KRT-232-115

RADIOLOGY SERVICE AGREEMENT

This  radiology Service Agreement (the
“Agreement”) is made and entered into by and
between:

Vseobecna fakultni nemocnice v Praze
(General University Hospital in Prague),
U Nemocnice 499/2, 128 00 Prague 2, Czech
Republic, ID No. 00064165, Tax ID No.

CZ0064165, state-funded contributory

organization, represented by | EKGTczNE
.
I oy Power of

Attorney (the “Service Provider”)
and

Kartos Therapeutics, Inc., a Delaware
corporation, with a registered address at 275
Shoreline Drive, Suite 300, Redwood City,
California 94065, USA, ID No. 6536134, Tax ID No.

82-3332666, represented by [ GTGTczNEGEGE
I

by Power of Attorney (“Sponsor”),

(each a “Party”, collectively the “Parties”).

PREAMBLE:

A. The Sponsor is conducting a clinical study
(the “Study”) of the product Navtemadlin (KRT-
232) (the “Study Drug”).

B. The Study shall be conducted
compliance with the Sponsor's protocol KRT-232-
115 “A Phase 3, Randomized, Double-blind, Add-
on Study Evaluating the Safety and Efficacy of
Navtemadlin Plus Ruxolitinib vs Placebo Plus
Ruxolitinib in Patients with Myelofibrosis Who
Have a Suboptimal Response to Ruxolitinib” and
any amendments thereto (the “Protocol”).

in full
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SMLOUVA O POSKYTOVANI
RADIOLOGICKYCH SLUZEB

Tato smlouva o poskytovani radiologickych sluzeb
(dale jen ,Smlouva®) se sepisuje a uzavira mezi:

VSeobecna fakultni nemocnice v Praze, U
Nemocnice 499/2, 128 00 Praha 2, Ceska
republika 1CO: 00064165, DIC: CZ00064165,
statni pfispévkova organizace, zastoupena na
zakladé piné moci |GG
I
I (ccle jen

.Poskytovatel sluzeb")

a

Kartos Therapeutics, Inc., delawarska
spole€nost se sidlem 275 Shoreline Drive, Suite
300 Redwood City, Kalifornie 94065, USA, ICO:
6536134, DIC: 82-3332666, zastoupena |
|
B - z:kladé piné moci (dale jen

.Zadavatel®),

(déle jen jednotlivé ,Strana“, v mnozném Cisle
LStrany®)

PREAMBULE:

A.  Zadavatel provadi klinické hodnoceni (déle
jen ,Studie®) pfipravku Navtemadlin (KRT-232)
(dale jen ,Studijni 1€k").

B. Studie bude provadéna v plném souladu
s protokolem Zadavatele KRT-115
.,Randomizovana dvojité zaslepena klinicka studie
3 hodnotici bezpe€nost a ucinnost
Navtemadlinu pfidaného k Ruxolitinibu ve
srovnani s placebem pfidanym k Ruxolitinibu u
pacientd s myelofibrozou a se suboptimalni
odpovédi na Ruxolitinib“ a vSemi jeho dodatky
(dale jen ,Protokol®).

faze
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C. By separate written agreement, the Sponsor
has engaged PSI CRO Czech Republic, V Parku
2343/24, 148 00 Praha 4 - Chodov, Czech
Republic, IN: 28196775, TIN: CZ28196775 (“PSI”)
as a contract research organization acting as an
independent contractor on behalf of the Sponsor to
set up and conduct the Study in the Czech
Republic and unless otherwise agreed in the
Protocol, all communications between the Sponsor
and the Service Provider regarding the provision of
the Services shall be addressed to or routed
directly through PSI.

D. The Sponsor desires to engage the Service
Provider to provide certain services in connection
with the Study, and the Service Provider wishes to
perform such services.

E. I
with the workplace Institute of Hematology and
Blood Transfusion (Ustav hematologie a krevni
transfuse), with the the address at U Nemocnice
2094/1, 128 00 Prague 2, Czech Republic (the
“Investigator”) will be a principal investigator in the
Study.

NOW, THEREFORE, in consideration of the mutual
promises and covenants contained herein, the
receipt and sufficiency of which are hereby
acknowledged, the Parties agree as follows:

1. SERVICES AND OBLIGATIONS

a) The Service Provider shall perform the
following services as required by the Investigator
for the purpose of the Study:

- MRI for spleen volume w/o contrast at the
time points as per protocol;

- CT for spleen volume w/o contrast (if MRI is
not available)

- Taking images (CT, MRI) and uploading to
the system Perceptive for central evaluation
(collectively, the “Services”).
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C. Na zakladé samostatné pisemné dohody
Zadavatel angazoval PSI CRO Czech Republic
s.r.0., V Parku 2343/24, 148 00 Praha 4 — Chodov,
Ceska republika, IC: 28196775, DIC: CZ28196775
(dale jen ,PSI¥) jako vyzkumnou
organizaci jednajici jako nezavisly dodavatel
jménem Zadavatele, aby zorganizovala a provedla
Studii v Ceské republice, a pokud nebude
uvedeno jinak v Protokolu studie, bude veSkera
komunikace mezi Zadavatelem a Poskytovatelem
sluzeb ohledné pribéhu Studie adresovana nebo
smeéfovana pfimo na PSI.

smluvni

D. Zadavatel si pfeje zapojit Poskytovatele
sluzeb za uUcelem poskytovani urcitych sluzeb
v souvislosti se Studii a Poskytovatel sluzeb si
preje tyto sluzby poskytovat.

E. Hlavni zkouSejicim Studie bude -
I < oracovistem
Ustav hematologie a krevni transfuze, na adrese
U Nemocnice 2094/1, 128 00 Praha 2, Ceska
republika (dale jen ,ZkouSejici*).

NA ZAKLADE TOHO a s ohledem na vzajemné
prisliby a zdvazky zde obsaZené, jejichz pfijeti a
dostateCnost se timto uznava, se Strany dohodly
nasledovné:

1. SLUZBY A POVINNOSTI

a) Poskytovatel sluzeb bude dle pozadavki
Zkousejiciho pro ucely Studie poskytovat
nasledujici sluzby:

- méreni objemu sleziny pomoci MRI bez
kontrastni latky v intervalech dle protokolu;

- méfeni objemu sleziny pomoci CT bez
kontrastni latky (pokud neni k dispozici MRI)

- zhotovovani snimkd (CT, MRI) a nahravani
do systému Perceptive k centralnimu hodnoceni
(spolecné dale jen ,Sluzby*).
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b) The Service Provider shall provide the
Services at its premises.

c) The Service Provider shall provide the

Services in full compliance with:

- the terms of this Agreement,

- the Protocol, if provided by PSI (which is
made a part of this Agreement and
incorporated by reference herein),

- all applicable laws, rules, regulations and
regulatory requirements,

- the International Conference on
Harmonization Good Clinical Practices
principles and guidelines (ICH GCP), and
any other applicable industry standards,

- the written instructions of the Investigator,
including the medical documentation
prepared and signed by the Investigator,
except those that are in contradiction to the
terms of this Agreement (in which case the
Service Provider shall seek approval of the
Sponsor) and

- all written instructions of PSI and/or the
Sponsor, including any manuals provided by
PSI and/or the Sponsor. In case
PSI/Sponsor’s instructions result in changes
to the scope of Services, which require
revisions of the terms of this Agreement,
Sponsor and the Service Provider shall
discuss and may agree to execute an
amendment.

d) The Service Provider shall provide the
Services under this Agreement in a professional,
diligent and timely manner and shall ensure that
any and all individuals involved in the provision of
the Services (the “Service Provider Staff”) are
appropriately trained and qualified to do so.

e)  The Service Provider acknowledges PSI will
assist the Sponsor
organization and its authorized representative or
designee as referenced herein, to provide certain

as a contract research

CTA Template, General, 04-JUL-2021
Approved, 27-NOV-2023

V$eobecna fakultni nemocnice v Praze

b) Poskytovatel sluzeb bude Sluzby poskytovat
v(e) svych prostorach..

c) Poskytovatel sluzeb bude Sluzby poskytovat

plné v souladu s nasledujicimi:

- podminky této Smiouvy,

- Protokolem, pokud jej PSI poskytne (pficemz
tento Protokol je soucasti této Smlouvy a je
do ni zaclenén odkazem),

- v8emi platnymi zakony, nafizenimi, pfedpisy
a regulaénimi pozadavky,

- postupy a pokyny Spravné klinické praxe
z Mezinarodni konference pro harmonizaci
(ICH GCP) a pfipadnymi jinymi platnymi
oborovymi standardy,

- pisemnymi pokyny ZkouS$ejiciho,
lekafské  dokumentace
podepsané ZkouSejicim, s vyjimkou téch,
které jsou v rozporu s podminkami této
Smlouvy (v takovém pfipadé je Poskytovatel

vCetné
pfipravené a

sluzeb povinen pozadat o schvaleni
Zadavatele, a

- vSemi pisemnymi pokyny PSI a/nebo
Zadavatele, vc€etn& pfipadnych pFiruéek

dodanych PSI a/nebo Zadavatelem. V
pfipadé, Ze pokyny PSl/Zadavatele povedou
ke zménam v rozsahu Sluzeb, které vyzaduji
Upravu podminek této Smlouvy, Zadavatel a
Poskytovatel téchto zménach
povedou jednani a mohou se dohodnout na
uzavieni dodatku

sluzeb o

d) Poskytovatel sluzeb bude Sluzby podle této
Smlouvy poskytovat profesionalnim, svédomitym a
véasnym zplsobem a zajisti, aby byly vSechny
jednotlivé osoby podilejici se na poskytovani
Sluzeb (,Personal Poskytovatele sluzeb®)
patficné vySkoleny a kvalifikovany, aby tak mohly
¢init.

e) Poskytovatel sluzeb bere na védomi, ze PSI
bude Zadavateli poméahat jako smluvni vyzkumna
organizace a jeho opravnény zastupce nebo
povéfena osoba, jak na ni zde bude odkazovano,

3/51

CONFIDENTIAL



KRT-232-115

clinical study services for the Study as directed by
the Sponsor. The Service Provider will cooperate
with PSI in PSI's performance of such clinical
study services. This cooperation will include,
limitation, furnishing information as
reasonably requested by PSI meeting with PSI at
designated times and allowing PSI access to the
Service Provider’'s facilities for the purpose of
monitoring the Study in accordance with Article 8.
The Sponsor is fully responsible for PSI while
monitoring the Study at the Service Provider’s
premices.

without

f) Service Provider will work closely and
cooperate with Investigator in the performance of
the Services. If there is any conflict between the
instructions from Investigator and the terms of this
Agreement, Service Provider will promptly notify
PSI and Sponsor, via notification sent to PSI, who
will work with Service Provider and Principal
Investigator to resolve the conflict.

g) The Service Provider shall immediately
inform PSI and Sponsor, via notification sent to
PSI, of any problems associated with the
performance of the Services.

h) In the event that the Service Provider
becomes aware of any Serious Breach of the
conditions and principles of ICH GCP and/or the
Protocol, the Service Provider shall promptly notify
PSI and Sponsor, via notification sent to PSI. For
the purpose of this Agreement, a “Serious
Breach” is a breach which is likely to significantly
affect the safety or physical or mental integrity of
the Study subjects and/or the scientific value of the
Study.

i) The Service Provider warrants to have all the
appropriate licenses, approvals, certificates,
applicable as per law, to perform the Services
hereunder and to provide PSI or the Sponsor with
copies of such documents upon PSI's or the
Sponsor’s request.
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a bude poskytovat urcité klinické sluzby v ramci
Studie dle pokyn( Zadavatele. Poskytovatel sluzeb
bude spolupracovat s PSI béhem poskytovani
téchto sluzeb ze strany PSI. Tato spoluprace bude
zejména  zajisténi dle
pfiméfenych pozadavk( PSI, setkavani se s PSl ve
stanoveny pfistupu  PSI
k zafizenim Poskytovatele sluzeb za ucelem
monitorovani Studie vsouladu s¢l. 8. Za
monitorovani Studie PSI v prostorach
Poskytovatele sluzeb plné odpovida Zadavatel.

zahrnovat informaci

¢as a umoznéni

f) Poskytovatel sluzeb bude pfi poskytovani
Sluzeb a spolupracovat se
ZkouSejicim. Pokud vznikne jakykoliv rozpor mezi
pokyny od ZkouSejiciho a podminkami této
Smlouvy, Poskytovatel sluzeb to bezodkladné
oznami PSI a Zadavateli, prostfednictvim
oznameni zaslaného PSI, ktefi budou spole¢né
s Poskytovatelem sluzeb a Hlavnim zkouSejicim
pracovat na vyfeSeni daného rozporu.

Uzce pracovat

Q) Poskytovatel sluzeb bude ihned informovat
PSI a Zadavatele, prostfednictvim oznameni
zaslaného PSI, o veskerych problémech spojenych
s poskytovanim Sluzeb.

h) V pfipadé, Zze Poskytovatel sluzeb zjisti
jakékoliv Zavazné poruseni podminek a zasad ICH
GCP a/nebo Protokolu, ihned to ozndmi PSI a
Zadavateli, prostfednictvim oznameni zaslaného
PSI. Pro ucely této Smlouvy se za ,Zavazné
poruseni povazuje porusSeni, u néhoz je
pravdépodobné, ze vyznamné ovlivni bezpecnost
integritu  Subjektd
hodnoceni a/nebo védeckou hodnotu Studie.

nebo télesnou ¢i duSevni

i) Poskytovatel Ze ma
veSkeré nalezité licence, opravnéni, certifikaty,
které se uplatiiuji podle zakona, k poskytovani
SluZeb podle této Smlouvy, a na vyzadani PSI
nebo Zadavatele poskytne PSI nebo Zadavateli

kopie téchto dokladu.

sluzeb zarucuje,
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) The Sponsor, through PSI, shall provide the
Service Provider with a copy of the final approved
Protocol and any subsequent changes that have
any impact on the Services, as well as the approval
confirmation from the regulatory authority for the
Study.

k)  The Service Provider is not responsible for
the selection of patients for the Study by the
Investigator, nor is the Service Provider obligated
to verify their selection or control the frequency of
examinations for any Study subject in accordance
with the Protocol. The Service Provider is entitled
to receive compensation for performing the
Services for all Study subjects who are referred for
the Services by the Investigator, or by the
Sponsor, through PSI, if applicable.

)] The dates for the provision of individual
Services will be individually agreed upon in
advance between the Service Provider's doctor
and the Investigator. The Service Provider's doctor
is entitled to extend the agreed timeframes by the
necessary period if it is essential for the proper
provision of Services by the Service Provider —
which must be communicated to prior in advance
with the Investigator and PSI, if applicable. The
Service Provider is aware of the time windows for
the performance of the Services as set out in the
Protocol and will adhere to them. The termination
of the employment relationship between the
Service Provider's doctor and the Service Provider
shall not affect the validity and effectiveness of this
Agreement. The Parties will make joint efforts to
reach an agreement regarding a new doctor for the
Service Provider.

m)  For the avoidance of doubt, the Parties state
that the Sponsor shall enter into a separate
agreement with the Service Provider's doctor,
under which the Service Provider's doctor will be
compensated.
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) Zadavatel, prostfednictvim PSI poskytne
Poskytovateli sluzeb kopii kone&ného schvaleného
Protokolu a v8ech naslednych zmén, které maji
jakykoli dopad na Sluzby, a stejné tak potvrzeni o
povoleni Studie regulatornim organem.

K) Poskytovatel sluzeb neodpovida za vybér
pacientd do Studie ZkouSejicim, Poskytovatel
sluzeb neni povinen jejich vybér ovéfovat, ani
kontrolovat  &etnost vySetfeni u  Subjektu
hodnoceni v ndvaznosti na Protokol. Poskytovatel
sluzeb je opravnén dostat odménu za provedeni
Sluzeb u v8ech Subjektd hodnoceni, ktefi budou k
provedeni Sluzeb odeslani ZkousSejicim, pfipadné
Zadavatelem, prostfednictvim PSI, pokud je to
relevantni.

) Terminy pro poskytovani jednotlivych
Sluzeb budou prfedem individualné dojednavany
mezi |ékafem Poskytovatele sluzeb a ZkouSejicim,
pficemz |ékai Poskytovatele sluzeb je opravnén
posunout dohodnuty termin o nezbytné nutnou
dobu je-li to nevyhnutné pro fadné poskytovani
Sluzeb ze strany Poskytovatele sluzeb - toto
posunuti musi byt pfedem oznameno Hlavnimu
zkousejicimu a PSI, pokud je to relevantni.
Poskytovatel si je védom <&asovych oken pro
provadéni Sluzeb dle Protokolu a tyto bude
dodrzovat. Ukonéeni pracovnépravniho vztahu
mezi Iékafem Poskytovatele
Poskytovatelem sluzeb nebude mit vliv na platnost
a ucinnost této Smlouvy. Smluvni strany vyvinou
spole¢né usili k dosazeni dohody ohledné nového
Iékafe Poskytovatele sluzeb.

sluzeb a

m)  Pro vylou€eni vSech pochybnosti Strany
uvadi, Ze Zadavatel s |ékafem Poskytovatele
sluzeb uzavfe samostatnou smlouvu na jejimz
z4&kladé bude odménén.
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2. COMPENSATION

a) The compensation for the provision of the
Services is set out in the Financial Arrangements
enclosed as Attachmentl1l. The amount(s)
included in the Financial Arrangements
represent(s) the entire compensation under this
Agreement and it includes without limitation, the
performance all the Services, the use of the
facilities and equipment, staff costs, administrative
costs, overhead, third party costs, taxes (except for
VAT, if applicable), and other expenses, etc.

b) The Parties acknowledge and agree that the
compensation and support provided to the Service
Provider pursuant to this Agreement represents the
fair market value for the services provided, has
been negotiated in an arms-length transaction and
has not been determined in a manner that takes
into account the volume or value of any referrals or
other business otherwise generated between the
Sponsor, PSI and the Service Provider. Nothing
contained in this Agreement shall be construed in
any manner as an obligation or inducement for the
Service Provider to purchase, or to recommend
that any person or entity purchase, services or
products of the Sponsor or any entity affiliated with
the Sponsor.

c) The Service Provider acknowledges and
agrees that the Sponsor and/or PSI may disclose
information related to compensation and payments
hereunder as may be necessary to comply with
Applicable Regulatory Requirements.

3. CONFIDENTIALITY

a) “Confidential Information” means all
confidential or proprietary information or data, of
any kind whatsoever and however memorialized,
that is: (i) disclosed prior to or after the effective
date of this Agreement by or on behalf of PSI
and/or the Sponsor to the Service Provider, Service
Provider affiliates or the Service Provider Staff,
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2. KOMPENZACE

a) Kompenzace za poskytovani Sluzeb je
stanovena ve Finanénich ujednanich pfilozenych
ktéto Smlouvé jako Priloha 1. Tyto <&astky
uvedené ve Finanénich ujednanich predstavuji
celkovou kompenzaci vyplacenou na zakladé této
Smlouvy a zahrnuji zejména provedeni veskerych
Sluzeb , pouziti zafizeni a vybaveni, naklady na
personal, administrativni naklady, naklady tfetich
stran, dané (pfipadné s vyjimkou DPH), a dalSi
vydaje atd.

b) Strany berou na védomi a souhlasi s tim, ze
kompenzace a podpora poskytované Poskytovateli
sluzeb podle této Smlouvy pfedstavuji realnou trzni
hodnotu za poskytované sluzby, byly ujednany za
obvyklych  podminek a nebyly stanoveny
zpusobem, ktery zohledriuje objem nebo hodnotu
pfipadnych doporu€eni nebo jiné podnikatelské
¢innosti jinak generované mezi Zadavatelem, PSI
a Poskytovatelem sluzeb. Zadny obsah této
Smlouvy nelze zadnym zpusobem vykladat jako
z&vazek nebo pobidku k tomu, aby Poskytovatel
sluzeb nakupoval — nebo doporudoval, aby jina
fyzicka ¢i pravnicka osoba nakupovala — sluzby
nebo vyrobky Zadavatele &i jiné pravnické osoby
pfidruzené k Zadavateli.

C) Poskytovatel sluzeb bere na védomi a
souhlasi stim, Zze Zadavatel a/nebo PSI smi
zverejnit
platbami dle této Smlouvy v rozsahu nezbytném
pro zachovani souladu s Platnymi regulaénimi
pozadavky.

informace souvisejici s odménou a

3. DUVERNOST

a) Za ,Davérné informace”
veSkeré dlvérné nebo soukromé informace nebo
Udaje jakéhokoli druhu a v jakékoli formé, které
jsou: (i) pfed nebo po nabyti ulinnosti této
Smlouvy zpfistupnény PSI a/nebo Zadavatelem Ci
jejich jménem Poskytovateli sluzeb, pfidruzenym
spoleCnostem  Poskytovatele nebo

se povazuji

sluzeb
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including amongst others Service Provider's
employees, representatives, contractors or agents
(the “Recipients”) in connection with this
Agreement; or (ii) obtained, developed or
generated by any of the Recipients in connection
with or that results from the performance of the
Services or Sponsor’s Confidential Information.
The Confidential Information shall include, without
limitation, the Services, Study, the Study Drug, the
Protocol, the Intellectual Property (defined below)
and all information regarding the Sponsor, PSI or
any of their affiliates. All Confidential Information
shall belong solely and exclusively to PSI or the
Sponsor, as the case may be and shall not be
disclosed to any third-party except as otherwise
expressly permitted under this Agreement.

b) Confidential Information does not include
information that: (i) is or becomes within the public
domain through no fault, action or failure to act on
the part of the Recipient; (ii) was, as evidenced by
written records or other competent proof, in the
Recipient’s possession on a non-confidential basis
prior to its disclosure; or (iii) enters the public
domain as a result of a third party’s activities, who
was legally entitled to disclose such information
through no act or omission by the Recipient.

c) The Service Provider shall, and shall cause
each of the Recipients to: (i) use Confidential
Information solely as required for the purpose of
this Agreement; (i) disclose Confidential
Information only to persons who have a need to
know such Confidential Information to conduct the
Study and who are bound in writing to protect the
confidentiality of such Confidential Information; (iii)

instruct all persons to whom Confidential
Information is disclosed to abide by these
confidentiality —obligations; and (iv) protect

Confidential Information using not less than the
same care with which they treat their own
confidential information, but at all times to use at
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Personalu Poskytovatele sluzeb, mimo jiné v€etné
predstavitel(, smluvnich
dodavatelll nebo zastupcl Poskytovatele sluzeb
(dale .Prijemci) v souvislosti s touto
Smlouvou, nebo (i) ziskany, vyvinuty nebo
vytvofeny Pfijemci v souvislosti s poskytovanim
Sluzeb nebo Davérnymi informacemi Zadavatele
nebo z nich vyplyvajicimi. Duvérné informace
zahrnuji zejména informace tykajici se Sluzeb,
Studie, Studijniho Iéku, Protokolu, Du$evniho
vlastnictvi (definovano nize) a veskeré informace
tykajici se Zadavatele, PSI nebo kterékoli z jejich
pobocek. Veskeré Duavérné informace jsou ve
vyhradnim vlastnictvi PSI, popfipadé Zadavatele
(dle situace) a nesmi byt zpfistupnény zadné treti
strané, s vyjimkou pfipadd, kdy to vyslovné
povoluje tato Smlouva.

zaméstnanc,

jen

b) Davérné informace nezahrnuji informace,
které (i) jsou nebo se stanou verfejné dostupné,
bez zavinéni, konani nebo nekonani na strané
PFijemce, (ii) byly dle pisemnych zaznamu nebo
jinych dikaz( ve vlastnictvi Pfijemce predtim, nez
mu byly poskytnuty, bez povinnosti zachovavat
jejich dlvérnost, nebo (iii) které se stanou vefejné
dostupnymi na zakladé ¢€innosti tfeti strany, ktera
byla ze =zakona opravnéna tyto informace
zpfistupnit, nikoli na z&kladé jednani & opomenuti
PFijemce.

c) Poskytovatel sluzeb bude dodrZzovat a je
povinen zajistit, aby kazdy z PfijemcU dodrzoval
tyto podminky: (i) pouzivat Davérné informace
pouze tak, jak to bude potfeba pro ucely této
Smlouvy, (ii) pfedat Dlvérné informace pouze
osobam, které tyto informace potfebuji znat pro
provadéni Studie a které jsou pisemné vazany
chranit divérnost téchto Divérnych informaci, (iii)
podat
Duvérné

instrukce v8em osobam, jimZ budou
aby plnily tyto
povinnosti micenlivosti, a (iv) chranit D{vérné
informace za pouziti stejné péce, se kterou
zachazeji se svymi divérnymi informacemi, vzdy
vSak vynalozit alespon odpovidajici stuper péce.

informace pfedany,
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least a reasonable degree of care. The Service
Provider shall advise the Recipients of the
confidential nature of the Confidential Information
and remain liable for any breach of this Agreement
by any Recipient.

d) If the Service Provider or the Service
Provider Staff receive a valid court order within a
proper jurisdiction or other legally binding request
to disclose Confidential Information, the Service
Provider shall immediately inform PSI and the
Sponsor, via notification sent to PSI, in writing upon
the discovery of such request and before any
Confidential Information is disclosed. The Service
Provider shall cooperate with PSI and/or the
Sponsor in any efforts to seek limitation or
protection from the order demanding disclosure. In
the event PSI and/or the Sponsor is unsuccessful
in contesting such required disclosure, the Service
Provider shall disclose only the minimum amount
of Confidential Information necessary to comply
with such request. For the avoidance of doubt, any
such disclosure made pursuant to this Section 3(d)
shall not cause the information so disclosed to lose
its confidential and/or proprietary nature and in all
other instances and such
information shall remain Confidential Information
and continued to be protected as such by the
Service Provider and Recipients in accordance
with the terms of this Agreement.

circumstances

4. PERSONAL DATA

a) The Parties shall comply with all applicable
data protection laws, including the General Data
Protection Regulation (EU) 2016/679 (“GDPR”)
and the Act No. 110/2019 Coll., on Personal Data
Processing, as amended (collectively, the “Data
Protection Laws”). Due to the fact that Sponsor is
located in a country outside the European Union
and the associated transfer of personal data to a
third country, both Sponsor and the Service
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Poskytovatel sluzeb Pfijemce pouéi o davérném
charakteru Duvérnych informaci a
odpovédny za jakékoli poruseni této Smlouvy
kterymkoli Pfijjemcem.

zlstava

d) Vpfipadé, Zze Poskytovatel sluzeb nebo
Personal Poskytovatele sluzeb obdrzi platny
soudni pfikaz v pfislusné jurisdikci nebo jiny
pravné zavazny pozadavek pfedat Duvérné
informace, je Poskytovatel
neprodlené pisemné informovat PSI a Zadavatele,
prostfednictvim oznameni zaslaného PSI, jakmile
se o takovém pfikazu / pozadavku dozvi, a
predtim, nez budou Duvérné informace predany.
Poskytovatel sluzeb je povinen spolupracovat
s PSI a/nebo Zadavatelem v Usili ziskat omezeni
nebo pfed takovymto pfikazem
pozadujicim pfedani informaci. V pfipadé, ze PSI
neuspéji s protestem proti
danému pozadavku na prfedani, je Poskytovatel
sluzeb povinen predat pouze minimum D{vérnych
informaci nutnych k vyhovéni pozadavku. Aby se
predeslo pochybnostem,
zpfistupnéni podle tohoto Oddilu 3 pism. d)
nezplsobi, Zze takto zpfistupnéné
pfijdou o svou dudvérnou a/nebo chranénou
povahu, a ve vSech ostatnich pfipadech a za
vSech  okolnosti tyto informace
davérnymi informacemi a budou jako takové
nadale chranény Poskytovatelem
Pfijemci v souladu s podminkami této Smlouvy.

sluzeb povinen

ochranu

a/nebo Zadavatel

zadné takoveé

informace

zUstanou

sluzeb a

4.  OSOBNI UDAJE

a)  Strany jsou povinny byt v souladu se vSemi
platnymi
s Obecnym nafizenim o ochrané udaju EU
2016/679 (dale jen ,GDPR®) a zakonem €.
110/2019 Sb., o zpracovani osobnich udaja,
v platném znéni (dale jen souhrnné ,Zakony o
ochrané adaji“). Vzhledem k tomu, Ze Zadavatel
mé sidlo mimo Evropskou unii a vzhledem k s tim
spojenému predavani osobnich udaji do tfetich

zakony o ochrané udaja, zejména
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Provider undertake to conclude the Standard
Contractual Clauses Module FOUR: processor to
controller approved by the EU Commission in the
sense of Art. 46 (2) c) GDPR (the “SCC”) in order
to ensure an adequate level of data protection in
the third country (Attachment 2). The Service
Provider is the data exporter and the Sponsor is the
data importer under the SCC.

b) For the purpose of the Data Protection Laws,
the Sponsor is the controller and the Service
Provider and PSI are processors of personal data
processed for the purpose of the Study. PSl is the
CRO engaged by the Sponsor. PSI was not
involved in the drafting of the Protocol and does not
determine the purpose or the essential means of
processing. Instead, when processing the personal
data for the purpose of the Study, PSI acts upon
instruction of the Sponsor and is thus a processor
on behalf of the Sponsor.

C) In order to reflect the specific functions that
the Sponsor and the Service Provider have in
relation to the Services, the Parties have agreed to
further detail their cooperation as well as the
obligations that the Service Provider has under
article 28 of the GDPR by supplementing the SCC
with the following clauses. In case of any conflict
with the SCC, the SCC shall prevail:

i. The Servicer Provider shall share personal
data with the Sponsor and/or PSI only as
required to comply with their obligations
under this Agreement or as requested by
the Sponsor in accordance with the
Applicable Regulatory Requirements. The
Service Provider shall maintain
pseudonymization of any Study subject
data before transferring them to PSI, the
Sponsor or their vendors.

ii. The Service Provider shall comply with the
Technical and Organizational Measures
attached in Attachment 3 and implement
any further measures necessary to ensure
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zemi, se jak Zadavatel, tak Poskytovatel sluzeb
zavazuji pfijmout Standardni smluvni dolozky
Modul CTYRI: zpracovatel vigi spravci schvalené
komisi EU ve smyslu €l. 46, odst. 2, pism. ¢) GDPR
(dale jen ,SCC*) za ucelem zajisténi adekvatniho
stupné ochrany (daju ve treti zemi (PFiloha 2).
Poskytovatel sluzeb je dle SCC vyvozcem udaju a
Zadavatel dovozcem udaja.

b) Pro GCely Zakoni o ochrané udajl je
Zadavatel spravcem udaju a Poskytovatel sluzeb
a PSI jsou zpracovateli udaju
zpracovavanych pro ucely Studie. PSI je CRO
angazovana Zadavatelem. PSI| se nepodili na
pfipravé Protokolu a neuréuje ucel nebo nezbytné
zpusoby zpracovani. Misto toho pfi zpracovavani
osobnich udajl pro uUcely Studie jedna PSI dle
pokynll Zadavatele, a tudiz je zpracovatelem
jménem Zadavatele.

osobnich

c) Za uCelem reflektovani specifickych funkci,
které maji Zadavatel a Poskytovatel sluzeb ve
vztahu ke Sluzbam, se Strany dohodly blize
definovat svou spolupraci i povinnosti, které ma
Poskytovatel sluzeb dle ¢lanku 28 GDPR, a to
doplnénim SCC o nize uvedené klauzule.
V pfipadé rozporu se SCC maji pfednost SCC:

i.  Poskytovatel sluzeb je povinen sdilet
osobni Udaje se Zadavatelem a/nebo PSI
pouze v poZzadovaném rozsahu, aby splinil
své povinnosti vyplyvajici pro néj ztéto
Smlouvy nebo dle pozadavku Zadavatele
v souladu s Platnymi
pozadavky. Poskytovatel sluzeb je povinen
zachovat pseudonymizaci veskerych udaju
Subjektt hodnoceni pred jejich predanim
PSI, Zadavateli nebo jejich vendortm.

regulaénimi

i. Poskytovatel sluzeb je povinen dodrzovat
Technicka a organizacni opatfeni pfipojena
k této Smlouvé Pfilohou 3 a zavést dalsi

opatfeni nezbytna k zajisténi stupné
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a level of security appropriate to the risk
presented by the processing;

Prior to and during the course of the Study,
the Sponsor may process personal data of
the Service Provider and the Service
Provider Staff. If applicable, in order to
inform the Service Provider Staff about the
processing of their personal data, the
Sponsor or PSI will provide the Service
Provider with data protection notice(s)
which the Service Provider shall promptly
distribute to every member of the Service
Provider Staff. Any questions should be
forwarded to the Sponsor and/or PSI. The
Service Provider shall be responsible for
informing the Service Provider Staff about
processing of their personal data.

V$eobecna fakultni nemocnice v Praze

zabezpeceni
zpracovani;

odpovidajiciho  riziku  pfi
Pfed zahajenim a v pribéhu Studie mlze
Zadavatel zpracovavat osobni Udaje
Poskytovatele  sluzeb a  Personalu
Poskytovatele sluzeb. Podle vhodnosti a za
ucelem
Poskytovatele sluzeb o zpracovani jeho
osobnich udaji poskytne Zadavatel nebo
PSI  Poskytovateli
ochrané udaju, které je Poskytovatel sluzeb
povinen promptné predat vSem ¢lenim
Personalu Poskytovatele sluzeb. Veskeré
dotazy budou pfedany Zadavateli a/nebo
PSI. Poskytovatel sluzeb bude odpovidat za
informovani  Persondlu  Poskytovatele
sluzeb o zpracovani jeho osobnich udaja.

informovani Personalu

sluzeb oznameni o

iv. In case a data subject exercises his/her
data prote?tlon nghts.ln the context”of t:e iv. Vpfipads, e subjekt Gdajti uplatni sva
Study (a Dgta Subject Bequest ), the prava na ochranu udajd v kontextu Studie
Service Provider shall assist the Sponsor o 5 . ey
) . i . (déle jen ,Zadost subjektu udaja“), je
in handling the Data Subject Request in . . .
Poskytovatel sluzeb povinen pomahat
accordance with PSl's and Sponsor’s Gy e . . o
. } . ) Zadavateli pfi FeSeni Zadosti subjektu udaju
reasonable instructions and in compliance e
v souladu s odpovidajicimi pokyny PSI
with the Data Protection Laws. The Service .
a/nebo Zadavatele a v souladu se Zakony o
Provider shall inform the Sponsor and PSI Y e . .
) ochrané udaju. Poskytovatel sluzeb je
without undue delay(and no later than . .
hin th » . povinen informovat Zadavatele a PSI bez
within three (3) working da_ys) of any Data zbyteéného odkladu (nikoli pozdé&ji nez
Subject Request they receive and forward . - . . «
R . H béhem tfi (3) pracovnich dnd) o vSech
t[ e Data SUbJe(_:t Request_to the Spon_sor Zadostech subjektd Gdaju, které obdrzi, a
in a pseudonymised form (i.e. by replacing predat je Zadavateli v pseudonymizované
the directly identifiable information with the . S e
podobé (tj. po nahrazeni udaju pfimo
Study code). uréujicich totoZznost Studijnim kédem).
V. In the event of any personal data breach v. Vopfipadé porudeni ochrany osobnich

by the Service Provider as a processor of
the Sponsor, the Service Provider shall:
(1) within twenty-four (24) hours following
discovery of such personal data breach,
send written notice of the incident via e-
mail to privacy@psi-cro.com; (2) not make
any statements or notifications about the
personal data breach, as it relates to the

udaju  Poskytovatelem sluzeb jakozto
Zadavatelovym zpracovatelem udaji ma
Poskytovatel sluZzeb povinnost: (1) do
dvacetictyf (24) hodin od zjisténi takového
poruseni ochrany osobnich Udaji zaslat
pisemné oznameni e-mailem na adresu
privacy@psi-cro.com; (2) bez pfedchoziho
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processing for the purpose of the Study, to
any individual affected by the incident, the
public or any third party without Sponsor’s
prior written approval; and (3) immediately
take steps to investigate and mitigate the
personal data breach and reasonably
cooperate with the Sponsor and/or PSI.

d) The results of the Services performed will be
uploaded by the Service Provider into the system
Perceptive for the entry and processing of images.
The Sponsor declares that it is authorized to
provide free of charge for the Service Provider
access to and use of the Perceptive system under
this Agreement and that this will not violate any
third-party rights. Furthermore, Sponsor declares
that to the best of its knowledge this system meets
the requirements for completeness, accuracy,
reliability, secure backup of entered data, and is
suitable for the intended purpose. To the best of
Sponsors knowledge, the free of charge for the
Service Provider provision of access to the Service
Provider and subsequent use of the system will not
violate any third-party rights, and the Service
Provider will not be liable for the loss, damage,
destruction, or misuse of the entered (submitted)
data.

e) The Sponsor, through PSI or Investigator,
shall provide the Service Provider with a sample
informed consent form for the purpose of
performing the Services within the Study, which
meets the Sponsor's requirements, the Protocol,
and applicable legal regulations, and has been
properly approved by the regulatory authority. The
Sponsor is obliged to update this informed consent
form and notify the Service Provider, through PSI
or Investigator, of any changes without undue
delay.
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pisemného souhlasu Zadavatele necinit
Zadné prohlaseni ani oznameni o poruseni
ochrany osobnich Udajli, nebot souvisi se
zpracovanim udaji pro ucely Studie,
zadné fyzické osobé dotéené incidentem,
na vefejnost nebo tfeti strang; a (iii)
okamzité podniknout kroky Kk vysetfeni
ochrany osobnich udaju a
jeho dopadu a pfiméfené
spolupracovat se Zadavatelem a/nebo
PSI.

poruseni
zmirnéni

d) Vysledky provedené  Sluzby  budou
Poskytovatelem sluzeb nahravany do systému
Perceptive pro zadavani a zpracovani snimkd.
Zadavatel prohladuje, Ze je opravnén
Poskytovateli sluzeb bezplatné umoznit pfistup a
pouzivani systému Perceptive dle této Smlouvy a
nebude tim poruSeno jakékoliv pravo treti strany.
Dale Zadavatel prohlasuje, Ze dle jeho nejlepsiho
védomi tento systém spliiuje pozadavky na
Uplnost, pfesnost, spolehlivost, bezpetné
zélohovani vlozenych dat a je vhodny pro dany
ucel. Dle nejlepSiho védomi Zadavatele, jejim
bezplatnym zpfistupnénim Poskytovateli sluzeb a
naslednym  pouZivanim poruseno
jakékoliv pravo tfeti strany a Poskytovatel sluzeb
nebude odpovédny za ztratu, poSkozeni, zni€eni
nebo zneuziti viozenych (pfedanych) dat.

nebude

e) Zadavatel, prostiednictvim PSI nebo
Hlavniho zkousSejiciho, pfeda Poskytovateli sluzeb
vzorovy informovany souhlas pro ucely provadéni
Sluzeb v ramci Studie, ktery splfiuje pozadavky
Zadavatele, Protokolu a pfislusnych pravnich
predpisit a byl Ffadné schvalen regulatornim
organem. Zadavatel je povinen tento informovany
souhlas aktualizovat a pfipadné zmény bez
zbyte&ného odkladu oznamit Poskytovateli sluzeb,
prostfednictvim PSI nebo Hlavniho zkouSejiciho.
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5. INTELLECTUAL PROPERTY

a) The Service Provider acknowledges and
agrees that the Sponsor shall have exclusive
ownership rights to  all improvements,
developments, discoveries, inventions, work or
work product (including but not limited to reports,
writings, designs and methods), know-how and
other rights (whether or not patentable), created,
developed, conceived and/or reduced to practice
as a result of or in connection with the provision of
the Services and/or the use of the Study Drug or
the Confidential Information, together with all
intellectual property rights relating thereto (the
“Intellectual Property”). The Service Provider
shall promptly disclose in writing to PSI and the
Sponsor, via notification sent to PSI, all Intellectual
Property made, whether conceived or reduced to
practice, by the Service Provider or Service
Provider Staff (whether solely or jointly with others)
(each, an “Inventor”).

b) The Service Provider hereby transfers and
assigns, to the extent permissible under Czech law,
all of its rights, titles and interests in and to any
such Intellectual Property and cause each Inventor
without undue delay to take any actions necessary
to assign and transfer all of its, his or her rights in
Intellectual Property to the Sponsor without
additional compensation. In furtherance thereof,
the Service Provider shall provide reasonable
assistance to the Sponsor and take all actions
necessary or reasonably useful for the Sponsor to
obtain patents for or perfect any rights, title and
interests in and to any Intellectual Property,
including causing the execution of any invention
assignment or other documents, at the Sponsor’s
reasonable expense. The Service Provider hereby
irrevocably appoints the Sponsor, and the Service
Provider shall, and shall cause the Inventor, where
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5. DUSEVNI VLASTNICTVi

a) Poskytovatel sluzeb bere na védomi a
souhlasi, vyhradni
vlastnicka prava ke vSem vylepSenim, k vyvojim,
k objevim, vynalezim, dilim ¢&i produktim
Cinnosti (zejména ke zpravam, pisemnostem,
designu a metodam), (at uz
patentovatelnym &i nikoli) a dal$im, vytvofenym,
vyvinutym, formulovanym a/nebo uvedenym do

ze Zadavatel bude mit

know-how

praxe v dUsledku nebo v souvislosti
s poskytovanim Sluzeb a/nebo pouzivanim
Studijniho Iéku nebo Davérnych informaci,

spole€né s pravy dusevniho vlastnictvi s nimi
souvisejicimi (dale jen ,DuSevni vlastnictvi®).
Poskytovatel je povinen neprodlené
pisemné informovat PSI a Zadavatele,
prostfednictvim oznameni zaslaného PSI, o
veSkerém Dusevnim vlastnictvi, bez ohledu na to,
zda je wvyvinuto nebo uvedeno do praxe,
vytvofeném  Poskytovatelem nebo
Personalem Poskytovatele sluzeb (samostatné
nebo ve spolupraci s jinymi osobami) (dale jen
jednotlivé ,Pavodce®).

sluzeb

sluzeb

b)  Poskytovatel sluzeb timto prevadi a
postupuje, v rozsahu povoleném &eskym pravem,
veSkera sva prava, vlastnickd prava a zajmy
tykajici se DuSevniho vlastnictvi na Zadavatele a
zajisti, aby i kazdy Plvodce bez zbyte€ného
odkladu podnikl nezbytné kroky k postoupeni a
pfevedeni vSech svych prav na DuSevni vlastnictvi
na Zadavatele, bez daldi odmény. K usnadnéni
prevodu poskytne Poskytovatel sluzeb Zadavateli
pfiméfenou soucinnost a podnikne na pfiméfené
naklady Zadavatele vSechny nezbytné nebo
pfiméfené uZziteCné kroky k tomu, aby Zadavatel
ziskal patenty nebo prohloubeni prav, vlastnickych
prav a zajmu tykajicich se DuSevniho vlastnictvi,
vcetné dokumentt
k postoupeni objevu nebo jinych dokumentu.
Poskytovatel sluzeb timto neodvolatelné jmenuje
Zadavatele — a zajisti, aby pfipadné Plvodce

zajisténi vyhotoveni
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applicable, irrevocably to appoint the Sponsor, as
its, his or her, as applicable, attorney-in-fact for the
purpose of executing such documents in their
respective names as may be necessary or
desirable to carry out the purposes of this Section
5.

c) To the extent that the applicable Czech law
does not allow for a transfer and assignment of any
of the Intellectual Property rights, the Service
Provider hereby grants the Sponsor an exclusive,
perpetual, irrevocable, worldwide and royalty free
license, with the right to sublicense to any third
party, to use such Intellectual Property for any
purposes.

6. PUBLICATION

The Service Provider shall not publish any articles
or papers or make any presentations, nor assist
any other person in publishing any articles or
papers or making any presentations, relating or
referring to the Study, the Confidential Information
and/or the Intellectual Property, without the prior
written consent of the Sponsor, in the Sponsor’s
sole discretion.

7. LIABILITY AND NOTIFICATION OF
CLAIMS; INSURANCE

7.1. The Sponsor’s Indemnity Obligations

a) The Sponsor shall indemnify, defend and
hold harmless the Service Provider and its
respective directors, officers, employees, and
agents, including the Service Provider Staff (each
an “Service Provider Indemnitee”, collectively,
the “Service Provider Indemnitees”) from and
against any and all third party claims, actions, suits
and demands, as well as all judgments, damages,
liabilities, costs and expenses resulting there from,
for personal injury or death (collectively a “Claim”),
which may be brought against an Service Provider
Indemnitee by a Study subject as a direct result of
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neodvolatelné jmenoval Zadavatele — za svého
zastupce, a to pro ucCely vyhotoveni téchto
dokumentl jeho pfisluSnym jménem dle nutnosti
nebo vhodnosti situace za u€elem uskuteénéni
uceld tohoto Oddilu 5.

c) Vrozsahu, v némz platna ¢eska legislativa
neumoznuje pfevést prava na DuSevni vlastnictvi,
timto Poskytovatel sluzeb udéluje Zadavateli
exkluzivni, trvalé, neodvolatelné opravnéni platné
po celém svété a bez licenénich poplatki, které je
spojené s pravem udélit tfeti strané dil¢i opravnéni
pouzivat toto DuSevni vlastnictvi za jakymkoli
ucelem.

6. PUBLIKACE

Poskytovatel sluzeb nebude publikovat zadné
¢lanky ani prispévky nebo vytvaret jakékoliv
prezentace a nebude pomahat zadné jiné osobé pfi
publikovani zadnych ¢lankd ani pFispévkd nebo
vytvareni jakychkoliv prezentaci, které by souvisely
nebo se odkazovaly na Studii, Dvérné informace
bez predchoziho

to dle

a/nebo DuSevni vlastnictvi,
pisemného souhlasu Zadavatele, a
vyhradniho uvazeni Zadavatele.

7. ZAVAZKY A OZNAMENi NAROKU:;
POJISTENI

7.1. Zavazky Zadavatele o odSkodnéni

a) Zadavatel je povinen odSkodnit, branit a
zprostit odpovédnosti Poskytovatele sluZzeb a jeho
feditele, funkcionare, zaméstnance a zmocnénce
v€etné Personalu Poskytovatele sluzeb (déale jen
jednotlivé ,0dskodiovana osoba Poskytovatele

sluzeb® a v mnozném ¢Cisle ,OdSkodnované
osoby Poskytovatele sluzeb®) v pfipadé
veSkerych narokl, Zalob, soudnich Fizeni a

pozadavku tfetich stran, jakoz i z nich vyplyvajicich
rozsudku, Skod, zavazku, naklad( a vydaji za Ujmu
na zdravi ¢i umrti (dale jen souhrnné ,Narok"),
které mohou byt vzneseny €i podany Subjektem
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or directly arising out of: the provision of the
Services.

b) The Sponsor  shall provide the
indemnification detailed in this Section 7 only to the
extent a Claim does not result from or arise out of
an Service Provider Indemnitee’s: (i) breach of this
Agreement; (ii) negligence, willful misconduct,
wrongful acts or omissions, professional
malpractice or breach of statutory duty; or (iii)
failure to comply with all applicable laws, rules,
regulations, and good clinical practice standards
and guidelines, or any other material breach.

7.2. The Service Provider’s Liability

The Service Provider shall be liable for, and
responsible for any Claims as that term has been
defined hereunder, with respect to any damages,
losses and costs arising out of: (i) any breach of
this Agreement by a Service Provider Indemnitee
or any failure of a Service Provider Indemnitee to
comply with applicable law; or (ii) any negligence,
willful  misconduct or acts or omissions,
professional malpractice or breach of statutory duty
of the Service Provider Indemnitee.

7.3. Notification of Claims

The Service Provider shall immediately serve a
notice in writing to PSI and the Sponsor, via
notification sent to PSI, about Claim against a
Service Provider Indemnitee. The Sponsor will
have the sole right to participate in the defense,
negotiation, of such Claim;
provided, however, that the Sponsor shall not settle
any Claim in a manner which admits fault on behalf
of a Service Provider without such Service
Provider’s prior written consent, which shall not be
unreasonably withheld or delayed. To receive the
indemnification protections from the Sponsor
pursuant to this Section 7, the Service Provider

and settlement
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hodnoceni proti Odskodnované osobé
Poskytovatele  sluzeb v pfimém  dusledku
poskytovani Sluzeb.

b) Zadavatel je povinen poskytnout
odskodnéni podrobné specifikované v tomto

Oddile 7 pouze v rozsahu, v némz Narok nevznikl
v dusledku nasledujiciho ze strany Odskodnované
osoby Poskytovatele sluzeb: (i) poruSeni této
Smlouvy, (i) nedbalosti, Umyslného pochybeni,
neopravnéného jednani  nebo
profesniho pochybeni nebo poruseni zakonné
povinnosti, nebo (iii) nedodrzeni v8ech platnych
zakonu, predpisu, nafizeni a standard a pokynu
spravné Kklinické praxe ¢&i jiného podstatného
poruseni.

opomenuti,

7.2. Odpovédnost Poskytovatele sluzeb

Poskytovatel sluzeb bude odpovédny za jakékoli
Naroky, jak je zde tento pojem definovan, tykajici
se jakychkoliv Skod, ztrat a nakladd v disledku (i)
poruseni této Smlouvy &i nedodrzenim platnych
zakont Odskodnovanou osobou Poskytovatele
sluzeb nebo (ii) nedbalosti, umysiného pochybeni
¢i jednani nebo opomenuti, zanedbani povinné
péce pfi vykonu povolani nebo poruseni zakonné
povinnosti ze strany OdSkodfované osoby
Poskytovatele sluzeb.

7.3. Oznameni narokt

Poskytovatel sluzeb je povinen neprodlené zaslat
PSI a Zadavateli, prostfednictvim oznameni
zaslaného PSI, pisemné oznameni o kazdém
Naroku vzneseném vGc¢i OdSkodriované osobé
Poskytovatele sluzeb. Zadavatel si
vyhradni pravo ucastnit se obrany, vyjednavani a
narovnani takového Naroku, a to ovSem za
predpokladu, jménem
Poskytovatele sluzeb narovnavat zadny Narok
zplUsobem pfipoustéjicim vinu bez pfedchoziho
pisemného Poskytovatele
kteryZto souhlas nesmi byt bezdlvodné odepfen
Pro ziskani ochrany pred

vyhrazuje

ze Zadavatel nebude

souhlasu sluzeb,

nebo zdrzovan.
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Indemnitees shall fully cooperate in all reasonable
aspects upon request by the Sponsor in the
investigation and/or defense of these claims or
lawsuits, including, but not limited to, providing the
Sponsor with reasonable access to all relevant
records, and providing accurate testimony and
evidence.

7.4. Limitation of Liability

Except in connection with a breach of Section 3
(“Confidentiality”) or Section 5 (“Intellectual
Property”) or Party’s indemnification
obligations under this Section 7, in no event shall
any Party be liable for any indirect, incidental,
special, consequential, punitive, or exemplary
damages (including, without limitation, damages
for loss of business profits, business interruption,
or loss of data), whether in an action based in
contract, tort, or otherwise, arising out of or in
connection with this Agreement.

each

7.5. Insurance

Service Provider shall maintain insurance in
accordance with the requirements of Act No.
372/2011 Coll., on Healthcare Services and shall
maintain such coverage for the duration of this
Agreement. Proof of said insurance shall be
supplied to PSI upon request.

The Sponsor declares and warrants that it has
obtained clinical trial insurance in accordance with
Section 58, Paragraph 2 of Act No. 378/2007 Coll.,
on Medicines, as amended, for the purposes of
conducting the Study, which sufficiently covers the
indemnity obligations set forth above.

8. INSPECTIONS, AUDITS,
MONITORING AND RECORD KEEPING

a) During the term and after any termination or
for 25 years after expiration of this Agreement, the
Service Provider shall enable and support, without
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odskodnénim od Zadavatele podle tohoto Oddilu 7
jsou Odskodriované osoby Poskytovatele sluzeb
povinny na  pozadani piné
spolupracovat ve v8ech pfisluSnych aspektech pfi
vySetfovani a/nebo obhajobé proti ttmto narokim
a pfi soudnich Fizenich, zejména poskytnout

Zadavatele

Zadavateli odpovidajici pfistup ke vSem
relevantnim zaznamdm a podat pravdivé
svédectvi.

7.4 Omezeni odpovédnosti

S vyjimkou souvislosti s poruSsenim Oddilu 3
(,Duvérnost‘) nebo Oddilu 5 (,Dusevni viastnictvi®)
nebo povinnosti Stran o odSkodnéni dle tohoto
Oddilu 7 nebude zadna Strana dle této Smlouvy
v zadném pfipadé odpovédna za nepfimé,
nahodilé, zvlastni, vyplyvajici, represivni i typické
Skody (zejména za Skody pfi ztraté obchodniho
zisku, pfi preruseni obchodni ¢innosti nebo pfi
ztraté udajd), at jiz zpusobené ¢innosti na zakladé
Smlouvy, pFeCinu nebo jinak, vzniklé z nebo
v souvislosti s touto Smlouvou.

7.5 Pojisténi
Poskytovatel
vsouladu s pozadavky zakona ¢&. 372/2011
Sh., o zdravotnich sluzbach, a bude toto pojistné
kryti udrzovat po dobu trvani této Smilouvy. Na
vyzadani bude PSI pfedloZzen doklad o tomto

pojisténi.

sluzeb bude udrZovat pojisténi

Zadavatel prohlaSuje a zaruluje, Ze uzavrel
pojisténi klinického hodnoceni v souladu s § 58
odst. 378/2007 Sb. o Iécivech,
v platném znéni pro ucely provadéni Studie, které
v dostacujici vysi pokryva zavazky odskodnéni

2 Zakona ¢.

stanovené vyse.

8. KONTROLY, AUDITY,
MONITOROVANI A ZAZNAMY

a) Po dobu platnosti a po jakémkoliv ukon&eni
nebo po 25 let po vyprSeni této Smilouvy je
Poskytovatel povinen

sluzeb umoznit a
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additional charge, the monitoring, audit and/or
inspection of (i) the facilities required for the
performance of the Services; and, (ii) all of the
documents/records related to the Services and/or
which must be kept pursuant to this Agreement.
The Service Provider shall provide reasonable
support to PSI, the Sponsor, their authorized

representatives and the representatives of
competent foreign and domestic regulatory
authorities in  the performance of Study
inspections, audits and monitoring visits.
Monitoring, control, and audit under this

Agreement may be carried out while respecting the
legal obligations of the Service Provider, primarily
the duty of confidentiality and protection of
personal data. The Sponsor is obligated to require
all persons involved in the monitoring process to
maintain confidentiality. Inspection by persons
authorized by the Sponsor will only be permitted
upon prior submission of a written authorization
from the Sponsor, and the Sponsor shall be fully
responsible for any breach of confidentiality by
these third parties appointed by the Sponsor for
the conduct of inspections.

Persons conducting monitoring visits /audit/control
directly at the Service Provider's facility are
required to respect the operational conditions of
the workplace, with the location and timing of the
inspection being determined by the Service
Provider and communicated prior in advance in
writing to PSI or Sponsor. These persons have the
right to review source documentation, including
patient medical records, and compare them. It is
not permissible for these persons to request to
borrow any documents. The Service Provider’s
doctor of the will always be present during the
inspection. Access for the purpose of Sponsor’s
inspection/audit will only be permitted to the rooms
where the Services are provided or to rooms
designated by the Service Provider for the purpose
of inspecting documentation to the
Services. They will not be authorized to request

related
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podporovat, bez dalSich poplatk(l, monitorovani,
audit a/nebo kontrolu (i) zafizeni potfebnych pro
poskytovani Sluzeb a (ii) veSkerych dokumentt /
zdznamu souvisejicich se Sluzbami a/nebo které
museji byt uchovavany podle této Smlouvy.
Poskytovatel sluzeb zajisti pfiméfenou podporu
pro PSI, Zadavatele, jejich opravnéné zastupce a
zastupce pfislusnych zahraninich a domacich
regulacénich ufadu pfi provadéni kontrol, auditli a
monitorovacich navstév Studie. Monitorovani,
kontrola a audit dle této smlouvy mize byt
provadéna pfi respektovani zakonnych povinnosti
Poskytovatele pfedevSim  povinnosti
micenlivosti a ochrany osobnich udaji. Zadavatel
je povinen zavazat vesSkeré osoby podilejici se na
kontrole k zachovavani povinnosti ml€enlivosti.
Kontrola ze strany osob povéfenych Zadavatelem
bude umoznéna pouze po pfedchozim pfedlozeni
pisemného povéfeni Zadavatele a Zadavatel
odpovida v plném rozsahu za poruSeni povinnosti
osobami, uréenymi
Zadavatelem k provedeni kontroly.

sluzeb,

micenlivosti témito tretimi

Osoby provadeéjici monitorovaci
navstévy/audit/kontrolu pfimo u Poskytovatele
sluzeb jsou povinny respektovat provozni

podminky pracovisté, s tim, Ze misto a &as kontroly
stanovuje Poskytovatel sluzeb, pfiéemz toto bude
pfedem pisemné oznameno spole¢nosti PSI nebo
Zadavateli. Tyto osoby maji pravo nahlizet do
zdrojové  dokumentace, véetné
dokumentace pacientd, a tyto
porovnavat. Neni pfipustné, aby tyto osoby zadaly
0 zapUjCeni dokumentl. Povéfeny Iékaf
Poskytovatele sluzeb bude pfi kontrole vzdy
pfitomen. Prfistup pro ucely kontroly /auditu
Zadavatele bude umoznén pouze do mistnosti, ve
kterych se Sluzby provadi nebo do mistnosti
urenych Poskytovatelem sluzeb za ucelem
kontroly dokumentace tykajici se Sluzeb, nebudou
opravnéné pozadovat vstup do mistnosti uréenych
k archivaci dokumentace Sluzeb.

zdravotni
navzajem
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access to rooms designated for the archiving of
Service documentation.

b) The Service Provider shall maintain all
relevant documents related to the Services for a
period of 25 years after the completion of the Study
in sufficient detail and in a good scientific manner.
If the Sponsor wishes to extend the archiving of the
documentation, they must submit a written request
to the Service Provider at least two months before
the expiration of the agreed archiving period, and
the Service Provider shall arrange for the
additional archiving at the Sponsor's reasonable
expense.

9. TERMINATION

9.1. Term

This Agreement shall become valid as of the date
of the last signature and come into effect as of the
date of its publication in the Contract Register in
accordance with Act No. 340/2015 Coll., on the
Contract Register, as amended (the “Effective
Date”)Unless terminated earlier in accordance with
this Section 9, this Agreement shall remain in effect
until the completion of the Study.

The Sponsor agrees to promptly inform the Service
Provider of the early termination of the Study and
further notify the Service Provider in the event that
the regulatory authority terminates the conduct of
the Study.

9.2. Termination by the Sponsor

The Sponsor, may terminate this Agreement with
immediate effect (i)if the Service Provider
breaches this Agreement and fails to cure such
breach within fifteen (15) calendar days from the
receipt of written notice; or (ii) if the Study is
suspended or not initiated at the Investigator’s site
for any reason; (iii) if any regulatory authorization
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b) Poskytovatel sluzeb bude uchovavat
veskeré dokumenty souvisejici se
Sluzbami po dobu 25 let od ukon&eni Studie pfi
zajisténi dostateéné podrobnosti a spravnym
védeckym zplsobem. V pfipadé, Ze Zadavatel ma
zajem na dalSi archivaci dokumentace, je povinen
svUj pozadavek uplatnit pisemné u Poskytovatele
sluzeb nejméné dva mésice pied uplynutim
sjednané doby archivace a Poskytovatel sluzeb
dal§i archivaci na pfiméfené naklady Zadavatele

zajisti.

relevantni

9. UKONCENI

9.1. Doba trvani

Tato Smlouva nabyva platnosti k datu pfipojeni
posledniho podpisu Stran a ucinnosti dnem
uvefejnéni v Registru smluv, v souladu se
zakonem ¢&. 340/2015 Sb., o registru smiuv, ve
znéni pozdéjsich predpist (dale jen ,Datum nabyti
ucinnosti‘). Pokud nebude tato Smlouva
ukonéena predcasné dle tohoto Oddilu 9, bude
ucinna, dokud nebude Studie dokon&ena.

Zadavatel se zavazuje neprodlené informovat
Poskytovatele sluzeb o ukon&eni Studie v
predCasném terminu, a déle Poskytovatele sluzeb
informovat v pfipadé&, Ze regulatorni organ ukon&i
provadéni Studie.

9.2. Ukonceni Zadavatelem

Zadavatel smi ukoncit tuto Smlouvu s okamzitou
ucinnosti, pokud (i) Poskytovatel
Smlouvu porusi a toto poruseni nenapravi do
patnacti (15) kalendafnich dnl od obdrzeni
pisemného ozndmeni, nebo (i) z jakéhokoli
dbvodu dojde k pferuSeni Studie ¢&i jejimu
nezahdjeni na pracovisti ZkouSejiciho, (iii) dojde

sluzeb tuto
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and/or approval to perform the Study is withdrawn;
iv) if Sponsor believes such termination is
necessary due to its evaluation of risks to enrolled
Study subjects; or v) if, subject to approval of
responsible ethics committee(s) and the competent
authority(ies), if applicable, and the appropriate
wind-down of the Study with respect to Study
subjects, the investigative site and/or Investigator
is no longer able or willing to conduct the Study, is
threatened with disqualification, debarment or
otherwise being banned from conducting clinical
trials, or is in fact disqualified, debarred, banned or
excluded. All Services properly performed prior to
the termination date of this Agreement shall be paid
to the Service Provider upon the termination of the
Agreement in accordance with the Financial
Arrangements. The Sponsor, may also terminate
this Agreement without cause upon thirty (30)
calendar days’ advance written notice, in which
case, all Services provided before the termination
date shall be paid in accordance with the Financial
Arrangements.

9.3. Termination by the Service Provider

The Service Provider may terminate this
Agreement with immediate effect if the Sponsor
breaches this Agreement and fails to cure such
breach within thirty (30) calendar days from the
receipt of written notice. The Sponsor is obliged to
pay all outstanding amounts for Services properly
provided by the Service Provider, as well as any
costs reasonably incurred by the Service Provider,
as of the termination date of this Agreement.

9.4. Surviving Clauses

The termination or expiration of this Agreement
shall not relieve any Party of its obligation to the
other with respect to the following provisions:
Section 1 f) [Notice of Serious Breach], Section 3
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k odnéti
odvolani souhlasu s provadénim Studie, nebo (iv)
se Zadavatel domniva, Ze toto ukonceni je
nezbytné vzhledem k posouzeni rizik pro zafazené
Subjekty hodnoceni, nebo (v) jestlize za podminky
souhlasu odpovédné etické komise (etickych
komisi) a pfisluSného Gfadu (Gfad(l), podle
vhodnosti, a fadného ukon&eni Studie, pokud jde o
Subjekty hodnoceni, jiz zkouSejici pracovisté
a/nebo ZkouSejici nejsou schopni nebo ochotni
Studii provadét, hrozi jim diskvalifikace, zakaz
Cinnosti nebo jiny zdkaz provadéni klinickych
hodnoceni nebo jsou skutec¢né diskvalifikovani,

schvaleni kontrolnim Gfadem a/nebo

maji zakaz cinnosti, zdkaz provadéni
klinickych  hodnoceni jsou vylouéeni.

VSechny Sluzby fadné provedené pied datem

maji
nebo

ukonéeni  smlouvy této  Smlouvy, budou
Poskytovateli sluzeb uhrazeny po ukonceni
Smlouvy v souladu s Finanénimi ujednanimi.

Zadavatel smi tuto Smlouvu ukongit také bez udani
dlvodu, na zakladé pisemného oznameni ftficet
(30) kalendafnich dnl pfedem, v kterémzto
pfipadé budou veskeré Sluzby poskytnuté pfed
datem ukonceni zaplaceny v souladu s Finanénimi
ujednanimi.

9.3. Ukonceni Poskytovatelem sluzeb

Poskytovatel sluzeb smi tuto Smlouvu ukongit
s okamzitou uginnosti, jestlize Zadavatel tuto
Smlouvu porusi a toto poruSeni nenapravi do tficeti
(30) kalendarnich dni od obdrzeni pisemného
oznameni. Zadavatel je povinen uhradit vSechny
dluzné c¢astky za fFadné poskytnuté Sluzby
Poskytovatelem sluzeb a také naklady, které
Poskytovateli sluzeb odGvodnéné vznikly, a to ke
dni ukonéeni této smlouvy.

9.4. Platnost po ukonéeni

Ukoné&eni nebo vyprdeni této Smlouvy nezbavuje
zadnou ze Stran jejich povinnosti k ostatnim
Strandm, a to sohledem na nasledujici
ustanoveni: Oddil 1 pism. f) [Oznameni
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[Confidentiality], Section 4 [Personal Data],
Section5 [Intellectual  Property], Section 6
[Publication], Section 7 [Liability and Notification of
Claims; Insurance], Section 8 [Inspections, Audits,
Monitoring and Record Keeping], Section 9.4
[Surviving Clauses], Section 10 d) [Non-
Debarment and Anti-Corruption], Section 11
[Miscellaneous] and Section 12 [Applicable Law
and Place of Jurisdiction].

10. NON-DEBARMENT AND ANTI-
CORRUPTION

a) The Service Provider represents and
warrants that to the best of its knowledge upon
prior due inquiry the Service Provider has not been
and will not be Debarred and that the Service
Provider will not make use of, nor otherwise
involve any person or organization whom the
Service Provider knows, or should know, is a
Debarred person or organization in the Study. For
the purposes of this Agreement, “Debarred”
means disqualified, excluded or suspended from
participation in clinical research by any competent
authority, including the US FDA.

a) The Service Provider shall not, either
directly, indirectly or through any third party:
(i) make or promise to make or receive any
payment or (ii) provide, transfer or receive
anything of value for the purpose of: (a) unduly
inducing or influencing any person to do or refrain
from doing any official act; (b) attempting to
improperly gain or maintain any business; or
(c) securing any improper advantage.

b) The Service Provider represents and
warrants that the Service Provider has not been
convicted of any act of bribery or any other crime
of unethical business conduct and that it will not
involve in the Study any person, whom the Service
Provider knows, or could and should have known,
has been convicted of bribery or any crime related
to unethical business conduct.
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podstatného poruseni], Oddil 3 [Davérnost], Oddil
4 [Osobni udaje], Oddil 5 [DuSevni vlastnictvi],
Oddil 6 [Publikace], Oddil 7 [Zavazky a oznameni
narokd, pojisténi], Oddil 8 [Kontroly, audity,
monitorovani a zaznamy], Oddil 9.4 [Platnost po
ukon¢eni], Oddil 10 pism. d) [Nevylouceni a
protikorupéni ustanoveni], Oddil 11 [RGzné] a
Oddil 12 [Platné zakony a soudni pfislusnost].

10. NEVYLOUCENI A PROTIKORUPCNI
USTANOVENI

a) Poskytovatel sluzeb prohlasuje a zaruluije,
ze dle jeho nejlepSiho védomi a po pfedchozim
fadném Setfeni, nebyl a nebude Vylou€en a ze
nevyuzije ani jinak do Studie nezapoji zadnou
osobu, o které vi, nebo védét mize a ma, Ze je
Vylou¢enou osobou nebo organizaci. Pro uUcely
této Smlouvy ,Vylouéen“ znamena diskvalifikaci,
vylou€eni nebo pozastaveni ucasti na klinickém
vyzkumu ze strany jakéhokoliv pfislusného ufadu
vCetné amerického FDA.

b)  Poskytovatel sluzeb nebude pfimo, nepfimo
ani prostfednictvim tfeti strany (i) platit nebo
slibovat, Ze zaplati, pfijimat zadné Castky ani (ii)
poskytovat, prfevadét ¢&i pfijimat Zadné cenné
ucelem (a)
pfesvédeeni ¢i ovlivnéni jakékoli osoby, aby
provedla nebo naopak neprovedla néjaky uredni
ukon, (b) pokusu o ne¢estné ziskani nebo udrzeni
obchodni pfilezitosti, nebo (c) zajisténi necestné
vyhody.

predméty za neopravnéného

c) Poskytovatel sluzeb prohlasuje a zaruCuje
se, Ze nebyl usvéd€en z Zadného uplatku ani
jiného trestného ¢inu neetického obchodu a ze do
Studie nezapoji osobu, o které vi, nebo védét mohl
a mél, ze byla usvédcena z Uplatku nebo trestného
¢inu souvisejiciho s neetickym obchodem.
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c) The Service Provider shall promptly notify
the Sponsor and PSI if it becomes aware of any
activities or circumstances which may constitute or
lead to a violation of this Section and shall stop
utilizing the services of any person or organization
subject to any investigation about non-compliance
with this Section.

11. MISCELLANEOUS

a) The Service Provider represents that it is
authorized to enter into this Agreement under the
Applicable Regulatory Requirements and the
internal rules of the Service Provider and/or the
Service Provider’s institution.

b) The Service Provider may not assign or
subcontract any rights or obligations under this
Agreement without the prior written consent of the
Sponsor. Any assignment in violation of this
provision shall be null and void. Even if the Sponsor
authorizes assignment or subcontracting, the
Service Provider remains fully responsible and
liable for the performance of the assigned or
subcontracted obligations. The Service Provider
shall ensure that all third parties who provide any
services on its behalf comply with the terms of this
Agreement. This Agreement shall be binding upon
each Party’s successors and permitted assigns.

c) If there is a discrepancy between the English
and the Czech versions of this Agreement, the
actual intention of the Parties shall be established
by a good faith interpretation considering both
versions. In case a discrepancy cannot be resolved
by such interpretation, the Czech version shall
prevail.

d) If any provision(s) of this Agreement shall be
declared invalid by a court of competent
jurisdiction, such determination shall not affect the
remaining provisions of this Agreement, which shall
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d) Poskytovatel sluzeb je povinen promptné
uvédomit Zadavatele a PSI, pokud se dozvi o
Cinnostech nebo okolnostech, které by mohly
predstavovat nebo vést k poruseni tohoto Oddilu,
a jsou povinni ukongit uzivani sluzeb kterékoli
osoby nebo organizace podléhajici vySetfovani
ohledné nedodrzeni tohoto Oddilu.

11. RUZNE

a) Poskytovatel sluzeb prohladuje, Ze je
opravnén uzavfit tuto Smlouvu dle Platnych
internich predpist
a/nebo

regulaénich pozadavki a
Poskytovatele sluzeb
Poskytovatele sluzeb.

zarizeni

b)  Poskytovatel sluzeb nesmi postoupit sva
prava ¢i povinnosti podle této Smlouvy nebo na
jejich plnéni angazovat subdodavatele bez
pfedchoziho pisemného souhlasu Zadavatele.
Jakékoli postoupeni, které poruSuje toto
ustanoveni, bude povazovano za neplatné. |
v pfipadé, ze Zadavatel schvali postoupeni C&i
angazovani subdodavateld, zlistava Poskytovatel
sluzeb pIné odpovédny za pInéni postoupenych
povinnosti i povinnosti, na jejichz pInéni byli
angazovani subdodavatelé. Poskytovatel sluzeb je
povinen zajistit, aby vSechny strany
poskytujici sluzby jeho jménem dodrzovaly
podminky této Smlouvy. Tato Smlouva je zavazna
pro nastupce kazdé Strany a pro vSechna
povolena postoupeni.

treti

c) 'V pfipadé rozporu mezi anglickou a ¢eskou
verzi této Smlouvy bude skuteény umysl Stran
stanoven vykladem obou verzi v dobré vife.
V pfipadé, Ze rozpor nebude mozné vyFesit
takovymto vykladem, pfevazuje verze Ceska.

ustanoveni této

soudem

nékteré
za neplatné

d) Pokud bude
prohlaseno
pfisludné jurisdikce, nebude mit toto rozhodnuti
vliv na zbyvajici ustanoveni této Smlouvy a tato

Smlouvy
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remain in full force and effect. The Parties hereto
shall, however, attempt to replace the provision(s)
declared invalid as aforesaid with legally valid
provision(s), which reflect(s) the same purpose of
the invalid provision(s) to the greatest extent
possible.

e) This Agreement is entered into between the
Parties hereto on principal to principal basis.
Nothing contained in this Agreement shall be
construed to imply a joint venture, employment,
partnership, or principal agent relationship
between the Service Provider and PSI or the
Sponsor; and no Party hereto by virtue of this
Agreement shall have the right, power or authority
to act or create any obligation, express or implied,
on behalf of any other Party.

f) The Parties have agreed that this Agreement
will be published in the public contract register to
the extent required by applicable laws, particularly
Act No. 340/2015 Coll., on the Contract Register,
as amended (hereinafter referred to as the
‘Contract Register Act’). Prior to the signing of this
Agreement, PSI will prepare a machine-readable
version of the Agreement in PDF format, where
sensitive data will be redacted in accordance with
Section 3(1) of the Contract Register Act, and will
send it to the Service Provider by email to the
address okh@vfn.cz. The Service Provider will
ensure the publication of the redacted Agreement
in the Contract Register. The Service Provider will
inform PSI of the publication of the Agreement
through PSI's data box with the identifier: gw5vnbb
and email address: info.prague@psi-cro.com. The
Service Provider will publish this version in the
register without undue delay, but no later than 14
days after its receipt. The Act on the Contract
Register also obliges the Service Provider to
publish the estimated value of this Agreement. The
parties agree that this amount shall be defined as

CTA Template, General, 04-JUL-2021
Approved, 27-NOV-2023
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zbyvaijici ustanoveni zUstavaji v pIné platnosti a
Strany se vS8ak pokusi nahradit

prohlaSené za neplatné, jak je
uvedeno vyse, ustanovenim platnym, které pini
stejny UCel jako neplatné ustanoveni
nejvétsim mozném rozsahu.

ucéinnosti.
ustanoveni

VvV CcO

e) Strany uzaviraji tuto Smlouvu na zakladé
stran. Na zakladé zadné
skute€nosti obsazené v této Smlouvé neni mozné
interpretovat vztah mezi Poskytovatelem sluzeb a
PSI nebo Zadavatelem jako spole¢ny podnik,
vztah zaméstnance a zaméstnavatele, partnerstvi
nebo vztah nadfizeného a podfizeného a zaroven
zadné ze Stran nezaklada tato Smlouva pravo,
pravomoc nebo opravnéni vykonavat
vytvaret jménem kterékoliv jiné Strany jakékoli
zavazky, at' jiz vyslovné €i nepfimo.

rovnosti postaveni

nebo

f) Smluvni strany se dohodly, ze tato Smlouva
bude uvefejnéna ve vefejném registru smluv v
rozsahu, v jakém je to pozadovano platnymi
zakony, zejména zakonem ¢&. 340/2015 Sb., o
registru smluv, ve znéni pozdéjsich predpist (dale
jen ,zakon o registru smluv*). Pfed podpisem
této Smlouvy PSI pfipravi strojové cCitelnou verzi
Smlouvy ve forméatu PDF, kde budou zneditelnény
citlivé Udaje v souladu s ustanovenim § 3 odst. 1
zakona o registru smluv a za$le ji Poskytovateli
sluzeb e-mailem na adresu okh@vfn.cz.
Poskytovatel sluzeb zajisti uvefejnéni upravené
smlouvy v registru smluv. Poskytovatel sluzeb
bude PSI informovat o uvefejnéni Smlouvy
prostfednictvim  datové schranky PSI s
identifikatorem: gwb5vnbb a emailové adresy:
info.prague@psi-cro.com. Poskytovatel
tuto verzi v registru zvefejni, a to bez zbyte€ného
odkladu, nejpozdéji vsak do 14 dnd od jejiho
obdrZeni. Poskytovatel sluZzeb je povinen na
zakladé Zakona o registru smluv rovnéz uverejnit
predpokladané celkové finan&ni plnéni poskytnuté
na zakladé této Smlouvy. Smluvni strany se

dohodly, e jde o astku [ EGTGczNzN

sluzeb
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12. APPLICABLE LAW AND PLACE OF
JURISDICTION

a) This Agreement shall be governed by and
construed in accordance with the laws of the Czech
Republic, without regard to its conflict of laws
provisions.

b) Any claim or controversy arising out of or
related to this Agreement or any breach hereof
shall be submitted to the jurisdiction of the
competent courts located in the Czech Republic.
The Sponsor declares that (i) any breach or
threatened breach of Sections 3 [Confidentiality], 5
[Intellectual Property] or 6 [Publication] may result
in significant and irreparable damage to the
Sponsor, and (ii) the Sponsor shall be entitled, in
addition to any other remedies available at law, to
injunctive or other equitable relief.

[SIGNATURE PAGE TO FOLLOW]

CTA Template, General, 04-JUL-2021
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12. PLATNE ZAKONY A SOUDNI
PRISLUSNOST

a) Tato Smlouva se Fidi a vyklada podle
platnych zakond Ceské republiky bez ohledu na
predpisy upravujici konflikt pravnich radd.

b)  Jakékoli naroky &i spory vzniklé v souvislosti

stouto Smlouvou ¢&i jeji poruseni budou
predlozeny k feSeni vyhradné soudim pfislusné
jurisdikce v Ceské republice. Zadavatel
prohlasuje, Ze (i) veSkera poruseni nebo hrozici
Oddila 3 [Davérnost], 5 [Dusevni
vlastnictvi] nebo 6 [Publikace] mlze zpUsobit
Zadavateli znacnou nebo nenapravitelnou Skodu a
(i) Zadavatel bude mit pravo na napravné soudni
fizeni Ci jiné spravedlivé zadostiu€inéni navic
kijinym dle zakona dostupnym napravnym
opatfenim.

poruseni

[NASLEDUJE PODPISOVA STRANA]
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By signing below, each Party hereby accepts and | Pfipojenim podpisu nize kazda ze Stran pfijima a
agrees to the above terms and conditions. Electronic | souhlasi s vySe uvedenymi podminkami a
signatures or copies of handwritten signatures shall | ustanovenimi. Elektronické podpisy ¢i kopie
be valid and binding with the same force and effect | vlastnoru¢nich podpist budou stejné platné a
as wet-ink originals. zavazné jako originaly.

The Service Provider | Poskytovatel sluzeb: VSeobecna fakultni nemocnice v Praze

Name | Jméno:

by Power of Attorney / || GG

na zakladé plné moci

Dated | Datum:

The Sponsor [ Zadavatel: Kartos Therapeutics, Inc.

(signed by/podepsala PSI CRO Czech Republic s.r.o. in the name and on behalf of the Sponsor, based on a power of

attorney/jménem Zadavatele, na zakladé piné moci)

Name | Jméno: I N Name | Jméno: I
Title | Pozice: | GG by rower of Title | Pozice: | GGG by rower of

Attorney / na zakladé plné moci Attorney / na zakladé plné moci

Dated | Datum: Dated | Datum:

I, the undersigned ||| G <5/ confirm that | have reviewed the

Agreement concluded between the Sponsor and the Service Provider and | undertake to comply with
the obligations set forth therein, as well as the obligations arising for me from Good Clinical Practice. /
Ja, niZe podepsané_ timto potvrzuji, Ze jsem se seznamila se
Smlouvou uzavienou mezi Zadavatelem a Poskytovatelem sluZzeb a zavazuji se dodrzovat povinnosti v ni
stanovené a téz povinnosti vyplyvajici pro mé ze Spravné klinické praxe.

Name | Jméno: [

Dated | Datum:

CTA Template, General, 04-JUL-2021 23/51
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ATTACHMENT 1
FINANCIAL ARRANGEMENTS

1. FEES

a) As remuneration for the provision of the
Services in compliance with the terms of this
Agreement, the Sponsor shall compensate the
Service Provider as follows:

V$eobecna fakultni nemocnice v Praze

PRILOHA 1
FINANCNIi UJEDNANI

1. POPLATKY

a) Jako odménu za poskytovani Sluzeb
v souladu s podminkami této Smlouvy provede
Zadavatel Poskytovali sluzeb uhradu takto:

Amount

(€)

Amount

Description (CZK)

Site conditions.

e Procedural Fees
Radiology Fees:

Description

Amount

(€)

Place of providing Services according to this Agreement / Mistem poskytovani sluzeb podle této

Smlouvy je:

Vs$eobecna fakultni nemocnice v Praze, Radiodiagnosticka klinika, U Nemocnice 499/2,128 08 Praha 2

Responsible person / Odpovédna osoba: _

b) All amounts defined in these Financial
Arrangements are exclusive of VAT, which will be

added, if applicable.

2. INVOICING AND PAYMENTS

a) All invoices for the Services shall be addressed
and sent to PSI at the following address:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24, 148 00
Praha 4 - Chodov

Czech Republic

VAT ID: CZ28196775

CTA Template, General, 04-JUL-2021
Approved, 27-NOV-2023

b) VSechny <&astky stanovené v téchto
Finanénich ujednanich jsou bez DPH, ktera
bude pfipadné pfipoditana, podle vhodnosti.

2. FAKTURACE A PLATBY

a) Veskeré faktury za

adresovany a odeslany PSI na tuto adresu:

Sluzby budou

PSI CRO Czech Republic s.r.o.
V Parku 2343/24, 148 00
Praha 4 — Chodov

Ceska republika
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and sent to: |

b) Within 10 (ten) days after the end of every
quarter, the Service Provider shall provide PSI with an
invoice/payment request (as applicable) and attach a
detailed list of all Services rendered within the past
guarter containing data regarding each individual
service (protocol number, patient’s study ID, date of
performance, scope of the Services performed).

The billing documents (a summary of services
provided during the quarter) will be sent to the Service
Provider via PSI at:

email I

tel.

Failure by PSI to provide the billing documents shall
not relieve the Service Provider of the right to issue the
relevant invoice in accordance with the payment terms
agreed in the Agreement. In the event of a late
payment that cannot in any way be attributed to the
Service Provider, the Sponsor shall be obliged to pay
default interest in accordance with applicable law. All
payments made by the Sponsor, via PSI, to the
Service Provider shall be clearly identified by the
invoice number or the specific clinical trial reference

number [

c) Bank account details of the Service Provider for
the purpose of making payments:

V$eobecna fakultni nemocnice v Praze

DIC: CZ28196775

a zasilany na: [N

b) Do 10 (deseti) dnli od ukonéeni kazdého
Ctvrtleti pfeda Poskytovatel sluzeb PSI fakturu
/ Zadost o platbu (podle vhodnosti) a pfipoji k ni
podrobny seznam vSech Sluzeb provedenych v
uplynulém Cctvrtleti, s uvedenim Udaja o kazdé
jednotlivé sluzbé (Cislo protokolu, identifikacni
Cislo pacienta ve studii, datum pInéni, rozsah
poskytnutych Sluzeb).

Podklady pro fakturaci (pfehled poskytnutych
sluzeb za Ctvrtleti) budou Poskytovateli sluzeb
zaslany prostfednictvim spole¢nosti PSI na:

e-mail:
tel.

Pfipadné nedodani podkladu
spole¢nosti PSI nezbavuje Poskytovatele
sluzeb prava vystavit pfisluSnou fakturu dle
platebnich podminek dohodnutych ve smlouvé.
V pfipadé pozdni platby, které nelze Zadnym
zplsobem pficist Poskytovateli sluzeb, bude
Zadavatel povinen uhradit Urok z prodleni dle
platného zakona. VSechny platby provedené
Zadavatelem, prostifednictvim PSI,
Poskytovateli sluzeb budou jednoznaéné
identifikovany €islem faktury nebo specifickym
symbolem  Cisla klinického  hodnoceni

c) Bankovni spojeni Poskytovatele sluzeb
pro provadéni plateb:

k fakturaci

CTA Template, General, 04-JUL-2021
Approved, 27-NOV-2023
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V$eobecna fakultni nemocnice v Praze

d The Service Provider shall answer all questions
from PSI and/or the Sponsor regarding the Services
provided before PSI shall be obliged to make any
payments hereunder. The Sponsor and/or PSI may
also request information from the Investigator about
the Services requested in order to check the
information provided by the Service Provider.

~

e The Sponsor shall ensure that PSI makes the
payments in CZK within thirty (30) days after receipt of
the undisputed invoice.

~

f) The Sponsor, through PSI, will only make
payments to bank accounts located in the country
where the Services under this Agreement have been
performed.

CTA Template, General, 04-JUL-2021
Approved, 27-NOV-2023

d) Poskytovatel sluzeb zodpovi ve$keré
otazky PSI a/nebo Zadavatele ohledné
poskytnutych Sluzeb, teprve poté bude PSI
povinna provést platby podle této Smlouvy.
Zadavatel a/nebo PSI si rovnéz muze vyzadat
informace od Zkou$ejiciho o pozadovanych
Sluzbach, aby ovéfil informace poskytnuté
Poskytovatelem sluzeb.

e) Zadavatel zajisti, aby PSI provedla platby
v K& do fficeti (30) dnG od obdrzeni nesporné
faktury.

f) Zadavatel, prostfednictvim PSI, bude
provadét platby pouze na bankovni ucty
existujici v zemi, kde byly Sluzby podle této
Smlouvy provedeny.
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ATTACHMENT 2

STANDARD CONTRACTUAL CLAUSES
FOR THE TRANSFER OF PERSONAL
DATA TO THIRD COUNTRIES PURSUANT
TO REGULATION (EU) 2016/679 OF THE
EUROPEAN PARLIAMENT AND OF THE
COUNCIL

MODULE FOUR: Transfer Processor to Controller

SECTION |

Clause 1
Purpose and scope

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

(b)

0] the natural or legal person(s), public
authority/ies, agencyl/ies or other body/ies
(hereinafter ‘entity/ies’) transferring the
personal data, as listed in Annex LA
(hereinafter each ‘data exporter’), and

The Parties:

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

(hereinafter each ‘data importer’)

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

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

Clause 2
Effect and invariability of the Clauses

(@ These Clauses set out appropriate
safeguards, including enforceable data subject

CTA Template, General, 04-JUL-2021
Approved, 27-NOV-2023
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PRILOHA €. 2

STANDARDNI SMLUVNi DOLOZKY PRO
PREDAVANI OSOBNICH UDAJU DO
TRETICH ZEMi DLE NARIZENI

EVROPSKEHO PARLAMENTU A RADY
(EU) 2016/679

MODUL CTYRI Pfedani ze strany zpracovatele

spravci
SEKCE |
; Dolozka 1
Ucel a oblast pusobnosti
(@) Ugelem téchto standardnich smluvnich
dolozek je zajistit dodrzovani pozadavkl

uvedenych v nafizeni Evropského parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udaji a o volném pohybu
téchto udaju (obecné nafizeni o ochrané udajd),
pokud jde o predavani osobnich udaji do treti
zeme.

(b)

0] fyzicka nebo pravnicka osoba ¢&i osoby,
organ ¢&i organy vefejné moci, agentura Ci
agentury nebo jiny subjekt &i jiné subjekty
(dale jen ,subjekt® &i ,subjekty”) pfedavajici
osobni udaje, uvedené v pfiloze | Casti A
(dale jen ,vyvozce udaju“), a

Strany:

(i)  subjekt Ci subjekty ve tfeti zemi, pfijimajici
pfimo nebo nepfimo prostfednictvim jiného
subjektu, jenZ je rovnéz stranou téchto
dolozek, osobni Udaje od vyvozce udajq,
uvedené v pfiloze | Easti A (déle jen ,dovozce
udaja®),

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

(c) Tyto dolozky se pouziji s ohledem na
predavani osobnich udaju podle pfilohy | ¢asti B.

; Dolozka 2
Uéinnost a neménnost doloZek

(@)  Tyto dolozky stanovi vhodné zaruky, véetné
vymahatelnych prav subjektu tdaju a u¢inné pravni
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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.

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

Clause 3
Third-party beneficiaries

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

0] Clause 1, Clause 2, Clause 3, Clause 6,
Clause 7;

(i)  Clause 8.1 (b) and Clause 8.3(b);

(v) Clause 13;

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

(vii)  Clause 16(e);

(viii) Clause 18;

(b)  Paragraph (a) is without prejudice to rights of

data subjects under Regulation (EU) 2016/679.

Clause 4
Interpretation

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

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

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

CTA Template, General, 04-JUL-2021
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ochrany, podle €l. 46 odst. 1 a &l. 46 odst. 2 pism.
c) nafizeni (EU) 2016/679 a s ohledem na
predavani Udajli od spravcl zpracovatellim a/nebo
od zpracovatell zpracovatellm, standardni
smluvni dolozky podle ¢l. 28 odst. 7 nafizeni (EU)
2016/679, pokud nebudou zménény, s vyjimkou
vybéru vhodného modulu (vhodnych moduld) nebo
za Ucelem pfidani nebo aktualizace informaci v
dodatku. To smluvnim stranam nebrani v tom, aby
zahrnuly standardni smluvni doloZky stanovené v
téchto dolozkach do SirSi smlouvy a/nebo pfidaly
daldi doloZky nebo dodate€né zaruky, pokud
nebudou pfimo nebo nepfimo v rozporu s témito
dolozkami nebo nebudou dotéena zakladni prava
nebo svobody subjektlt udaja.

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

Dolozka 3
Opravnéné treti strany

(@) Subjekty udaju se mohou jako opravnéné

treti strany ve vztahu k vyvozci a/nebo dovozci

Udaj dovolavat téchto dolozek a vymahat je, ato s

nasledujicimi vyjimkami:

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

(ii) dolozka 8.1 pism. b) a dolozka 8.3 pism. b);

(v) dolozka 13;

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

(vii) dolozka 16 pism. e);

(viii) dolozka 18.

(b)  Pismenem a) nejsou dotCena prava subjektu
udaju podle nafizeni (EU) 2016/679.
Dolozka 4
Vyklad

(@) Pokud tyto dolozky pouzivaji pojmy, které
jsou vymezeny v nafizeni (EU) 2016/679, maji tyto
pojmy stejny vyznam jako v uvedeném nafizeni.

(b)  Tyto dolozky je tfeba Cist a vykladat s
ohledem na ustanoveni nafizeni (EU) 2016/679.

(c) Tyto dolozky nebudou vykladany Zadnym
zplsobem, ktery by byl v rozporu s pravy a
povinnostmi  stanovenymi v  nafizeni (EU)
2016/679.
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Clause 5
Hierarchy

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

Clause 6
Description of the transfer(s)

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

SECTION Il — OBLIGATIONS OF THE
PARTIES

Clause 8
Data protection safeguards

The data exporter warrants that it has used
reasonable efforts to determine that the data
importer is able, through the implementation of
appropriate technical and organisational measures,
to satisfy its obligations under these Clauses.

8.1

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

(b)  The data exporter shall immediately inform
the data importer if it is unable to follow those
instructions, including if such instructions infringe
Regulation (EU) 2016/679 or other Union or
Member State data protection law.

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

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

8.2

(@) The Parties shall implement appropriate
technical and organisational measures to ensure

Instructions

Security of processing

CTA Template, General, 04-JUL-2021
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Dolozka 5
Hierarchie

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

Dolozka 6
Popis pfedavani

Podrobnosti tykajici se pfedavani, zejména
kategorie osobnich udajl, které jsou pfedavany, a
ucel nebo ulely, pro které jsou pfedavany, jsou
uvedeny v priloze | asti B.

ODDIL Il = POVINNOSTI STRAN

Dolozka 8
Zaruky ochrany udaju

Vyvozce Udajll zaruCuje, Ze vynalozil pfimérené
usili, aby mohl stanovit, zda je dovozce udajl
schopen — zavedenim vhodnych technickych a
organizacnich opatfeni — plnit své povinnosti podle
téchto dolozek.

8.1

(@) Vyvozce udaju zpracovava osobni udaje
pouze na zakladé dolozenych pokynl od dovozce
Udaju, ktery jedna jako jeho spravce.

(b)  Vyvozce Udaji  neprodlené informuje
dovozce udaju, pokud neni schopen tyto pokyny
dodrzovat, v€etné pfipadu, kdy tyto pokyny porusuji
narizeni (EU) 2016/679 nebo jiné pravni pfedpisy
Unie nebo ¢lenského statu v oblasti ochrany udaju.

(© Dovozce udaju se zdrzi pfijimani jakychkoli
opatfeni, kterd by vyvozci udaju branila v plnéni
jeho povinnosti podle nafizeni (EU) 2016/679,
mimo jiné v kontextu dil€iho zpracovani, nebo
pokud se jedna o spolupraci s prislusnymi
dozorovymi ufady.

(d)  Po skon&eni poskytovani zpracovatelskych
sluzeb vyvozce udaju v souladu s volbou dovozce
udajl vymaze vSechny osobni Udaje zpracovavané
jménem dovozce Udajl a potvrdi dovozci udajl, ze
tak ucinil, nebo dovozci udaju vrati vSechny osobni
Udaje zpracovavané jeho jménem a vymaze
vSechny existujici kopie.

Pokyny

8.2 Zabezpeceni zpracovani

(@ Strany zavedou vhodna technicka a

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

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

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

8.3

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

(b)  The data exporter shall make available to the
data importer all information necessary to
demonstrate compliance with its obligations under
these Clauses and allow for and contribute to
audits.

Documentation and compliance

Clause 10
Data subject rights

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

Clause 11
Redress

(@) The data importer shall inform data subjects
in a transparent and easily accessible format,
through individual notice or on its website, of a
contact point authorised to handle complaints. It
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Udajl, a to i béhem pfedavani, a zajisti ochranu
pfed poruSsenim zabezpe€eni vedoucim k
nahodnému nebo protipravnimu zniceni, ztraté,
Zméné, neopravnénému poskytnuti  nebo
zpristupnéni (dale jen ,poruseni zabezpeceni
osobnich udaju“). Pfi posuzovani vhodné Urovné
zabezpeceni strany nalezité zohledni aktualni stav
techniky, naklady na provedeni, povahu osobnich
udajli, povahu, rozsah, kontext a ucel nebo ucely
zpracovani a rizika pro subjekty udaji spojena se
zpracovanim, a zejména zvazi pouziti Sifrovani
nebo pseudonymizace, a to i b&hem predavani,
pokud Ize timto zpUsobem splnit U¢el zpracovani.

(b)  Vyvozce udajll pomaha dovozci udaji pfi
zajistovani odpovidajiciho zabezpedeni udaja v
souladu s pismenem a). V pfipadé poruseni
zabezpec€eni osobnich (dajl tykajiciho se
osobnich Udajl zpracovavanych vyvozcem udajl
podle téchto dolozek vyvozce udaju poda hlaseni
dovozci udajli bez zbytec¢ného odkladu poté, co se
0 ném dozvédél, a dovozci Udaji bude pfi FeSeni
uvedeného poruseni ndpomocen.

(c) Vyvozce udajl zajisti, aby se osoby
opravnéné zpracovavat osobni Udaje zavazaly k
miCenlivosti, nebo aby se na né vztahovala
zakonna povinnost mi€enlivosti.

8.3 Dokumentace a plnéni povinnosti

(@) Strany musi byt
dodrzovani téchto dolozek.

(b)  Vyvozce udaju poskytne dovozci udaju
veskeré informace potfebné k dolozeni toho, ze
byly splnény povinnosti stanovené v téchto
dolozkach, umozni provedeni auditd a bude k nim
pfispivat.

schopny prokazat

Dolozka 10
Prava subjekti udaju

Strany si vzajemné pomahaji pfi odpovidani na
dotazy a zadosti subjekt(l Udaji podle mistniho
prava pouzitelného na dovozce udaji nebo v
pfipadé zpracovani udaju dovozcem udaji v EU
podle nafizeni (EU) 2016/679.

Dolozka 11
Néaprava

(@) Dovozce udaju transparentné a ve snadno
pfistupném formatu informuje subjekty udaju
prostfednictvim individualniho oznameni nebo na
svych internetovych strankach o kontaktnim misté
opravnéném vyfizovat stiznosti. Takové misto
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shall deal promptly with any complaints it receives
from a data subject.

Clause 12
Liability
(@) Each Party shall be liable to the other

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

(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.

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

(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

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

SECTION IlIl = LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

Clause 14
Local laws and practices affecting
compliance with the Clauses

(@) 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
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neprodlené vyfidi jakékoli stiZznosti, které od
subjektu udaju pfijme.

Dolozka 12

Odpovédnost

(@) Kazda strana je vlci druhé strané/ostatnim
stranam odpovédna za jakoukoli Ujmu, kterou
druhé strané/ostatnim stranam pfi poruseni téchto
dolozek zplsobi.

(b) Kazda strana je odpovédna vici subjektu
Udajl a subjekt udaji ma narok na nahradu jakékoli
hmotné nebo nehmotné djmy, kterou strana
zpusobi  subjektu  udaju  porusenim  prav
nalezejicich opravnéné treti strané na zakladé
téchto dolozek. Tim neni dotfena odpovédnost
vyvozce udaju podle nafizeni (EU) 2016/679.

(© Pokud je za Ujmu zplUsobenou subjektu
Uudaju v dasledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou spole¢nou
a nerozdilnou odpovédnost vS8echny odpovédné
strany a subjekt udaju je opravnén proti kterékoli z
téchto stran podat Zalobu u soudu.

(d)  Smluvni strany se dohodly, Ze pokud je
jedna ze smluvnich stran odpovédna podle
pismene c), je opravnéna pozadovat od druhé
smluvni strany/ostatnich smluvnich stran zpét ¢ast
nahrady ujmy odpovidajici jeji odpovédnosti za
ajmu.

(e) Dovozce udajd se nemuUze dovolavat
jednani zpracovatele nebo dil¢iho zpracovatele,
aby se vyhnul své vlastni odpovédnosti.

ODDIL Il - MiSTNi PRAVNi PREDPISY A
POVINNOSTI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

Dolozka 14
Mistni pravni predpisy a postupy majici
dopad na dodrzovani dolozek

(@) Strany zaruluji, ze nemaji duvod se
domnivat, Ze pravni pfedpisy a postupy ve treti
zemi urCeni, které se vztahuji na zpracovani
osobnich udaji dovozcem udaju, véetné jakychkoli
pozadavkd na zpfistupnéni osobnich Udaji nebo
opatfeni, kterymi se povoluje pfistup organim
vefejné moci, brani dovozci Gdaju pfi plnéni svych
povinnosti podle téchto doloZek. To je zaloZzeno na
predpokladu, Ze pravni pfedpisy a postupy, které
respektuji podstatu zakladnich prav a svobod a
neprfekracuji to, co je v demokratické spole€nosti
nezbytné a pfiméfené k zajisténi jednoho z cild

31/51

CONFIDENTIAL



KRT-232-115

safeguard one of the objectives listed in Article
23(1) of Regulation (EU) 2016/679, are not in
contradiction with these Clauses.

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

0] 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)  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) 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.

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

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

(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).
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uvedenych v ¢l. 23 odst. 1 nafizeni (EU) 2016/679,
nejsou v rozporu s témito dolozkami.

(b)  Smluvni strany prohlasuiji, ze pfi poskytovani
zaruky uvedené v pismenu a) nalezité zohlednily
zejména nasledujici prvky:

0] konkrétni okolnosti pfedani, véetné délky
zpracovatelského fetézce, poctu zapojenych
subjektll a pouzitych kanall pro prenos

Gdaju, zamyslené dalsi predani, druh
pfijemce, ucCely zpracovani, kategorie a
format predavanych osobnich  4dajad,

hospodarské odvétvi, v némz se pfedavani

uskuteChuje, misto, kde se predané udaje

uchovavaji;
(i)  pravni predpisy a postupy tfeti zemé urceni
— vCetné téch, které vyzaduji zpfistupnéni
Udajl organim vefejné moci nebo povoluji
pristup téchto organd — relevantni s ohledem
na konkrétni okolnosti pfedani, jakoz i
pouzitelna omezeni a zaruky;
(i)  veSkeré pfislusné smluvni, technické nebo
organiza¢ni zaruky zavedené za ucCelem
doplnéni zaruk podle téchto dolozek, v&etné
opatfeni uplatfiovanych b&hem pfedani a
zpracovani osobnich udaju v zemi urceni.

(c) Dovozce udaji zaruCuje, ze pfi provadéni
posouzeni podle pismene b) vynalozil maximalni
usili, aby poskytl vyvozci uadajd relevantni
informace, a souhlasi s tim, ze bude pfi zajistovani
dodrzovani téchto dolozek s vyvozcem udaju i
nadale spolupracovat.

(d) Strany souhlasi, Zze posouzeni podle
pismene b) zdokumentuji a na pozadani zpfistupni
pfislusnému dozorovému ufadu.

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

apply.

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

15.1. Notification

(@) 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:

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

(b) If the data importer is prohibited from
notifying the data exporter and/or the data subject
under the laws of the country of destination, the
data importer agrees to use its best efforts to obtain
a waiver of the prohibition, with a view to
communicating as much information as possible,
as soon as possible. The data importer agrees to
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) Po oznameni podle pismene €), nebo pokud
ma vyvozce Udaju jinak divod se domnivat, Ze
dovozce Udajl jiz nemlze plnit své povinnosti na
zakladé téchto dolozek, vyvozce udajl neprodlené
uréi vhodna opatfeni (napf. technicka nebo
organizac¢ni opatfeni k zajisténi bezpelnosti a
divérnosti), ktera ma pfijmout vyvozce udaju
a/nebo dovozce udaji k feSeni situace. Vyvozce
Udaju pozastavi predavani Gdaja, pokud se
domniva, Ze pro toto pfedavani nemohou byt
zajistény Zadné vhodné zaruky, nebo pokud mu da
pokyn pfisluSny dozorovy ufad. V tomto pfipadé je
vyvozce Udaju opravnén vypovédét smlouvu,
pokud jde o zpracovani osobnich udaju podle
téchto dolozek. Jestlize smlouva zahrnuje vice nez
dvé smluvni strany, mize vyvozce udajl toto pravo
na vypovézeni uplatnit pouze ve vztahu k pfislusné
strané, pokud se strany nedohodly jinak. Jestlize je
smlouva vypovézena podle této dolozky, pouzije se
dolozka 16 pism. d) a e).

Dolozka 15
Povinnost dovozce udaju v pripadé
pristupu organu verejné moci

15.1 Oznéameni

(@) Dovozce udaji souhlasi s tim, ze
neprodlené uvédomi vyvozce udajl, a je-li to
mozné, subjekt Udaji (v pfipadé potfeby s pomoci
vyvozce udaja), pokud:

() na zakladé pravnich predpisi zemé urceni
obdrzi pravné zavaznou Zzadost od organu
vefejné moci, v€etné soudnich organd, o
zpfistupnéni osobnich udaju pfedanych podle
téchto dolozek; takové oznameni obsahuje
informace o pozadovanych osobnich udajich,
dozadujicim organu, pravnim zakladu zadosti a
poskytnuté odpovédi, nebo

(i) se dozvi o jakémkoli pfimém pfistupu organu
vefejné moci k osobnim udajim predavanym
podle téchto dolozek v souladu s pravnimi
predpisy zemé urleni; takové oznameni
obsahuje v8echny informace dostupné
dovozci.

(b) Pokud je podle pravnich pfedpisi zemé
urCeni dovozci udaji zakazano informovat vyvozce
udaji a/nebo subjekt udajli, souhlasi dovozce
udaju s tim, ze za ucelem co nejrychlejSiho sdéleni

co nejvétS§iho mnozstvi informaci  vynalozi
maximalni Usili, aby od tohoto zékazu bylo
upusténo. Dovozce  udaju  souhlasi, ze
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document its best efforts in order to be able to
demonstrate them on request of the data exporter.

(c)  Where permissible under the laws of the
country of destination, the data importer agrees to
provide the data exporter, at regular intervals for
the duration of the contract, with as much relevant
information as possible on the requests received (in
particular, number of requests, type of data
requested, requesting authority/ies, whether
reguests have been challenged and the outcome of
such challenges, etc.).

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

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

15.2. Review of legality and data minimisation

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

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

(c) The data importer agrees to provide the
minimum amount of information permissible when
responding to a request for disclosure, based on a
reasonable interpretation of the request.
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zdokumentuje své maximalni Usili, aby je mohl na
Zadost vyvozce udajl prokazat.

(c) Je-li to povoleno pravnimi predpisy zemeé
uréeni, dovozce Uudaji souhlasi, ze bude
poskytovat vyvozci udajd v  pravidelnych
intervalech po dobu trvani smlouvy co
(zejména informace o poctu zadosti, druhu
pozadovanych udajl, doZadujicim organu nebo
organech, zda byly tyto Zzadosti napadeny a
vysledek takového napadeni atd.).

(d)  Dovozce udaji souhlasi s tim, Ze po dobu
trvani smlouvy bude informace podle pismene a)
az c) uchovavat a na vyzadani je poskytne
pfislusnému dozorovému ufadu.

(e) Pismeny a) az c) neni dotena povinnost
dovozce udajl podle dolozky 14 pism. e) a dolozky
16 neprodlené informovat vyvozce udaju, pokud
neni schopen tyto dolozky dodrzovat.

15.2 Prezkum zakonnosti a minimalizace
udajua
(@) Dovozce udajl souhlasi s tim, Ze pfezkouma

zakonnost zadosti o poskytnuti Udajl, zejména zda
neprekrodila meze  pravomoci  udélenych
doZadujicimu organu vefejné moci, a ze zadost
napadne, pokud po peclivém posouzeni dojde k
zavéru, ze existuji opodstatnéné duvody se
domnivat, Ze zadost je podle pravnich predpisi
zemé uréeni, platnych zavazku podle
mezinarodniho prava a zasad mezinarodni
zdvofilosti protipravni. Dovozce udajl za stejnych
podminek vyuziva moznosti odvolani. Pfi napadeni
zadosti dovozce udaja pfijme predbézna opatieni s
cilem pozastavit ucinky zadosti, dokud pfisluSny
soudni organ nerozhodne o jeji opodstatnénosti.
Nezpfistupni poZzadované osobni Gdaje, dokud mu
takova povinnost nebude stanovena na zakladé
platnych procesnich pravidel. Témito poZadavky
nejsou dotéeny povinnosti dovozce udajli podle
doloZky 14 pism. e).

(b) Dovozce udaju souhlasi, ze zdokumentuje
své pravni posouzeni i jakékoli napadeni zadosti o
poskytnuti idajl a v rozsahu povoleném pravnimi
predpisy zemé urCeni zpfistupni dokumentaci
vyvozci udaju. Na pozadani ji rovnéz zpfistupni
prisluSnému dozorovému ufadu.

(© Dovozce u0daji souhlasi s poskytnutim
minimalniho pfipustného mnozstvi informaci pfi
odpovédi na zadost o zpfistupnéni, a to na zakladé
pfiméfeného vykladu Zadosti.
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SECTION IV - FINAL PROVISIONS

Clause 16
Non-compliance with the Clauses and
termination

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

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

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

(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) the data importer is in substantial or
persistent breach of these Clauses; or
(i)  the data importer fails to comply with a

binding decision of a competent court or
supervisory authority regarding its
obligations under these Clauses.

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

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

Dolozka 16
Nedodrzeni dolozek a vypovézeni

(@) Dovozce udaji neprodlené informuje
vyvozce Udaju, pokud neni z jakéhokoli ddvodu
schopen tyto dolozky dodrzet.

(b) Pokud dovozce udaju porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet, vyvozce
Udaju pozastavi pfedavani osobnich udaju dovozci
Udaju, dokud neni dodrzovani opét zajisténo nebo
smlouva vypovézena. Timto neni dotcena dolozka
14 pism. f).

(c) Vyvozce udaju je opravnén vypovédét
smlouvu v rozsahu, v némz se jedna o zpracovani
osobnich udaju podle téchto dolozek, pokud:

0] vyvozce Udaju  pozastavil predavani
osobnich Gdaji dovozci udaju podle pism. b)
a dodrzovani téchto dolozek neni v
pfimérené |huté a v kazdém pfipadé do
jednoho mésice od pozastaveni obnoveno;

(i)  dovozce udaju tyto doloZzky podstatné nebo
trvale porusuje nebo
(i)  dovozce udaju nedodrzi zavazné rozhodnuti

pfislusného soudu nebo dozoroveho Ufadu
tykajiciho se jeho povinnosti podle téchto
dolozek.

V takovych pfipadech o nedodrzeni informuje
pfisluSny dozorovy ufad. Pokud smlouva zahrnuje
vice nez dvé smluvni strany, mlze vyvozce udaju
toto pravo na vypovézeni uplatnit pouze ve vztahu
k pfisluSné strané, pokud se strany nedohodly
jinak.

(d)  Osobni udaje shromazdéné vyvozcem udajl
v EU, které byly pfedany pfed vypovézenim
smlouvy podle pismene c), musi byt neprodlené
vymazany v celém rozsahu, véetné veSkerych
jejich kopii. Dovozce udaji potvrdi vyvozci Udaju,
Ze byly udaje vymazany. Dokud nejsou Udaje
vymazany nebo vraceny, dovozce udaji nadale
zajistuje soulad s témito dolozkami. V pfipadég, ze
se na dovozce udaji vztahuji mistni pravni
predpisy, které mu zakazuji pfedané osobni Udaje
vratit nebo vymazat, dovozce udaju zarucuje, ze
bude i nadale zajistovat dodrzovani téchto dolozek
a bude Udaje zpracovavat pouze v takovém
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to the extent and for as long as required under that
local law.

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

Clause 17
Governing law

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

Clause 18
Choice of forum and jurisdiction

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

APPENDIX

ANNEX |

A. LIST OF PARTIES
Data exporter(s):

Name: General University Hospital in Prague
(Vseobecna fakultni nemocnice v Praze)

Address: U Nemocnice 499/2, 128 08 Prague 2,
Czech Republic

Contact person’s name, position and contact
detalils: Data Protection Officer (DPO),
poverenec@vfn.cz.

Activities relevant to the data transferred under
these Clauses: Specialized clinical study services

Signature and date: Signed by General University
Hospital in Prague (Vseobecna fakultni nemocnice
v Praze) by means of signature of the Service
Provider Agreement

Role (controller/processor): Processor

Data importer(s):
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rozsahu a tak dlouho, jak to uvedené mistni pravo
vyzaduje.

(e)  Kterakoli ze stran mlze odvolat sv(j souhlas
s tim, Ze bude vazana témito dolozkami, pokud i)
Evropska komise pfijme rozhodnuti podle ¢&l. 45
odst. 3 nafizeni (EU) 2016/679 tykajici se
prfedavani osobnich udajl, na které se tyto dolozky
vztahuji, nebo ii) se nafizeni (EU) 2016/679 stane
soucasti pravniho ramce zemé, do které jsou
osobni udaje pfedavany. Tim nejsou dotéeny dalsi
povinnosti vztahujici se na dotéené zpracovani
podle nafizeni (EU) 2016/679.

Dolozka 17
Rozhodné pravo

Tyto dolozky se fidi pravem zemé&, jez umoziiuje
uplatfiovat prava nalezejici opravnéné treti strané.
Strany se dohodly, Ze se budou fidit pravem Ceské
republiky.

Dolozka 18
Volba soudu a prislusnost

Veskere spory vyplyvajici z téchto dolozek budou
feSeny soudy Ceské republiky.

DODATEK

PRILOHA |
A. SEZNAM SMLUVNICH STRAN

Vyvozci udaju:

Nazev: VSeobecna fakultni nemocnice v Praze

Adresa: U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika

Jméno kontaktni osoby, pozice a kontaktni Udaje:
Povéfenec pro ochranu osobnich udaj (DPO),
poverenec@vfn.cz.

Cinnosti relevantni k tdajum predavanym dle
téchto doloZek: specializované sluzby v ramci
klinické studie -

Podpis a datum: podepsala VSeobecna fakultni
nemocnice v Praze prostfednictvim podpisu
Smlouvy o poskytovani sluzeb

Uloha: (spravce/zpracovatel): Zpracovatel

Dovozci udaju:
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Name: Kartos Therapeutics, Inc.

Address: 275 Shoreline Drive, Suite 300 Redwood
City, CA 94065, USA

Contact person’s name, position and contact
details:

Email: I

Activities relevant to the data transferred under

these Clauses:

- Reporting on the results and progress of the
clinical trial, including the results of Services

- Archiving the clinical trials master file, including
the records of the performed Services

- Allocating qualified and adequately trained
personnel for the conduct the study

- Providing Service-related payments

Sighature and date: Signed by Kartos
Therapeutics, Inc. by means of signature of the
Service Provider Agreement

Role (controller/processor): Controller

B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal
data is transferred:

- Study subjects
- Site personnel

Categories of personal data transferred:

- Study subjects: Subject identification code,
sex, study events (enrollment, pre-screening,
consent, visit), dates of study events

Sensitive data processed and applied restrictions
or safeguards:

Categories of personal data: data derived from
testing/examination of a body part or bodily
substance, including from biological samples,
images, oral evidence of data subject, disease,
history, the
physiological or biomedical state; vital signs, vital
status.

medical clinical treatment or
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Nazev: Kartos Therapeutics, Inc.

Adresa: 275 Shoreline Drive, Suite 300 Redwood
City, CA 94065, USA

Jméno kontaktni osobi, iozice a kontaktni L'Jda'|e:

E-mail: [ I

Cinnosti tykajici se Udaji pfedévanych dle této

klauzule:

- Hlaseni wvysledkiO a postupu
hodnoceni, véetné vysledkl Sluzeb.

- Archivace hlavni slozky klinického hodnoceni,
véetné zaznamU o poskytovanych Sluzbach.

- Alokace kvalifikovaného a  adekvatné
vysSkoleného personalu na provadéni Studie.

- Poskytnuti plateb souvisejicich se Sluzbami.

klinického

Podpis a datum: podepsal Kartos Therapeutics,
Inc. prostfednictvim  podpisu  Smlouvy o
poskytovani sluzeb

Uloha: (spravce/zpracovatel): Spravce

B. POPIS PREDANI

Kategorie subjektl udajt, jejichz osobni udaje
jsou predavany:

- Subjekty hodnoceni

- Personal pracovisté

Kategorie predavanych osobnich udaju:

- Subjekty hodnoceni: identifikacni kod
subjektu, pohlavi, udélosti ve studii (zafazeni,
prescreening, souhlas, navstéva), data udalosti ve
studii
Zpracovavané citlivé (daje a uplatfiovana
omezeni nebo bezpecnostni opatieni:
Kategorie osobnich udaju: (daje ziskané
z testovani/vySetieni urcité ¢&asti téla nebo
télesné latky, vCetné udaju z biologickych
vzork(, obrazu, ustniho sdéleni subjektu udaju,
onemocnéni, anamnézy, klinické 1é¢by nebo
fyziologického &i biomedicinského stavu, dale
zivotni funkce, vitalni status.
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Restrictions or safeguards: pseudonymization,
data minimisation, purpose limitation, restricted
access, no unauthorized onward transfers, limited
retention.

- Site personnel: Name, surname, work
address, work phone number, signature, work
email address, work mobile phone number, office
e-mail address, position, function in the study.

Sensitive data processed and applied restrictions
or safeguards: None

The frequency of transfer: Continuous

Nature of the processing: Collection/obtainment,
storage, alternation, transfer/transmission, de-
Identification (pseudonymisation, anonymisation,
aggregation, masking, removal of data elements),
deletion/destruction

Purpose(s) of the data processing:
Delivery of the specialized clinical study services to
the Investigators’ sites (service is defined in the
service agreement and work orders).

The period for which the personal data will be
retained, or, if that is not possible, the criteria
used to determine that period: From first
obtainment of personal data from site to end of
contractual and statutory data retention
obligations.

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

ATTACHMENT 3
TECHNICAL AND ORGANISATIONAL
MEASURES SERVICE PROVIDER

Preamble

The present Attachment provides detailed
examples of the technical and organisational
measures that can be used. In this connection, the
present state of the art, the cost of implementation
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Omezeni nebo  bezpecnostni  opatieni:
pseudonymizace, minimalizace udaju, omezeni
Ucelu, omezeny pfistup, zakaz neopravnéného
dalsiho pfedavani, omezené uchovavani.

- Personal pracovisté: jméno, pfijmeni, adresa
do prace, telefonni Cislo do prace, podpis,
pracovni e-mail, pracovni mobilni telefon, e-
mail ordinace, pozice, funkce ve studii.

Zpracovavané citlivé Udaje a uplatiiovana
omezeni nebo bezpeénostni opatieni: zadné.
Frekvence predavani: pribézna

Povaha zpracovani: shromazdovani/ziskavani,

uchovavani, alternace, predani/prenos,
deidentifikace (pseudonymizace, anonymizace,
agregace, maskovani, vyjmuti ¢asti udajd),

vymaz/likvidace.

Ugel (Géely) zpracovani adaja:

Poskytovani specializovanych sluzeb klinické
studie ZkouSejicim pracovistim (sluzby jsou
definovany ve smlouvé o poskytovani sluzeb a v
pracovnich pfikazech).

Obdobi, po které budou osobni udaje
uchovavany, nebo, pokud to neni mozné,
kritéria pouzita ke stanoveni tohoto obdobi: od
prvniho ziskani osobnich udajd od pracovisté do
ukon&eni smluvnich a zakonnych povinnosti
uchovavani udaju.

U predani udaju (diléim) zpracovateliim uvedte
také predmét, povahu a délku zpracovani:
nevztahuje se.

PRILOHA €. 3
TECHNICKA A ORGANIZACNI OPATRENI
PRO POSKYTOVATELE SLUZEB

Preambule
SouCasna Pfiloha poskytuje podrobné pfiklady
technickych a organizaénich opatfeni, ktera mohou

byt pouzita. V této souvislosti se bude predevSim
jednat o technologickou droveri, naklady na
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and the type, scope, circumstances and purposes
of data processing will be taken into account
especially. In addition, the different likelihoods of
occurrence and the severity of the risk for the rights
and freedoms of natural persons will be considered
so as to achieve an appropriate level of protection
for natural persons commensurate with the risk.

1 Pseudonymisation of personal data

Pseudonymisation means processing personal
data in such a manner that the personal data can
no longer be allocated to a specific data subject
without additional information, provided such
additional information is stored separately and is
subject to technical and organisational measures
ensuring that the personal data cannot be allocated
to an identified or identifiable natural person.

Measures in connection with the pseudonymisation
of personal data may include:

Selection of a suitable pseudonymisation
method according to the state of the art.

The principle of pseudonymisation is a central
element of the company’s data protection
concept.

Pseudonymisation of data based on risk
according to different security requirement
categories.

Use of software allowing safe management of
pseudonymised data.

Safe storage of the cryptographic keys or
control lists used for pseudonymisation
(optionally, encoded storage of the control
lists).

Authorisation  concept for access to
cryptographic keys or control lists permitting
personalisation.

The exporter (investigational site) is responsible to
implement  pseudonymization following the
importer (sponsor) instructions developed for the
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zavedeni opatfeni a typ, rozsah, okolnosti a ucely
zpracovani  Udaju. Dale budou  zvazeny
pravdépodobnosti vyskytu a zavaznost rizik pro
prava a svobody fyzickych osob za Gu¢elem dosazeni
odpovidajici Urovné ochrany osobnich (dajl
fyzickych osob umérné riziku.

1 Pseudonymizace osobnich udajua

Pseudonymizaci se rozumi zpracovani osobnich
udaju takovym zpusobem, Ze osobni Udaje nemohou
byt dale pfifazeny specifickému subjektu udaji bez
dalSich informaci za pFedpokladu, Ze tyto dalSi
informace jsou uchovavany oddélené a podléhaji
technickym a organiza¢nim opatfenim zajistujicim,
Zze osobni udaje nemohou byt pfifazeny
identifikované nebo identifikovatelné fyzické osobé.

Opatreni v souvislosti s pseudonymizaci osobnich
Udaji mohou zahrnovat:

Vybér vhodné pseudonymizacni metody dle
technickych moznosti.

Princip pseudonymizace je centralni
konceptu spolecnosti pro ochranu udaja.

prvek

Pseudonymizace udaji zalozena na riziku dle
raznych kategorii pozadavkl na zabezpeceni.

Pouziti softwaru umoznujiciho bezpecnou
spravu pseudonymizovanych udajd.

Bezpecné uchovavani kryptografickych kli¢a
nebo kontrolnich seznam(  pouzivanych
k pseudonymizaci (dobrovolné také zakédované
uchovavani kontrolnich seznam).

Koncept opravnéni pro pristup ke
kryptografickym  klicdm nebo  kontrolnim
seznamum umoznujicim personalizaci.

Vyvozce (vyzkumné centrum) je odpovédné za
zavedeni pseudonymizace dle pokynU dovozce
(zadavatele) vyvinutych pro ugely pseudonymizace
udaju a poskytnutych vyvozci.
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implementation of pseudonymization and given to
the exporter.

2 Encoding of personal data

Encoding personal data is a common practice to
protect such data from disclosure to unauthorised
individuals. In particular, encoding is a suitable
means to protect data against influences from
outside such as hacking attacks and espionage.
Encoding means a process for converting readable
information into a non-readable and non-
interpretable sequence of characters.

Measures in connection with the encryption of
personal data may include:

A suitable cryptographic method will be
selected in accordance with the current state
of the art and the protection requirement
categories of the personal data to be
processed.

Use of encoding methods in accordance with
the data protection concept.

Regular checks of the encoding method
(especially for gaps in safety) and adjustment
to the Ilatest technical developments
(especially updating the software used).

Regular work-up of encoded data in the
archive according to the latest state of the art
(especially when introducing new encoding
methods in data processing).

Processes for managing and protecting
cryptographic information (especially
authorisation concept for internal and external
staff with access to encoded information).

3 Ongoing confidentiality and
processing systems and services

integrity of

Ensuring ongoing confidentiality of the data
processing systems is one of the key elements of
modern safety mechanisms and forms part of the
essential protection objectives of the GDPR.
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2 Koédovani osobnich udajt

Koédovani osobnich udaja je bézna praktika za
Ucelem ochrany téchto udaji prfed jejich
zpristupnénim neopravnénym osobam. Kédovani se
hodi zejména k ochrané udajl proti vnéjsSim vlivim,
napf. proti utokim hacker(l a Spionazi. Kédovani je
proces konverze Citelnych informaci na necitelné a
neinterpretovatelné sekvence znaka.

Opatieni v souvislosti s kédovanim osobnich Gdaju
mohou zahrnovat:

Vhodna kryptografickda metoda bude vybrana
podle sou€asné urovné technologie a kategorie

pozadavklli na ochranu zpracovavanych
osobnich udaju.
Pouziti kédovacich metod v souladu

s konceptem ochrany udaju.

Pravidelné kontroly kddovacich metod (zejména
z hlediska mezer v zabezpeceni) a pfizplsobeni
nejnovéjSimu technologickému vyvoji (zejména
aktualizace pouzivaného softwaru).

Pravidelna kontrola koédovani archivovanych
udaju dle poslednich technologickych standard
(zejména pfi zavadéni novych kédovacich metod
pfi zpracovani udaja).

Procesy pro spravu a ochranu kryptografickych

informaci (zejména koncept opravnéni pro
interni a  externi  personal s pFistupem
k zakédovanym udajam).

3 Prabézné zajisténi ddvérnosti a integrity

systému a sluzeb zpracovani udajut

Pribézné zajisténi ddvérnosti systémi na
zpracovani Udaji je jednou z kliCovych slozek
modernich mechanism( a nalezi k zakladnim cilim
ochrany udaju GDPR. Opatfeni pro zavedeni
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Measures for implementing the principle of
confidentiality include those belonging to
admission and access control as well as access
inspection. The technical and organisational
measures taken in this connection have the
objective of ensuring appropriate security of the
personal data, including protection against
unauthorised or unlawful processing and against
accidental loss, destruction or damage.

3.1 Measures to ensure
confidentiality may include

permanent

Confidentiality agreements with external staff, or
confidentiality provisions included in employment
or similar contracts with internal staff.

Confidentiality agreements with external service
providers.

Security agreements with external service

providers.

Use of a comprehensive data protection concept.

Compliance with safety guidelines to identify weak
points in the protection of personal data and to
manage the security infrastructure.

Definition and control of the use of admissible
resources, especially communication channels.

Protection against influences from outside
(espionage, hacking).
Specified  environments  (buildings, rooms,

especially server rooms) equipped for data
processing in accordance with the data protection
concept.

Taking into account the principles of privacy by
design and privacy by default in the data protection
concept.

Limitation of authorised staff to those who are
verifiably competent (locally, technically), properly
trained, reliable (optionally, have passed vetting)
and formally authorised and who have no conflicts
of interest when performing such work.
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principu miléenlivosti zahrnuji opatfeni tykajici se
kontroly vstupu a pfistupu a inspekce. Cilem
technickych a organiza¢nich opatfeni pfijatych v této
souvislosti je zajisténi odpovidajiciho zabezpeceni
osobnich udaj vcetné ochrany proti
neopravnénému nebo nezdkonnému zpracovani a
proti nahodilé ztraté, zniCeni nebo poskozeni.

31 Opatieni k zajisténi permanentniho
zachovani davérnosti mohou zahrnovat

Dohody o mil€enlivosti uzaviené s externim
personalem, nebo ustanoveni o mlcenlivosti
obsazena v pracovnich nebo obdobnych smlouvach
s internim personalem.

Dohody o micenlivosti uzaviené s externimi

poskytovateli sluzeb.

Dohody o zabezpe€eni uzaviené s externimi

poskytovateli sluzeb.

Pouziti vSeobecného konceptu ochrany udaja.

Dodrzovani bezpecnostnich pokyn(i za ucCelem
identifikace slabin ochrany osobnich Gdaju a spravy
bezpelnostni infrastruktury.

Definice a kontrola pouziti pfijatelnych zdroju,
zejména komunikacnich kanalu.

Ochrana proti
hacker(l).

vnéjSim vlivam (Spionaz, utoky

Vyhrazené prostiedi (budovy, mistnosti, zejména
serverovna) vybavené pro zpracovani udajl
v souladu s konceptem ochrany udaju.

Zakomponovani principl zamérné a automaticke
ochrany Udaji do konceptu ochrany udaja.

Omezeni poctu opravnéného persondlu na
prokazatelné kompetentni osoby (lokalné a
technicky) fadné vyskolené, spolehlivé (dobrovolné
podstoupily provérku), oficialné opravnéné a bez
stfetu zajmU pfFi vykonavani uvedené Cinnosti.
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3.2 Measures to ensure ongoing integrity may
include:

Use of a crypto concept starting from a risk-based
classification of records in security requirement
categories.

Use of checksums, electronic seals and signatures
in data processing according to the crypto concept.

Documentation of the assignment of authorisations
and roles.

Documentation of the hardware and software
equipment and maintaining and inventory register.

Definition of the nominal behaviour of processes
and regular checks for determining and
documenting functionality, risks and safety gaps as
well as side effects of processes.

3.3 Measures to ensure ongoing resilience of
the systems and services may include

This includes measures, for example, which have
to be taken during the phase before data
processing is carried out by the processor.
Continuous monitoring of the systems is also
required.

Load balancing.
Penetration tests.

Regular resilience tests of the data processing
systems.

3.4 Measures for ensuring system
configuration, including default configuration
may include

Central procurement of hardware and software.

Change of system configuration only by system
administrators.

Data protection-friendly configuration of the

systems.
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3.2 Opatieni k zajisténi pribézné

mohou zahrnovat:

integrity

Pouziti kryptokonceptu pocinaje klasifikaci zaznam
podle rizika vramci kategorii bezpeénostnich
pozadavku.

Pouziti kontrolnich souctl, elektronickych peceti a
podpisli  pfi  zpracovani  Udajii v souladu
s kryptokonceptem.

Dokumentace udéleni opravnéni a pfidéleni roli.

Zdokumentovani hardwarového a softwarového
vybaveni a udrzba a evidence inventare.

Definice nominalniho chovani procesu a pravidelné
kontroly ke stanoveni a zdokumentovani funkénosti,
rizik a mezer v zabezpeceni i vedlejSich uc€inkd
procesq.

3.3 Opatieni k zajisténi prabézné odolnosti
systému a dostupnosti sluzeb mohou zahrnovat

Tato kategorie zahrnuje napfiklad opatfeni, ktera je
nutné pfijmout béhem faze pred zpracovanim udaju
zpracovatelem. Dale je vyzadovano nepietrzité
monitorovani systéma.

Rovnovaha zatizeni.

Testy prolomeni opatfeni.

Pravidelné testy odolnosti
udaja.

systém( zpracovani

3.4 Opatieni k zajiSténi konfigurace systému
véetné zakladniho nastaveni mohou zahrnovat

Centralni ndkup hardwaru a softwaru.

Zména nastaveni

systému.

systému pouze spravcem

Nastaveni systému v zajmu ochrany udaju.
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Regular control of the versions of standard
software according to the data protection concept
(the intensity of control depends on the software
used, but the evaluation should be made at least
once a year).

Installation of new software only with the

authorisation of a system administrator.

4 Ensuring the ability to restore the availability
and access & events logging may include

In order to ensure restorability, sufficient
safeguards on the one hand and plans of measures
which are capable of restoring operations in case
of disaster scenarios (and if necessary the
foundation of the backup) on the other are required.

4.1 Measures for ensuring the ability to restore
the availability and access to personal datain a
timely manner in the event of a physical or
technical incident may include

Regular archiving of the data records and use of
mirroring processes.

Separate storage of data records.

Action plan for data breaches (data breach
management plan).

Regular testing of data recovery tools.
Emergency power supply.

Two independent routes of access to the external
network (Internet access through at least two
different providers).

Availability of back-up computers and software
solutions for emergency situations.

4.2 Measures for ensuring events logging may
include

Automated logging of data breaches.

Guidelines on handling data breaches.

CTA Template, General, 04-JUL-2021
Approved, 27-NOV-2023

V$eobecna fakultni nemocnice v Praze

Pravidelné kontroly verzi standardniho softwaru
podle konceptu ochrany udaji (intenzita kontrol
zavisi na pouzitém softwaru, avSak posouzeni by
mélo probéhnout alespori jednou roéné).

Instalace novych softward pouze se souhlasem
spravce systému.

4 Zajisténi schopnosti obnovit dostupnost,
pfistup a zaznamenavani pfihod mlize zahrnovat

Za ucelem zajisténi obnovitelnosti jsou na jedné
strané pozadovana dostateCna zabezpedeni a na
strané druhé plany opatfeni k obnoveni provozu
v pfipadé katastrofickych scénart (a v pfipadé
potfeby zajisténi zalohy).

4.1 Opatreni k zajisténi schopnosti véas obnovit
dostupnost a pristup k osobnim udajim
v pripadé fyzického nebo technického incidentu
mohou zahrnovat

Pravidelna archivace zaznamenanych u(daji a
pouziti zrcadlovych procesu.

Oddélené uchovavani zaznamenanych udaju.

AkEni plan pro poruSeni ochrany udaji (plan Fizeni
v pripadé poruseni ochrany udajl).

Pravidelné testovani nastroji obnovy udaja.
Nouzové zajisténi dodavky elektfiny.

Dvé nezavislé cesty pfistupu kexterni siti
(internetové pfipojeni poskytované alespori dvéma
nezavislymi poskytovateli).

Dostupnost zalohovych pocitali a softwarového
feSeni nouzovych situaci.

4.2 Opatieni k zajiSténi zaznamenavani pfihod
mohou zahrnovat

Automatické zaznamenavani
udaju.

poruseni ochrany

Pokyny, jak fesit pfipady poruseni ochrany udaja.
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5 Regular examination, assessment and
evaluation of the effectiveness of the measures

Measures to continuously review, assess and
evaluate in particular the effectiveness of the
technical and organisational data security
measures already taken in order to ensure the
security of the processing. This obligation extends
to all technical and organisational measures
(Sections 1 to 12).

Measures for regular examination, assessment
and evaluation of the effectiveness of the technical
and organisational measures, may include:

Internal and external test

evaluations.

reports and

Make regular assessments of test results and
adjustments.

Regular evaluation of the hardware and
software inventory according to the inventory
register and annual update of the inventory
register.

Regular evaluation of data processing
systems and processing activities for safety
gaps that may result from new technical
developments or a change in processing
practice.

6 Identification and authorisation of users
6.1 Access control

This means measures to ensure that individuals
authorised to use the data processing processes
have access only to personal data for which they
have access authorisation. In this connection, the
processor needs to take measures to ensure that
individuals working in data processing have access
only to those data for which they have the
appropriate authorisation and that personal data
cannot be read, copied, changed or deleted without
authorisation during processing, use and after
saving.
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5 Pravidelné testy, posuzovani a vyhodnoceni
efektivity opatreni

Opatfeni k nepfetrzité kontrole, posouzeni a
vyhodnoceni zejména efektivity technickych a
organizacnich opatfeni zabezpeceni udajd, ktera jiz
byla pfijata za ucelem zajisténi zabezpeceni
zpracovani Udaji. Tato povinnost se vztahuje na
vSechna technicka a organizacni opatfeni (Oddil 1
az 12).

Opatfeni pro pravidelné testovani, posouzeni a
vyhodnoceni efektivity technickych a organizacnich
opatfeni mohou zahrnovat:

Zpravy o internich a externich testech a
vyhodnoceni.

Pravidelné vyhodnoceni vysledku test(l a Gpravy.

Pravidelné posouzeni hardwaru a softwaru podle
registru vybaveni a ro&ni aktualizace registru
vybaveni.

Pravidelné posouzeni systému zpracovani udajd
a Cinnosti v ramci zpracovani udaju ke zjisténi
mezer v zabezpeceni, které by mohly vyplynout
z technického vyvoje nebo zmény v praktikach
Zpracovani.

6 Identifikace a opravnéni uzivatelu
6.1 Kontrola pristupu

Timto se rozumi opatieni k zajisténi, aby fyzické
osoby opravnéné pouzivat procesy ke zpracovani
osobnich Udaji mély pfistup pouze k osobnim
Udajim, knimz maji povoleny pfistup. V této
souvislosti potfebuje zpracovatel pfijmout opatfeni
k zajisténi, aby fyzické osoby podilejici se na
zpracovani udaji meély pFistup pouze k tém udajum,
k nimZ maji pfisluSné opravnéni, a k zajisténi, aby
osobni Udaje béhem zpracovani, pouzivani a po
uloZeni nemohly byt pfeéteny, kopirovany, ménény
nebo vymazany bez opravnéni.
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Measures to prevent access to personal data by
unauthorised individuals may include:

Use of user-specific and individualised sign-in
information.

Rules on defining passwords (a.o., definitions
regarding the use of special characters,
minimum length).

Prohibition to pass on passwords.
Authorisation concept at application and data
level with differentiated authorisation levels
(profiles, rules, transactions and objects)

Log of access authorisations assigned.

Use of signatures and certificates to verify
authorship and authorisation to read.

Encoding data and data carriers depending
on the need for protection.

Protection against access through screen-
savers.

6.2 Control
systems

of access to data processing

This means measures preventing unauthorised
individuals from using data processing facilities and
processes. In this connection, the processor needs
to take measures to ensure that only individuals
with proper authorisation have access to the data
processing facilities. These include, for example,
suitable password rules and firewall configurations.

Measures to prevent use of the data processing
systems by unauthorised individuals may include:

Password system (among others,
characters, minimum length).

special

Prohibition to pass on passwords.

Automatic blocking of the screen when inactive
for a certain period of time.
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Opatfeni pro prevenci pfistupu k osobnim udajiim
neopravnénymi osobami mohou zahrnovat:

Pouziti individualnich a personalizovanych
pfistupovych udaj.

Pravidla definice hesel (kromé jiného definice
pouziti specialnich znakd, minimalni délky
hesla).

Zakaz poskytovani hesel dal§im osobam.

Koncept opravnéni na urovni aplikace a udaja
s odstuprfiovanou Urovni opravnéni (profily,
pravidla, transakce a objekty).

Zaznam pfidélenych opravnéni pfistupu.

Pouziti podpist a certifikatd k ovérfeni autorstvi a
opravnéni ke &teni.

Kodovani idajl a datovych nosi¢l v zavislosti na
potifebé ochrany.

Ochrana proti pristupu prostfednictvim Setficl
obrazovky.

6.2 Kontrola pristupu do systémua zpracovani
udajua

Timto se rozumi opatfeni pro prevenci pouziti
zafizeni ke zpracovani udaju a procesu
neopravnénymi fyzickymi osobami. V této souvislosti
zpracovatel potfebuje pfijmout opatfeni k zajisténi,
aby pfistup k zafizenim ke zpracovani udaju mély
pouze osoby s fadnym opravnénim. Tato opatfeni
zahrnuji napf. odpovidajici pravidla pro pouZzivani
hesel a nastaveni firewallu.

Opatreni k prevenci pouziti systému pro zpracovani
udajl neopravnénou osobou mohou zahrnovat:

Systém hesel
minimalni délka).

(mimo jiné specialni znaky,

Zakaz pfedavani hesel dalSim osobam.

Automatické uzamé&eni obrazovky, pokud je po
néjakou dobu neaktivni.
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Blocking of work stations and/or usernames in
the event of several failed attempts at access.
Regular evaluation of access authorisation.
Logging of the use of access authorisations.

Sealing of internal
firewall systems.

networks by installing

Encoding data and hard disks in accordance
with the protection category concept.

Encoding of smart phones.
Locking casings.
6.3 Admission control

This means measures denying unauthorised
individuals admission to buildings and computing
centres where personal data are processed. In this
connection, the processor takes measures to
ensure that only individuals with proper
authorisation are admitted to the buildings and
computing centres.

Measures to deny unauthorised individuals
admission to data processing facilities may include:

Definition of authorised persons.
Admission control devices using personalised and

encoded ID cards with photographs.

Rules on admission of individuals not with the
company.

Establishment of different security zones with
different admission authorisations.

Documentation of the assignment and withdrawal
of admission authorisations.

Burglar alarm system connected to the
continuously manned security centre or the police.
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a/nebo
nékolika

Zablokovani pracovnich mist
uzivatelskych ~ jmen v pfipadé
neuspésnych pokusU o pfistup.

Pravidelné hodnoceni opravnéni pfistupu.
Zaznamenavani pouziti opravnéni pristupu.
siti

Zabezpec€eni internich

firewallu.

prostfednictvim

Kodovani udaji a pevnych disk( v souladu
s konceptem kategorie ochrany udaja.

Kédovani chytrych telefon(.
Uzamykatelné skfiriky.
6.3 Kontrola vstupu osob

Timto se rozumi opatfeni odpirajici vstup
neopravnénym fyzickym osobam do budov a
vypocetnich center, kde dochazi ke zpracovani
osobnich udaja. V této souvislosti zpracovatel
potfebuje pfijmout opatieni k zajisténi, aby do budov
a vypocCetnich center byly vpustény pouze osoby
s Fadnym opravnénim.

Opatfeni k odepfeni pfistupu osobam do zafizeni,
kde se zpracovavaji Udaje mohou zahrnovat:

Definice opravnénych osob.

Zafizeni kontroly vstupu pouzivajici
personalizované a zakddované identifikacni karty
s fotografii.

Pravidla vpousténi osob, které nejsou zaméstnanci
spole¢nosti.

Ustanoveni rGznych bezpecénostnich zén s riznou
urovni opravnéni ke vstupu.

Zdokumentovani pfidéleni a odebrani opravnéni ke
vstupu.

Poplasny systém proti
bezpecnostni
nebo na policii.

vloupani napojeny na
centrum s nepretrzitym provozem
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Additional admission control measures and
monitoring the state of the doors leading to server
rooms.

Monitoring of emergency exits.
Restrictive rules on keys.

Visitors are allowed in only when accompanied by
staff of the processor.

Obligation to wear ID.
Video recording in certain areas.

Video surveillance of entry doors.

Biometric admission blocking (e.g. to server

rooms).
7 Protection of data during transmission

This means measures to ensure that personal data
cannot be read, copied, changed or deleted without
authority during electronic transmission, transport
or while being saved, and that it can be verified and
examined where transmission of personal data by
data transmission facilities is intended.

Measures to prevent unauthorised perusal and to
ensure traceability and protection of data integrity
during data transmission may include:

Encrypting data and data carriers depending on
the need for protection, especially by means of
hardware or software-based encoding of files
and hard disks (e.g. Secude Secure File,
SecureDoc Disk Encryption, Truecript).

Encryption of data transfer, especially in case
of transfer through public networks (e.g. ssl,
tls).

Use of virtual private networks (VPN).

Electronic signature.

Careful selection of delivery staff.
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Dalsi opatfeni kontroly vstupu a monitorovani stavu
dvefi vedoucich do serveroven.

Monitorovani nouzovych vychodu.

Restriktivni opatfeni tykajici se klicu.

Navstévy jsou vpustény pouze za doprovodu
personalu zpracovatele udaja.

Povinnost nosit identifikaéni karticky.
Video zaznamy pofizované v urcitych prostorach.

Kamerovy dohled nad vstupnimi dvefmi.

Biometrické do

serveroven).

zabezpeceni  vstupu (napf.

7 Ochrana udaji béhem prenosu

Timto se rozumi opatfeni, aby osobni Udaje nemohly
byt béhem elektronického prenosu, transportu nebo
bé&hem ukladani precteny, kopirovany, ménény nebo
vymazany neopravnénou osobou a aby bylo mozné
je ovéfit a otestovat v pfipadé zamySleného pfenosu
dat pomoci zafizeni pro pfenos dat.

Opatfeni k prevenci neopravnéného precteni a
k zajisténi dohledatelnosti a ochrany integrity dajt
bé&hem pfenosu dat mohou zahrnovat:

Kodovani udaju a datovych nosi¢l podle potfeby
jejich  ochrany, zejména  prostfednictvim
hardwarového a softwarového kddovani soubort
a pevnych disk(l (napf. Secude Secure File,
SecureDoc Disk Encryption, Truecript).
Kdédovani pfenosu dat zejména v pfipadé
pfenosu prostfednictvim vefejnych siti (napf. ssl,
tls).

Pouziti virtualni privatni sité (VPN).

Elektronické podpisy.

Peclivy vybér doru¢ovaciho personalu.
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The importer is responsible to develop
instructions on this type of measures for the
exporter. The exporter (investigational site) is
responsible to implement protections for the
transmission of personal data following the
instructions of the importer (sponsor).

8 Protection of data during storage

This means measures ensuring that personal data
are protected against accidental destruction or
loss. These measures must be designed to ensure
permanent availability.

8.1 Measures to ensure permanent availability
may include

Regular data back-up or
processes.

use of mirroring

Decommissioning of hardware (especially of
servers) will take place after checking the data
carriers used in such hardware and, if need be,
after backup of the relevant data records.

Uninterruptible power supply (UPS).
Multi-layer antivirus and firewall architecture.

Regular testing of data recovery according to the
data protection concept.

8.2 Measures to ensure the physical security of
all places where personal data are processed
may include:

Early warning system for fire, water and

temperature in the server rooms.

Fire doors.

IT management by qualified staff trained on an
ongoing basis.

8.3. Separation rule may include

Logical and technical separation of data.
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Dovozce je odpovédny za pFipravu pokyn(
ohledné tohoto typu opatfeni pro vyvozce.
Vyvozce (vyzkumné centrum) je odpovédné za
zavedeni opatfeni na ochranu Udaji pfi jejich
pfenosu podle pokyni dodanych dovozcem
(zadavatel).

8 Ochrana udaji béhem uchovavani

Timto se rozumi opatfeni k zajisténi ochrany
osobnich udaja proti nahodilému zni¢eni nebo
ztraté. Tato opatfeni musi byt navrzena k zajisténi
permanentni dostupnosti udajl.

8.1 Opatieni k zajisténi permanentni
dostupnosti mohou zahrnovat
Pravidelné zalohovani dat nebo pouziti

zrcadlovych procesu.

Likvidace hardwaru (zvlasté server(l) po kontrole
pouzitych datovych nosi¢t v daném hardwaru a
v pfipadé potieby po zalohovani relevantnich
datovych zaznami.

NepferuSitelna dodavka elektfiny (UPS).

Vicevrstva struktura antiviru a firewall.

Pravidelné testovani obnovy dat dle konceptu
ochrany dat.

8.2 Opatieni k zajiSténi fyzického zabezpeceni
vSech mist, kde probiha zpracovani osobnich

udaji mohou zahrnovat:

Systém v€asného upozornéni na pozar, vodu a
teplotu v serverovné.

Protipozarni dvefe.

Rizeni IT kvalifikovanym prabézné $kolenym
personalem.

8.3 Pravidlo separace muize zahrnovat

Logicka a technicka separace dat.
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User profiles/separation of user accounts.
Different access authorisations.

Storage in specific memory zones.
Separation of the processing systems

9 Assignment control to sub-

contractors) may include

(transfers

This means measures to ensure that personal data
processed by a sub-contractor at the instruction of
the processor can be processed only in
accordance with the data processing instructions
and requirements of the client.

This means measures to ensure that personal data
entrusted to a processor can be processed only in
accordance with the instructions of the client.

Definition of criteria for the selection of contractors
(references, certifications, quality seals).

Detailed written definitions (contract/agreement) of
the contract relationships and formalisation of the
entire sequence of assignments, also regarding the
use of sub-contractors, clear rules on competences
and responsibilities.

Ensure that performance of the assignment is
controlled and documented.

Written agreement with subcontractors to commit
their own and external staff to data secrecy.

10 Data minimization and data quality

This means measures that ensure compliance with
the principle of data minimization laid down in the
GDPR and measures that counteract data
retention. It shall be ensured that no more data is
processed than necessary for the respective
purposes. In addition, a high quality of data shall be
guaranteed, in particular with regard to the principle
of accuracy of data.

10.1 Measures for ensuring data minimisation
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UzZivatelské profily/ separace uzivatelskych Géta.
Odlisna opravnéni pfistupu.

Uchovavani ve specifickych pamétovych zénach.
Separace systém( pro zpracovani udaju.

dat

9 Kontrola povéreni (predani
subdodavateliim) maze zahrnovat

Timto se rozumi opatfeni k zajisténi, aby osobni
Udaje zpracovavané subdodavatelem na pokyn
zpracovatele mohly byt zpracovavany pouze
v souladu s pokyny pro zpracovani udaji a
pozadavky klienta.

Timto se rozumi opatfeni k zajisténi, aby osobni
Udaje  svéfené  zpracovateli mohly byt
zpracovavany pouze v souladu s pokyny klienta.

Definice kritéria vybéru dodavatelt (reference,
certifikaty, peceté kvality).

Podrobné pisemné definice (smlouva/dohoda)
smluvnich vztahll a formalizace celé sekvence
predavani, tyka se téz pouzivani subdodavatelu,
jednoznaéna pravidla pro kompetence a
povinnosti.

Zajisténi kontroly a dokumentace provedeni Ukolu.

Pisemn& dohoda se subdodavateli, aby zavazali
svlj personal a externi personal micenlivosti
ohledné udaja.

10 Minimalizace dat a kvalita dat

Timto se rozumi opatfeni zajistujici dodrzovani
principu minimalizace udaji stanoveného GDPR a
opatfeni proti zadrzovani udaji. Je tfeba zajistit,
aby nebyly zpracovavany udaje jiné, nez udaje
potfebné pro dané uclely. Dale je tfeba zajistit
vysokou Uroven kvality udaju, zejména s ohledem
na princip presnosti idaja.

10.1 Opatreni k zajiSténi minimalizace dat

49/51

CONFIDENTIAL



KRT-232-115

Regular evaluation of the processes for data
collection.

10.2 Measures for ensuring data quality may
include

Processes for maintaining the up-to-dateness of
data.

Measures to ensure permanent integrity (see
Section 3.2.).

Measures to ensure the ability to restore the
availability of and access to personal data in the
event of a physical or technical incident in a timely
manner (see Section 4.1.).

Input control (see Section 8).

11 Allowing data portability and ensuring
erasure and accountability

This means measures which ensure that the rights
of data subjects to erasure and portability of their
personal data are guaranteed. In addition, the
controller must be able to demonstrate, for
example in response to a request from a public
authority, that the principles for the processing of
personal data (for example, data minimisation or
the purpose limitation principle) are complied with.

11.1 Measures for allowing data portability and
ensuring erasure may include

Deletion concept based on classification into
security requirement categories (see Section 3.2).

Separate storage of data pools collected for
different purposes or belonging to different
protection requirement categories.

Measures for separation control (see Section 8.3.).

Guidelines on the deletion of data.

11.2 Measures for ensuring accountability may
include
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Pravidelné hodnoceni proces( pro shromazdovani
adaju.

10.2 Opatieni k zajiSténi kvality dat mohou
zahrnovat

Procesy zaijistujici aktualizaci udaju.

Opatreni k zajiSténi permanentni integrity udaju
(viz Oddil 3.2).

Opatfeni k zajisténi schopnosti v€as obnovit
dostupnost osobnich udaja a pfistup k nim
v piipadé fyzického nebo technického incidentu
(viz Oddil 4.1).

Kontrola na vstupu (viz Oddil 8).

11 Umoznéni prenosnosti
vymazu a evidence dat

dat a zajisténi

Timto se rozumi opatfeni k zajisténi garance prava
subjektu udaju na vymaz a pfenosnost osobnich
Udaji. Dale musi byt spravce udaju schopen
prokazat napfiklad v odpovédi na zadost verejné
autority, Ze dodrzuje principy zpracovani osobnich
udaju (napf. minimalizace udaju nebo princip
omezeného ucelu).

11.1 Opatieni k zajiSténi pfenosnosti a vymazu
dat mohou zahrnovat

Koncept vymazani udajli zaloZzeny na klasifikaci do
kategorii podle pozadavkd na zabezpeceni (viz
Oddil 3.2).

Oddélené uchovavani soubort udaju
shromazdénych pro rdzné ucely nebo patficich do
rdznych kategorii ochrany.

Opatreni pro separatni kontrolu (viz Oddil 8.3).
Pokyny pro vymaz udaju.

11.2 Opatieni evidence mohou

zahrnovat

k zajisténi

50/51

CONFIDENTIAL



KRT-232-115

Logging of measures taken to address inquiries
from data subjects or supervisory authorities.

Regular updating of the protocols on the measures.

12 Internal IT and IT security governance and
management

This means measures that ensure the existence of
structures under which the processing of personal
data does not lead to increased risks for the data
subjects. This includes data-saving structures and
processes that guarantee a constant or increasing
quality of the processes and systems used.

12.1 Measures for internal IT and IT security
governance and management may include

Regular training of the staff employed
(management and other internal and external staff)
in accordance with the principle to ensure integrity
and confidentiality of data processing (at least once
ayear).

Guidelines for the handling of personal data.

Regular training of employees in the handling of
personal data and data-processing systems.

12.2 Measures for certification/assurance of
processes and products may include

Use of recognized certificates for IT processes, if
available (e.g. ISO certifications).

Guideline on the quality of hardware and software
used for processing of personal data.

If the party engages sub-processors, the party shall
impose the same or no less stringent technical and
organisational measures on the processing by
these engaged sub-processors.

CTA Template, General, 04-JUL-2021
Approved, 27-NOV-2023

V$eobecna fakultni nemocnice v Praze

Zaznam opatfeni pfijatych k feSeni dotazl
vznesenych subjekty udaji nebo dohlizejicimi
Urady.

Pravidelna aktualizace protokolu opatfeni.

12 Interni IT a zajiSténi a kontrola zabezpeceni
IT

Timto se rozumi opatfeni k zajisténi existence
struktury, dle které zpracovani osobnich udaju
nevede ke zvySeni rizika pro subjekty udaji. Tato
opatfeni zahrnuji struktury pro ukladani udaju a
procesy garantujici konstantni nebo zvySujici se
uroven kvality pouzivanych proces( a systému.

12.1 Opatieni pro interni IT a zajisténi a
kontrolu zabezpeceni IT mohou zahrnovat

Pravidelna Skoleni zaméstnancli (vedeni a dalsi
interni i externi personal) v souladu s principem
zajisténi  integrity a miCenlivosti ohledné
zpracovani udaju (alespon jednou ro¢neé).

Pokyny pro nakladani s osobnimi (daji.

ohledné
pro

zameéstnancl
udaji a systému

Pravidelna Skoleni
nakladani s osobnimi
zpracovani udaj.

12.2 Opatreni pro certifikaci/zajiSténi procest a
produkti mohou zahrnovat

Pouziti renomovanych certifikatll pro IT procesy,
pokud jsou k dispozici (napf. certifikace 1SO).

Pokyn ohledné kvality hardwaru a softwaru
pouzitého pro zpracovani osobnich udaju.

Pokud strana angazuje dilCi zpracovatele udajq, je
povinna jim ulozit stejna ¢i neméné pfisna
technickda a organizaCni opatfeni tykajici se
zpracovani udajl, na néz byli tito dilci zpracovatelé
angazovani.
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