeét rozsahu, v jakém se tyka zpracovani
osobnich udaji v souladu s témito dolozkami,
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 udaji pozastavil predavani
osobnich udaji dovozci udaji podle odstavce
(b) a dodrzovani téchto doloZek nebylo
obnoveno v primétené 1hité, v kazdém pripadé
vSak do jednoho mésice od pozastaveni;

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

(ii) dovozce udajui podstatné nebo trvale
porusuje tyto dolozky; nebo

(iii)  the data importer fails to comply with a
binding decision of a competent court or

(iii) dovozce Udaji  neplni  zavazné
rozhodnuti prislusného soudu nebo dozorového
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supervisory authority regarding its obligations
under these Clauses.

organu tykajici se jeho povinnosti podle téchto
dolozek.

In these cases, it shall inform the competent
supervisory authority of such non-compliance.
Where the contract involves more than two
Parties, the data exporter may exercise this right
to termination only with respect to the relevant
Party, unless the Parties have agreed otherwise.

V téchto pripadech informuje o takovém
nedodrzeni piislusny dozorovy organ. Pokud
jsou smlouvou vazany vice nez dvé strany, mize
vyvozce Udajli uplatnit toto pravo na
vypovézeni smlouvy pouze ve vztahu Kk
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.

(d) Osobni udaje, které byly predany pred
vypovézenim smlouvy podle odstavce c), budou
dle volby vyvozce udajii okamzité vraceny
vyvozci udaji nebo zcela smazany. Totéz plati
pro jakékoli pripadné kopie tdajt.

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.

Dovozce udaji potvrdi vyvozci vymazani udaji.
Dokud nebudou udaje zcela smazany nebo
vraceny, dovozce Udaji nadale zajisti
dodrZovani téchto doloZek. V pripadé, Ze mistni
predpisy zakazuji navraceni nebo vymazani
predanych osobnich udajd, zajisti dovozce
udajt, Ze bude i nadale dodrzovat tyto dolozky a
bude zpracovavat ddaje pouze v rozsahu a po
dobu vyzadovanou témito mistnimi pravnimi
predpisy.

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

(e) Kazda ze stran miZe odvolat svij
souhlas s tim, Ze bude témito dolozkami vazana,
pokud (i) Evropska komise ptijme rozhodnuti
podle ¢l. 45 odst. 3 narizeni (EU) 2016/679,
které se tyka predavani osobnich udaji, na néz
se tyto dolozky vztahuji; nebo (ii) se narizeni
(EU) 2016/679 stane soucasti pravniho ramce
zemé, do niZ jsou osobni udaje predavany. Tim
nejsou dotCeny jiné povinnosti tykajici se

prejudice to other obligations applying to the | daného zpracovani podle natizeni (EU)
processing in question under Regulation (EU) | 2016/679.
2016/679.
Clause 17 Dolozka 17
Governing law Rozhodné prdvo
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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 [insert
country where site is located].

Tyto dolozky se ftidi pravem jednoho z
clenskych statd EU, pokud toto pravo umoziiuje
prava zamyslené treti osoby. Strany se dohodly,
Ze to bude pravo [dopliite zemi, kde se
pracovisté nachazi].

Clause 18

DoloZka 18

Choice of forum and jurisdiction

Volba soudu a jurisdikce

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

(a) Veskeré spory vyplyvajici z téchto
dolozek budou resSeny soudy clenského statu
EU.

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

(b) Strany se dohodly, Ze to budou soudy
v Ceské republice.

(© 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.

(© Subjekt idaji mizZe rovnéz podat zalobu
proti vyvozci a/nebo dovozci udajii u soudi
Clenského statu, v némZ ma obvyklé trvalé
bydliste.

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

(d) Strany se dohodly, Ze se podrobi

jurisdikci téchto soudd.

{the remainder of this page left intentionally
blank}

{zbytek této strdnky byl zdmérné ponechdn
prdzdny}

ANNEX (1) - MODULE 1 TRANSFERS

PRILOHA 1 (1) - PREDAVANI V RAMCI
MODULU 1

This Annex includes Restricted Transfers
which fall within scope of Module 1 only.

Tato priloha zahrnuje omezena piedavani,
které spadaji pouze do ramce modulu 1.

A. LIST OF PARTIES

A. SEZNAM STRAN

Data exporter(s):

Vyvozce(i) adaja:

Name: Oblastni nemocnice Pribram, a.s.

Nazev: Oblastni nemocnice Pribram, a.s.

Address: Gen. R. Tesarika 80, 261 01 Pribram I,
Czech Republic

Adresa: Gen. R. Tesarika 80, 261 01 Pribram I,
Ceska republika
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Contact person’s name, position and contact
details: xxx

Jméno, funkce a kontaktni idaje kontaktni
osoby: xxx

Name: xxx

Jméno: xxx

Address: xxx

Adresa: Xxx

Contact person’s name, position and contact
details: xxx

Jméno, funkce a kontaktni idaje kontaktni
osoby: xxx

Activities relevant to the data transferred
under these Clauses: The transfer of personal
data of Clinical Trial Personnel and Clinical Trial
Subjects from data exporter to data importer in
the context of the Clinical Trial.

Cinnosti souvisejici s udaji predavanymi
podle téchto doloZek: Predavani osobnich
udaji personalu Kklinického hodnoceni a
subjektid klinického hodnoceni od vyvozce
udaji k dovozci udaji v souvislosti s klinickym
hodnocenim.

Signature and date: as per signature of the
Agreement above

Podpis a datum: dle podpisu vySe uvedené
smlouvy

Role (controller/processor): Controller

Uloha (spravce/zpracovatel): Spravce tdajt

Data importer(s):

Dovozce(i) udajt:

Name: Seagen Inc.

Jméno: Seagen Inc.

Address: 21823 30th Drive,
Washington 98021 USA

SE Bothell,

Adresa: 21823 30th Drive,
Washington 98021, USA

SE Bothell,

Contact person’s name, position and contact
details: xxx

Jméno, funkce a kontaktni idaje kontaktni
osoby: xxx

Activities relevant to the data transferred
under these Clauses: The transfer of personal
data of Clinical Trial Personnel and Clinical Trial
Subjects from data exporter to data importer in
the context of the Clinical Trial.

Cinnosti souvisejici s udaji predavanymi
podle téchto doloZek: Predavani osobnich
udaji  personalu klinického hodnoceni a
subjektti klinického hodnoceni od vyvozce
udaji k dovozci udaji v souvislosti s klinickym
hodnocenim.

Signature and date: as per signature of the
Agreement above

Podpis a datum: dle podpisu vySe uvedené
smlouvy

Role (controller/processor): Controller

Uloha (spravce/zpracovatel): Spravce udaji

B. DESCRIPTION OF TRANSFER

B. POPIS PREDAVANI

Categories of data subjects whose personal data
is transferred

Kategorie subjektii tdaju, jejichZ osobni udaje
jsou preddvdny
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- Clinical Trial Subjects

- Subjekty Klinického hodnoceni

- Clinical Trial Personnel

- Personal klinického hodnoceni

Categories of personal data transferred

Kategorie preddvanych osobnich tdaji

- For Clinical Trial Subjects:

- Pro subjekty klinického hodnoceni:

Key-coded data including: name and initials,
contact details, date of birth, age, gender,
ethnicity, health status and medical conditions,
including medical history, treatments and
response to the treatments, biological samples,
(e.g. blood and urine samples) and the results of
their analysis, and ECGs, and the results of their
evaluations.

Klicem kddované Gidaje vcéetné: jména a inicial,
kontaktnich idaji, data narozeni, véku, pohlavi,
etnického plvodu, zdravotniho stavu a
zdravotnich potizi, vetné anamnézy, lécby a
reakce na lécbu, biologickych vzorkid (napf.
vzorKky krve a moci) a vysledkt jejich analyzy a
EKG a vysledkt jejich hodnoceni.

- For Clinical Trial Personnel:

- Pro personal klinického hodnoceni.

Name; contact details; professional
qualification; education; employment; financial
information.

Jméno; Kkontaktni udaje; odborna kvalifikace;
vzdélani; zaméstnani; financ¢ni informace.

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.

Preddvané citlivé udaje (pokud existuji) a
uplatiiovand omezeni nebo ochrannd opatieni,
kterd plné zohledriuji povahu tdajii a souvisejici
rizika, jako je napriklad prisné omezeni tcelu,
omezeni pristupu (vCetné pristupu pouze pro
zaméstnance, kteri absolvovali specializované
skolenti), vedeni zdznamii o pristupu k udajim,
omezeni dalsiho preddvdni nebo dodatecnd
bezpecnostni opatrent.

See above.

Vice informaci vyse.

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

Cetnost preddvdni (napt. zda jsou udaje
preddvdny jednordzové nebo priibézné).

Routine.

BéZna.

Nature of the processing

Povaha zpracovdni

Personal data will be subject to automated and
manual processing operations including,
collection, use, analysis, transfer, storage and
erasure.

Osobni udaje budou predmétem
automatizovaného a manudlniho zpracovani,
véetné shromazdovani, pouzivani, analyzy,
prenosu, uchovavani a vymazu.
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Purpose(s) of the data transfer and further
processing

Ucel(y) predavdni a dalsiho zpracovdni tidajti

In order for data importer to run the Clinical
Trial, to monitor the safety of Clinical Trial
Subjects, and to develop, seek regulatory
approval for and, if approved, market and sell
the study drug being tested in the Clinical Trial.

Aby mohl dovozce udaji provadét klinické
hodnoceni, monitorovat bezpecnost subjekti
Klinického hodnoceni a vyvijet, Zzadat o
schvaleni regula¢nimi organy a v pripadé
schvaleni uvadét na trh a prodavat hodnoceny
pripravek testovany v klinickém hodnoceni.

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

Casové obdobi, po které budou osobni Udaje
uchovdvdny, nebo, pokud to neni mozné, kritéria
pouzitd ke stanoveni tohoto casového obdob{

The data importer must preserve the data for at
least 25 years after the end of the Clinical Trial.
After that period, the personal data will only be
stored by the data importer for other purposes
related to future scientific research provided
that it is permitted by law and the applicable
ethical requirements.

Dovozce Udaji musi udaje uchovavat po dobu
nejméné 25 let po skonceni klinického
hodnoceni. Po uplynuti této doby bude dovozce
udaji uchovavat osobni udaje pouze pro jiné
ucely souvisejici s budoucim védeckym
vyzkumem, pokud to povoluje zakon a prislusné
etické pozadavky.

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

V pripadé preddvdni (dilcim) zpracovateliim
uved'te také predmét, povahu a trvdni zpracovdni

Deliberately left blank

Umyslné ponechano prazdné

C. COMPETENT
AUTHORITY

SUPERVISORY

C. PRISLUSNY DOZOROVY ORGAN

Identify the competent supervisory authority/ies
in accordance with Clause 13

Identifikujte prislusny dozorovy/é orgdn/y v
souladu s doloZkou 13

ENSURE THE SECURITY OF THE DATA

Czech Republic Ceska republika

ANNEX 11 - TECHNICAL AND | PRILOHA II - TECHNICKA A ORGANIZACNI
ORGANISATIONAL MEASURES | OPATRENI

INCLUDING TECHNICAL AND | VCETNE TECHNICKYCH A ORGANIZACNICH
ORGANISATIONAL MEASURES TO | OPATRENI

K ZAJISTENI BEZPECNOSTI UDAJU

The data importer has implemented the
following  technical and organisational
measures to ensure a level of security in line
with the nature, scope, context, and purpose of
the processing and the risks the processing

Dovozce udajii zavedl nasledujici technicka a
organizacni opatfeni, aby zajistil droven
bezpectnosti odpovidajici povaze, rozsahu,
kontextu a ucelu zpracovani a riziku, které
zpracovani predstavuje pro prava a svobody
fyzickych osob:
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presents for the rights and freedoms of natural
persons:

1. Measures of pseudonymisation and
encryption of personal data:

1. Opatieni pseudonymizace a Sifrovdni
osobnich udajii:

Study Subject Data is only processed in a key-
coded, pseudonymized manner i.e. in such a
method/way, that the personal data cannot be
associated with a specific data subject without
the assistance of additional information, and
this additional information is stored separately,
and is subject to appropriate technical and
organisational measures. Data exporter is
responsible for the pseudonymization/key-
coding of this data prior to it being transferred

to data importer and data exporter is
responsible  for  maintenance of the
pseudonymization key. The encryption

standard applied to data in transit is Transport
Layer Security (TLS) and the standard applied
to data at rest is Advanced Encryption Standard
(AES).

Udaje subjektii studie jsou zpracovavany
pouze pseudonymizovanym zplsobem s
kédovym Klicem, tj. takovym zplsobem, Ze
osobni udaje nelze bez pomoci dodate¢nych
informaci priradit ke konkrétnimu subjektu
udaji, pricemz tyto dodatecné informace jsou
uchovavany oddélené a podléhaji prisluSnym
technickym a organiza¢nim opattenim. Vyvozce
udaji odpovida za pseudonymizaci/kédovani
téchto udaji pred jejich predanim dovozci udajt
a vyvozce udajli je odpovédny za udrZovani
pseudonymizaéniho Kkli¢e. Sifrovaci standard
pouzivany pro udaje pri jejich prenosu je
Transport Layer Security (TLS) a standard
pouzivany pro udaje v klidu je Advanced
Encryption Standard (AES).

Study Personnel Data is mainly limited to
contact detail data, and is not pseudonymized.
Data exporter is responsible for encrypting this
data prior whilst in transit to data importer.
Data importer encrypts this data at rest using
AES.

Udaje personalu studie jsou omezeny
predevSim na kontaktni 1Udaje a nejsou
pseudonymizovany.  Vyvozce udaji je

odpovédny za Sifrovani téchto tidajl pred jejich
prenosem Kk dovozci uUdaji. Dovozce udaji
Sifruje tyto neaktivni ddaje pomoci AES.

2. Measures for ensuring ongoing
confidentiality, integrity, availability and
resilience of processing systems and services:

2. Opatireni  pro  zajisténi  trvalé
diivérnosti, integrity, dostupnosti a odolnosti
systémii a sluZeb zpracovdni:

0 Physical access control measures

0 Opatreni kontrolu

pristupu

pro fyzického

No unauthorised access to physical facilities
where personal data are being processed
through use of, e.g., magnetic or chip cards, keys,
electronic door openers, facility security
services and/or entrance security staff, alarm
systems, video/CCTV Systems.

Zakaz neopravnéného pristupu do fyzickych
zarizeni, kde jsou osobni udaje zpracovavany,
naptf. pomoci magnetickych nebo cipovych
karet, Kklicl, elektronickych otviraci dveri,
zabezpecovacich  sluzeb =zafizeni a/nebo
pracovnikii  ostrahy vstupu, poplasnych
systému, video/CCTV systémul.
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0 Electronic access control measures

) Opatreni pro Kkontrolu elektronického
pristupu

No unauthorised use of the data processing and
data storage systems through use of, e.g,
(secure) passwords, automatic
blocking/locking mechanisms, multi-factor
authentication, Virtual Private Network (VPN)
required for remote access, encryption of data
carriers/storage media.

Zakaz neopravnéného pouziti systéml pro

zpracovani a ukladani dat, napfr-.
prostiednictvim (bezpecnych) hesel,
automatickych blokovacich/zamykacich
mechanismg, vicefaktorové autentizace,

virtualni privatni sité (VPN) vyzadované pro
vzdaleny pristup, Sifrovani datovych nosicta /
uloZnych médii.

o Internal access control measures
(permissions for user rights of access to and
amendment of data)

) Interni opatieni pro kontrolu pristupu
(povoleni pro uZivatelska prava na pristup k
udajim a jejich zméné)

No unauthorised reading, copying, changes or
deletions of data within the system, through use
of, e.g., rights authorisation concept, need-based
rights of access, logging of system access events.

Zakaz neopravnéného Cteni, kopirovani, zmén
nebo vymazani Udaji v ramci systému,
napiiklad pomoci konceptu autorizace prav,
pristupovych prav zaloZenych na potrebé
protokolovani udalosti pristupu k systému.

0 Isolation control measures ) Opatieni pro kontrolu izolace

Isolated processing of personal data collected | [zolované  zpracovani  osobnich  ddaji

for different purposes, through use of, e.g, | shromdzdénych pro rGzné ucely, napf.

multiple Controller support, sandboxing. prostiednictvim podpory vice spravct udajd,
sandboxingu.

0 Data transfer control measures ) Opatreni pro kontrolu predavani udaji

No unauthorised reading, copying, changes or
deletions of data with electronic transfer or
transport, through use of, e.g, encryption,
virtual private networks (VPN), electronic
signature.

Zakaz neopravnéného Cteni, kopirovani, zmén
nebo mazani udaju pri elektronickém prevadéni
nebo prenosu, napf. pomoci Sifrovani,
virtualnich privatnich siti (VPN), elektronického
podpisu.

o Data Entry Control measures

) Opatreni pro kontrolu zadavani adajt

Verification, whether and by whom personal
data is entered into a Data Processing System, is
changed or deleted, through use of, e.g., logging,
document management.

Ovéreni, zda byly osobni tdaje do systému
vloZeny, zménény nebo vymazany a kdo je tam
vkladd, méni nebo maze, napf. pomoci
protokolovani, spravy dokumentd.

0 Availability control

) Kontrola dostupnosti

Prevention of accidental or wilful destruction or
loss, (e.g. through use of backup strategy

Prevence nahodného nebo imyslného zniceni ¢i
ztraty (napl. pomoci strategie zalohovani
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(online/offline; on-site/off-site),
uninterruptible power supply (UPS), virus
protection, Vulnerability Management and
Patch Management Programs, Next Generation

(online/offline, na pracovisti / mimo
pracovisté), neprerusitelného zdroje napajeni
(UPS), antivirové ochrany, programi pro spravu
zaplat, firewallli nové generace, postupt hlaseni

Firewalls, reporting procedures and | a planovani nepredvidanych udalosti).
contingency planning).
0 Organizational measures 0 Organizacni opatieni

Data importer maintains an IT Security SOP,
Acceptable Use Policy and Incident Response
Planning, and provides security awareness
training to all staff.

Dovozce udaji udrzuje standardni pracovni
postup pro zabezpeceni IT, zasady prijatelného
pouzivani a planovani reakce na incidenty a
vSem zameéstnancim poskytuje Skoleni o
zabezpeceni.

3. Measures for ensuring the ability to
restore the availability and access to personal
data in a timely manner in the event of a
physical or technical incident:

3. Opatieni pro zajisténi schopnosti véas
obnovit dostupnost a pristup k osobnim
udajiim v pripadé fyzického nebo technického
incidentu:

o Availability control

0 Kontrola dostupnosti

Prevention of accidental or wilful destruction or
loss, (e.g. through use of backup strategy on a
daily basis which are stored at offsite locations
in encrypted form (online/offline; on-site/off-
site), uninterruptible power supply (UPS), virus
protection, firewall, reporting procedures and
contingency planning).

Prevence nahodného nebo imyslného znicenf ¢i
ztraty (napf. pouzitim strategie kazdodenniho
zalohovani, které se ukladd na externich
mistech v zaSifrované podobé (online/offline,
na pracovisti / mimo  pracoviste),
neprerusitelného zdroje napajeni (UPS),
protivirové ochrany, firewallu, postupt hlaseni
a planovani neptedvidanych udalosti).

0 Rapid recovery - data restoration can be
done within minutes, depending on data
quantity.

0 Rychld obnova - Udaje lze obnovit
béhem nékolika minut v zavislosti na jejich
mnoZzstvi.

0 Organizational measures - a Standard
Operating Procedure (SOP) is maintained by
data importer to ensure availability of data.

0 Organizacni opatreni - Dovozce udajl
udrzuje standardni operacni postup (SOP),
ktery zajisti dostupnost udaj.

4. Processes for regularly testing,
assessing and evaluating the effectiveness of
technical and organisational measures in
order to ensure the security of the processing:

4. Procesy  pravidelného testovdni,
posuzovdni a hodnoceni uc¢innosti
technickych a organizaénich opatieni s cilem
zajistit bezpecnost zpracovdni:

0 Backup and restore tests performed | o Testy zalohovani a obnovy se provadi
monthly. kazdy mésic.
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during transmission:

0 Security Testing performed quarterly. ) Bezpecnostni testovani se provadi
Ctvrtletné.

0 External Security Assessments | 0 Hodnoceni externtho zabezpeceni se

performed biannually. provadi dvakrat rocné.

5. Measures for user identification and | 5. Opatieni pro identifikaci a autorizaci

authorisation: uZivatelii:

Please see (2) above. Vice informaci v odstavci (2) vySe.

6. Measures for the protection of data | 6. Opatieni na ochranu udajii béhem

jejich predavani:

Please see (1) above.

Vice informaci najdete v odstavci (1) vySe.

7. Measures for the protection of data
during storage:

7. Opatieni na ochranu tudajii béhem
jejich uchovavani:

Please see (1) above.

Vice informaci najdete v odstavci (1) vySe.

8. Measures for ensuring physical
security of locations at which personal data
are processed:

8. Opatireni k  zajisténi  fyzické
bezpecnosti mist, kde jsou osobni udaje
zZpracovdvdny:

0 Physical access control measures

) Opatreni kontrolu  fyzického

ptistupu

pro

No unauthorised access to physical facilities
where personal data are being processed
through use of, e.g. magnetic or chip cards, keys,

Zakaz neopravnéného pristupu do fyzickych
zarizeni, kde jsou osobni udaje zpracovavany,
naptr. pomoci magnetickych nebo cipovych

(SIEM) solution in use for access log monitoring.

electronic door openers, facility security | karet, klici, elektronickych otviraci dvef,

services and/or entrance security staff, alarm | zabezpeCovacich sluzeb zarizeni a/nebo

systems, video/CCTV Systems.) pracovniki  ostrahy vstupu, poplasnych
systému, video/CCTV systém1i.)

9. Measures for ensuring events logging: | 9. Opatieni pro zajisténi protokolovdani
uddlosti

0 Security Incident & Event Management | o Pouzivané reSeni pro spravu

bezpecnostnich incidentti a udalosti (SIEM) pro
monitorovani zaznamu o ptistupu.

0 Multiple layers of monitoring tools in
use analyzing behavior anomalies across the
network.

0 Pouzivané vicelurovinové monitorovaci
nastroje, které analyzuji anomalie chovani v celé
siti.
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10. Measures for ensuring system
configuration, including default
configuration:

10. Opatieni pro zajisténi nastaveni
systému, vcetné vychoziho nastaveni:

Data importer has systems in place that are
configurated with a view to adequately protect
personal data, e.g. Mobile Device Management
software wused for all devices accessing
corporate systems, Azure Active Directory using
default Domain Policy to enforce password
policy and default configurations.

Dovozce udajii ma zavedeny systémy a tyto
systémy jsou nastaveny s ohledem na
odpovidajici ochranu osobnich udajd, napft.
software pro spravu mobilnich zarizeni
pouzivany pro vSechna zarizeni pristupujici k
podnikovym systémtlim, sluzbu Azure Active
Directory vyuzivajici vychozi zdsady domény k
vynuceni politiky hesel a vychozich nastaveni.

11. Measures for internal IT and IT
security governance and management: Data
importer has a dedicated Security Committee
responsible for overseeing IT security. This
Committee holds weekly meetings.

11. Opatieni pro interni a bezpecnostni
spravu a rizeni IT: Dovozce udaji ma
specializovany bezpecnostni vybor odpovédny
za dohled nad bezpecnosti IT. Tento vybor
porada tydenni schiizky.

12. Measures for certification/assurance
of processes and products:

12. Opatieni pro
procesti a produktii:

certifikaci/zajisténi

are designed to limit data collection and sharing.

0 NIST Framework compliance. 0 DodrZzovani ramce NIST.

0 FDA Part 11 compliance. ) Dodrzovani oddilu 11 pozadavki FDA.

13. Measures  for  ensuring data | 13. Opatireni k zajisténi minimalizace

minimisation: udajii:

0 Data collection forms designed to collect | o Formulaie pro shromazdovani udaji

only the data needed for analysis. navrzené tak, aby shromazd'ovaly pouze udaje
potrebné pro analyzu.

0 Systems and data transfer specifications | o Specifikace pro systémy a predavani

udajii jsou navrzeny tak,
shromazd'ovani a sdileni udaji.

aby omezovaly

0 Lab data requisitions only collect
necessary information needed to identify
sample and pseudonymized subject.

0 PoZzadavky na laboratorni udaje
shromazd'uji pouze nezbytné informace
potrebné k identifikaci vzorku a
pseudonymizovaného subjektu.

14. Measures for ensuring data quality:

14. Opatieni pro zajisténi kvality udajti:

0 Good clinical data ~management
practices and apply centralized monitoring
efforts including programmatic data cleaning,
study team data reviews, data surveillance,

) Spravné postupy spravy udaji o
klinickém hodnoceni a uplatiiovani
centralizovaného monitorovani, véetné

programového datového Cisténi, prezkoumani
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multi-data source reconciliation, etc. to ensure
data completeness and quality.

udaji studijnim tymem, sledovani idaj, sladéni
vice datovych zdrojt atd., s cilem zajistit iplnost
a kvalitu udaj.

0 Data importer policies in place and has
the ability to address requests from data
exporter or data subjects in relation to their
rights.

) Zavedené zasady dovozce udaji a
schopnost tesit zadosti vyvozce udaji nebo
subjektli udaji v souvislosti s jejich pravy.

0 Clinical trial subjects follow clinical site
procedures for data subject rights requests.
Clinical site personnel data subject rights are
supported upon verified requests to data
importer.

) Subjekty klinického hodnoceni dodrzuji
postupy klinického pracovisté tykajici se Zadosti
o prava subjektd 1udaji. Prava personalu
klinického pracovisté tykajici se subjektl udaji
jsou podporovana na zakladé ovétenych zadosti
adresovanych dovozci udajt.

15. Measures for ensuring limited data
retention :

15. Opatreni omezeného

uchovdvdni udajii:

k zajisténi

Data importer has a Data Retention Policy in
place and measures and tools which allow it to
comply with this policy. The personal data
transferred under the Clauses will be retained in
line with the retention limitations set forth in
the DP Agreement and data importer’s Data
Retention Policy.

Dovozce Gdajii ma zavedeny zasady uchovavani
udajii a opatieni a nastroje, které mu umoznuji
tyto zadsady dodrzovat. Osobni udaje predavané
podle téchto doloZzek budou uchovavany v
souladu s omezenimi uchovavani stanovenymi
ve smlouvé o progresi onemocnénfi a v zasadach
uchovavani udajt dovozce udajt.

16. Measures for ensuring accountability:

16. Opatieni pro zajisténi odpovédnosti:

0 Data importer maintains records of data
processing and has performed a transfer impact
assessment.

0 Dovozce udaji vede zaznamy o
zpracovani udaji a provedl posouzeni vlivu
predavani.

0 Regular site and system access control
reviews and reconciliation processes ensure
access is controlled to only required personnel.

0 Pravidelné revize kontroly ptistupu na
pracovisté a do systému a slad'ovaci procesy
zajistuji, zZe pristup je ftizen pouze pro
pozadovany personal.

0 Systems maintain activity logs to track
system access and usage.

0 Systémy vedou zaznamy o cinnostech,
aby bylo moZné sledovat pristup k systému a
jeho pouzivani.

0 ICF patient consent and date logs are
maintained - verified by CRAs and other onsite
staff.

0 Jsou vedeny zaznamy souhlastli pacienti
s formularem informovaného souhlasu a datové
protokoly - ovéreny oddélenim monitorovani a
dal$im personalem na pracovisti.
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0 Clinical trial subject data may be re-
identified only by the data exporter, which is
done only under rare circumstances, such as
upon a regulatory request, and all such requests
are maintained in logs.

) Udaje subjekti klinického hodnoceni
mohou byt znovu identifikoviny pouze
vyvozcem udajli, coZ se provadi pouze ve
vyjime¢nych situacich, napf. na Zadost
regulacnich organti, a o vsSech takovych
udalostech jsou vedeny zaznamy.

responding to data subject rights’ requests:

17. Measures  for  allowing data | 17. Opatieni umoZriujici prenositelnost

portability and ensuring erasure: udajii a zajistujici jejich vymazani:

See (14) above and (18) below. Vice informaci najdete v odstavci (14) vySe a
(18) nize.

18. Measures  for handling and | 18. Opatireni pro vyrizovdni Zddosti

subjektii udajii ohledné jejich prav a reakce
na né:

Data importer has policies in place and has the
ability to address data subject rights’ requests,
to the extent it is relevant for data importer to
address these - i.e. to the extent this is not
handled by data exporter on data importer’s
behalf.

Dovozce tidajii ma zavedeny zasady a je schopen
FeSit poZzadavky subjektli idaji ohledné jejich
prav v rozsahu, v jakém je pro néj relevantni
tyto Zadosti tesit - tj. v rozsahu, v jakém je
nevyridi vyvozce tidaji jeho jménem.

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

V  pripadé  preddvdani  udajii  (dil¢im)
zpracovateliim popiste také specifickd technickad
a organizaéni opatreni, kterd musi (dilci)
zpracovatel  prijmout, aby byl schopen
poskytnout pomoc sprdvci udajii, a v pripadé
preddvdni udajii od zpracovatele k dilcimu
zpracovateli, také vyvozci tdajii.

Data exporter performs adequate due diligence
on any processors and contractually requires
them to implement the necessary technical and
organizational measures - this includes but is
not limited to requiring processors to be SOC2
certified.

Vyvozce udaji provede u vSech zpracovatell
naleZitou hloubkovou kontrolu a smluvné od
nich bude pozadovat, aby zavedli nezbytna
technicka a organizacni opatifeni - mimo jiné
vCetné pozadavku, aby ziskali certifikaci SOC2.

ANNEX III - LIST OF SUB-PROCESSORS
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PRILOHA 11 -
ZPRACOVATELU

SEZNAM __ DIL

Deliberately left blank

Umysiné ponechdno prdzdné
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