5 SMLOUVA
Cislo protokolu: F. Hoffmann-La Roche Ltd
GB44332

TUTO SMLOUVU uzaviraji sucinnosti od
uvefejnéni smlouvy v registru smluv (ddle jen
,datum ucinnosti”’), smluvni strany:

F. Hoffmann-La Roche Ltd

se sidlem Grenzacherstrasse
4070 Basilej, Svycarsko

(dale jen ,,Zadavatel”)

124

a

PPD Investigator Services LL.C

se sidlem 929 North Front St, Wilmington, NC
28401, USA

(déle jen ,,PPD”),

jednajici vlastnim jménem a jako nezdvisly
dodavatel jménem Zadavatele

a

FAKULTNI
KRALOVE
se sidlem: Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Krélové, Ceska republika,
zastoupena MUDr. AleSem Hermanem, Ph.D.,
feditelem, fadné opravnénym zastupcem, ktery
mize jménem poskytovatele uzavirat smluvni
zavazky

1CO: 00179906, DIC: CZ00179906

(déle jen ,,Poskytovatel”)

NEMOCNICE HRADEC

a

s adresou vykonu zamé&stnani Fakultni nemocnice
Hradec Kralové, Plicni klinika, Sokolska 581, 500
05 Hradec Kridlové — Novy Hradec Kralové,
Ceska republika

(dale jen ,,ZkouSejici”)

(dale oznacovana jako ,,Smlouva”) k provedeni
tohoto klinického hodnoceni:

&islo protokolu: GB44332 s nazvem [ (dile
jen ,,Klinické hodnoceni”)

Tato Smlouva podepsana s tim, ze

GB44332_50A 20Dec23 PPD/JJJ FnuK

byla

STATEMENT OF AGREEMENT
Protocol number: F. Hoffmann-La Roche Ltd
GB44332

THIS AGREEMENT, made effective on the date
of the Contract Register publication (“Effective
Date”), by and between:

F. Hoffmann-La Roche Ltd
located at Grenzacherstrasse 124
4070 Basel, Switzerland
(“Sponsor”)

and

PPD Investigator Services LLC

located at 929 North Front St, Wilmington, NC
28401, USA

(“PPD”)’

acting on its behalf and as an independent
contractor on behalf of Sponsor

and

FACULTY
KRALOVE
located at Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Czech Republic

represented by AleS Herman, MD, Ph.D.,
director, a duly authorized representative with
authority to contract on behalf of the Institution
ID: 00179906, VAT: CZ00179906
(“Institution”)

HOSPITAL HRADEC

and

with his/ offices located at Faculty Hospital
Hradec Kralové, Pulmonary Clinic, Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Kralové,
Czech Republic
(“Investigator”)

(“Agreement”) for the conduct of the following
clinical trial:

Clinical Trial Protocol No: GB44332 with

title: [l (<Trial”)

The Agreement has been signed with the
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zaméstnanec Poskytovatele [JJj bude jmenovin
Zkousejicim, ktery bude za Poskytovatele osobné
odpovédny za provadéni nize popsané¢ho
Klinického hodnoceni. Pokud Zkousejici nemuze
Klinické hodnoceni provadét nebo v ném
pokracovat, mize PPD od této Smlouvy
s okamZitou u¢innosti a bez dalSich zavazkl
odstoupit.

1.0 Uvod

PPD byla Zadavatelem fadné zplnomocnéna
k plnéni urcitych povinnosti Zadavatele v ramci
provadéni  Klinického hodnoceni v souladu
s podminkami této Smlouvy a k uzavirdni smluv o
klinickém  hodnoceni se  zdravotnickymi
zafizenimi a zkouSejicimi. PPD a Zadavatel jsou
potéSeni, ze Poskytovatel a Zkousejici souhlasili
sucasti vtomto Klinickém hodnoceni. Tato
Smlouva stanovi podminky platné pro provadéni
Klinického hodnoceni.

2.0 Provadéni Klinického hodnoceni

2.1 Poskytovatel a ZkouSejici zarucuji, Ze
maji potfebné zkuSenosti, zpusobilost,
dostatecny pocet subjekti a zdroje
k profesiondlnimu a odbornému provedeni
Klinického hodnoceni, a Ze Poskytovatel a
ZkouSejici pln€ znaji platné predpisy; dale
se Poskytovatel a ZkouSejici zavazuji, Ze
se nebudou podilet na zadném jiném
klinickém hodnoceni, které by jim svou
povahou branilo v plnéni povinnosti
vramci Klinického hodnoceni dle této
Smlouvy.

2.2 Poskytovatel a ZkouSejici se zavazuji
provadét Klinické hodnoceni v souladu s:

2.2.1 Protokolem ¢islo GB44332 pod

nizvem ] ” (dale
oznacovanym jako ,,Protokol”) a
veskerymi  jeho  néslednymi
zmeénami schvalenymi

Zadavatelem, PPD a a regulacnim
GB44332_50A 20Dec23 PPD/JJ FnuK

understanding that employee of Institution [JJj
shall be appointed as the Investigator being
personally responsible on behalf of the Institution
for the performance of the Trial described below.
If Investigator is not available or becomes
unavailable to perform the Trial, PPD may
terminate this Agreement immediately without
further liability.

1.0 Introduction

PPD has been duly authorized by Sponsor, to
carry out certain obligations of the Sponsor in the
conduct of this Trial, consistent with the terms of
this Agreement, and to enter into clinical trial
agreements with institutions and investigators.
PPD and Sponsor are pleased that Institution and
Investigator have agreed to participate in this
Trial. This Agreement sets forth the terms and
conditions applicable to the conduct of this Trial.

2.0 Trial Conduct

2.1 Institution and Investigator warrant that
they have the experience, capabilities,
adequate subject population and resources
to conduct the Trial in a professional and
competent manner, and that Institution
and Investigator are fully aware of
applicable  regulations;  furthermore,
Institution and Investigator agree that they
will not participate in any other trial that
by its nature will prevent Institution and
Investigator  from  fulfilling  their
obligations in the Trial hereunder.

2.2 Institution and Investigator agree to carry
out the Trial in accordance with:

2.2.1 Protocol number GB44332
entited “Jf” (the “Protocol”)
and any subsequent amendments
thereto approved by the Sponsor,

PPD and regulatory authority
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222

223

ufadem

Vsemi platnymi  zédkony a
predpisy, mimo jiné vcetné téch,
které se tykaji lidského vyzkumu a
ochrany osobnich 1udaji, a to
zejména zakonem ¢. 378/2007
Sb.,, o 1éCivech, ve znéni
pozdéjsich pfedpisti, nafizenim
Evropského parlamentu a Rady
(EU) ¢. 536/2014 ze dne 16.
dubna 2014 o  klinickych
hodnocenich humannich 1écivych
ptipravkl, zakonem ¢. 372/2011
Sb., o zdravotnich sluzbach, a
vyhlaskou ¢. 226/2008 Sb., ve
znéni pozdéjsich piredpisi, kterou
se stanovi Spravnd klinickd praxe
a bliz§i podminky klinického
hodnoceni 1é¢ivych pfipravkd,
vyhlaskou ¢. 463/2021 Sb., o
blizSich podminkéch provadéni
klinického hodnoceni humannich
lécivych  piipravkd, jakoz i
veskerou narodni legislativou,
evropskymi natizenimi a ptedpisy
ohledné¢ ochrany osobnich udaj,

jak byly implementovidny na
narodni Grovni zakonem ¢.
110/2019 Sb.,, o zpracovani
osobnich udaj, zejména
Natizenim Evropského
parlamentu a  Rady (EU)

2016/679 ze dne 27. dubna 2016
o ochrané¢ fyzickych osob v
souvislosti ~ se  zpracovinim
osobnich udaji a o volném
pohybu téchto daji (GDPR). Pro
vylouceni pochybnosti Smluvni
strany uvadi, ze novelizace
uvedenych pravnich ptedpisti neni
davodem pro uzavieni dodatku ke
Smlouveé, ledaze se takovou
novelizaci zasadn¢ méni prava a
povinnosti Smluvnich stran dle
této Smlouvy.

Pokyny pro spravnou klinickou

praxi (GCP) vydanymi
Mezindrodni konferenci 0
harmonizaci (ICH) technickych

GB44332_50A 20Dec23 PPD/JJ FnuK

2.2.2 all applicable laws and regulations,

223

including but not limited to those
related to human research and data
protection; in particular Act No.
378/2007 Coll., on medicinal
products, as amended, Regulation
(EU) No. 536/2014 of the
European Parliament and Council
of April 16, 2014 on clinical
evaluations of human medicinal
products, Act No. 372 /2011 Coll.,
on health services, and Decree No.
226/2008 Coll., as amended, which
establishes Good Clinical Practice
and detailed conditions for the
clinical evaluation of medicinal
products, by Decree No. 463/2021
Coll., on detailed conditions
conducting the clinical evaluation
of human medicinal products, as
well as all national legislation,
European regulations and
regulations regarding the
protection of personal data, as
implemented at the national level
by Act No. 110/2019 Coll., on the
processing of personal data, in
particular by the Regulation of the
European Parliament and of the
Council (EU) 2016/679 of 27 April
2016 on the protection of natural
persons in connection with the
processing of personal data and on
the free movement of such data
(GDPR) For the avoidance of
doubt, the parties state that the
amendment/ revision of the
aforementioned legal regulations is
not a reason for concluding an
amendment to the Agreement,
unless such amendment/ revision
fundamentally changes the rights
and obligations of the parties under
this Agreement.

the Guideline for Good Clinical
Practice (GCP) of the International
Conference on Harmonization
(ICH) of Technical Requirements
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pozadavka na registraci
humannich 1éCivych ptipravki a
jinymi obecné pfijimanymi pokyny
ICH, Evropskych spolecenstvi
nebo piislugnych organt Ceské

republiky  (Statni  dstav  pro
kontrolu 1éCiv, dale oznaCovany
jako “SUKL”), a

2.2.4. Podminkami této Smlouvy.

2.3 V pfipadé rozporu mezi Protokolem a
touto  Smlouvou maji v klinickych
zalezitostech prednost ustanoveni
Protokolu a v ostatnich zalezitostech maji
prednost ustanoveni této Smlouvy.

3.0 Nabyti ucinnosti a doba platnosti

Smlouvy

3.1 Tato Smlouva nabyva ucinnosti k Datu
ucinnosti a zGstava v platnosti a
ucinnosti do dokonceni Klinického
hodnoceni nebo zaniku Smlouvy dle ¢l
17.0 této Smlouvy.

32 Klinické hodnoceni bude zahdjeno,

jakmile Poskytovatel a ZkouSejici ziskaji
souhlasné stanovisko regulacniho ufadu.
Odhaduje se, Ze ndbor pacientli bude u
Poskytovatele zahdjen v [JJJa jeho
ukonéeni se odhaduje v | dokonceni
celého Klinického hodnoceni se odhaduje
do M Piedpoklada se, 2z u
Poskytovatele bude do  Klinického
hodnoceni zatazeno [} jelikoz je viak
zafazovani do Klinického hodnoceni
kompetitivni, Poskytovatel souhlasi s tim,
7ze bude informovat spole¢nost PPD,
pokud Zkousejici bude zamyslet zaradit
vice nez [} Pokud se v pribéhu
Klinického  hodnoceni  ukaze, ze
Poskytovatel a ZkouSejici nebudou
schopni Klinické hodnoceni dokoncit ve
stanoveném terminu, Poskytovatel a
Zkousejici o tom neprodlené¢ vyrozumi
PPD, aby se mohla piipadné¢ zafidit jinak.
Poskytovatel a Zkousejici se maximalné

GB44332_50A 20Dec23 PPD/ [ rnuK

23

3.0

3.1

3.2

for the Registration of
Pharmaceuticals for Human Use
and with other generally accepted
applicable Guidelines of the ICH,
or the European Community or
any appropriate Czech Republic
authority or body (State Institute
for Drug Control, hereinafter
referred to as “SUKL”); and

2.2.4. the terms of this Agreement.

In the event of a conflict between the
Protocol and this Agreement, the terms of
Protocol will govern with regard to all
clinical matters and the terms of this
Agreement will govern in other matters.

Commencement and Duration

This Agreement will begin on the
Effective Date and shall continue until
completion or until terminated in
accordance with the provisions in
Section 17.0 below.

The Trial will be initiated as soon as
Institution and Investigator have received
appropriate  approval of  regulatory
authority. Patient recruitment at the
Institution is estimated to start in [JJfand
estimated to be completed by [l the
entire Trial is estimated to be completed
by [l 1t is expected that | patients
will be enrolled at the Institution;
however, as enrolment of patients within
the Trial is competitive, Institution agrees
that PPD will be notified if Investigator
intends to enrol more than [} If, during
the Trial, it becomes apparent that
Institution and Investigator will not be
able to complete the Trial on schedule,
Institution and Investigator will notify
PPD immediately, as it may be necessary
to make alternative arrangements.
Institution and Investigator will use best
efforts in exercising independent medical
judgement as to the compatibility of each
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3.3

34

3.5

4.0

4.1

vynasnazi pouzivat nezavisly Iékarsky
usudek, pokud jde o miru, do jaké kazdy
pacient vyhovuje pozadavkiim Protokolu.

Smluvni strany souhlasi s tim, zZe zvysSeni
naboru zafazenych pacientii nad pocet
I bude vyzadovat pisemné ozndmeni
od Zkousejictho a pisemné potvrzeni
a schvaleni ze strany spolecnosti PPD
nebo Zadavatele, Ze nabor muze
pokracovat.

Smluvni strany vyslovné souhlasi s tim,
Ze pro upravu poctu pacientii zarazenych
u Poskytovatele nebude vyzadovan
formalni dodatek k této Smlouvée.

Po dokonceni nebo ukonceni Klinického
hodnoceni Poskytovatel a ZkousSejici
zpracuji veSkeré zpravy o Klinickém
hodnoceni, jak jsou stanoveny PPD nebo
Zadavatelem. Platby Poskytovateli zdvisi
na vcasném piedlozeni zprav a/nebo
udajii spolecnosti PPD nebo Zadavateli.

Financ¢ni podpora 4.0

Zadavatel  prostfednictvim  PPD
poskytne finan¢ni podporu na
provadéni  Klinického hodnoceni
v souladu s podminkami Protokolu a
tak, jak je stanoveno v rozpoctu,
ktery tvoii Pfilohu A a nedilnou
soucast této Smlouvy (dale jen
,Rozpocet”). Poskytovatel a

Zkousejici souhlasi s tim, Ze veSkeré

platby PPD v souvislosti s timto
Klinickym  hodnocenim  budou
hrazeny piimo Poskytovateli

v souladu s touto Smlouvou, a PPD
nebude hradit zadné dalsi platby
ZkouSejicimu. Veskeré castky, na
které Poskytovateli nebo
Zkousejicimu dle této Smlouvy
nevznikl ndrok, avSak byly jiz

GB44332_50A 20Dec23 PPD/ [ rnuK

patient with the Protocol requirements.

3.3 The parties agree that an increase
in enrolment beyond [Jpatients
will require written notification
from the Investigator and written
confirmation and approval from
PPD or Sponsor that enrolment
should continue.

34  The parties explicitly agree that a
formal amendment to this
Agreement will not be necessary
to adapt the number of patients
recruited at Institution.

3.5 Upon completion or termination
of the Trial, Institution and
Investigator will prepare any and
all Trial reports as specified by
PPD or Sponsor. Payments to
Institution are dependent on the
reports and/or data  being
submitted to PPD or Sponsor in a
timely manner.

Financial Support

4.1 Sponsor, through PPD, will provide

the financial support for the conduct
of the Trial in accordance with the
terms of the Protocol and as set forth
in the budget attached hereto and
incorporated herein by reference as
Exhibit A (the “Budget”) to this
Agreement. Institution and
Investigator agree that all payments
by PPD in connection with the Trial
shall be made payable directly to
Institution in accordance with the
terms hereunder, and no separate
payments shall be made by PPD to
Investigator. Any amounts not due to
the Institution or Investigator pursuant
to this Agreement, but already paid,
shall be returned to PPD without
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4.2

uhrazeny, musi byt vraceny PPD bez
vyzadani do jednoho (1) mésice od
nav§ttvy PPD  pfi  uzavieni
studijniho centra. V piipadé
predCasného zaniku Smlouvy je
dastka, ktera bude na zaklad€ této
Smlouvy uhrazena, omezena na
pomeérné kracenou odménu.
Poskytovateli a  ZkouSejicimu
nebudou uhrazena Zzadnd plnéni
provedend za ucelem provadéni
Klinického hodnoceni, ktera budou
posouzena jako poruSeni Protokolu
nebo této Smlouvy nebo odchyleni
se od nich.

Poskytovatel a ZkousSejici timto
berou na védomi a souhlasi s tim,
ze veskeré platby, na které vznika
narok dle této Smlouvy, jsou platby
prevadéné od Zadavatele, a ze PPD
nema na zdkladé¢ této Smlouvy
zadnou platebni povinnost, dokud
PPD tyto platby neobdrzi od
Zadavatele. PPD se v mife, jakou
od ni lze spravedlivé poZadovat,
vynasnazi zajistit v€asné obdrzeni
prabéznych plateb od Zadavatele.

6B44332_50A 20Dec23 PPDJJ FnuKk

4.2

demand within one (1) month of the
site close-out visit by PPD. In the
event the Agreement is terminated,
the sum payable under this Agreement
will be limited to prorated fees.
Institution and Investigator will not
be paid for any services performed
for the conduct of the Trial that are
deemed violations of or deviations
from the Protocol or this Agreement.

Institution and Investigator hereby
acknowledge and agree that
payments due under this
Agreement are pass-through
payments from Sponsor and that
PPD shall have no payment
obligations hereunder until such
time as said payments are
received by PPD from Sponsor.
PPD shall exercise reasonable
efforts to ensure timely receipt of
pass-through  payments from
Sponsor.
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4.3

5.0

Duavérné

Poskytovatel a Zkousejici prohlasuji,
7ze odmeéna, kterou obdrzi dle této
Smlouvy, neni vyssi nez bézna trzni
hodnota sluzeb, které Poskytovatel
a ZkousSejici poskytuji, a ze
Poskytovatel ani Zkousejici
nedostavaji zadné platby za ucelem
podnitit Poskytovatele nebo
Zkousejiciho k nédkupu nebo
predepisovani  jakychkoli  léCiv,
zafizeni nebo vyrobki.
Poskytovatel a  ZkouSejici  se
zavazuji, ze  Poskytovatel a
Zkousejici  nebudou  zaddnému
pacientovi, pojiStovné ani stdtnimu
organu uctovat zadné polozky,
navstévy, sluzby nebo vydaje, které
poskytne nebo uhradi PPD nebo
Zadavatel. Poskytovatel a
Zkousejici se dale zavazuji, ze
zadnému statnimu Ufednikovi ani
zastupci nepiedaji zddné penize ani
hodnotné véci s cilem nedovoleného
ovliviiovani ukont statni spravy.

informace a duSevni

vlastnictvi

5.1.

Poskytovatel, jeho zaméstnanci a
zastupci,  zeyjména  ZkousSejici,
nevyzradi zadné treti osobé udaje,
zdznamy ani jiné informace (dale
souhrnné oznacované jako
,Informace*) predané¢ Poskytovateli
nebo ZkouSejicimu Zadavatelem
nebo PPD ¢i vytvofené v ramci
Klinického hodnoceni, ani je
nepouziji kjinym ucelim nez je
provadéni Klinického hodnocenti,
bez ptedchoziho pisemného
souhlasu Zadavatele (ptipadné¢ PPD).
Tyto Informace ziistavaji tajnym a
divérnym vlastnictvim Zadavatele a
budou vyzrazeny pouze
Zkousejicimu a t€ém zaméstnancim
Poskytovatele, kteti je potiebuji
znat. Tyto povinnosti utajeni trvaji

GB44332_50A 20Dec23 PPD/JJ FnuK

4.3

Institution and Investigator agree
that the compensation received
under this Agreement does not
exceed the fair market value of
the services Institution and
Investigator are providing, and
that no payments are being
provided to Institution and
Investigator for the purpose of
inducing Institution or
Investigator to purchase or
prescribe any drugs, devices or
products. Institution and
Investigator agree that Institution
and Investigator will not bill any
patient, insurer, or governmental
agency for any items, visits,
services or expenses provided or
paid for by PPD or Sponsor.
Institution and Investigator further
agree that Institution and
Investigator will not provide any
money or item of value to any
government official or
representative  to  improperly
influence government actions.

5.0 Confidential Information and
Intellectual Property
5.1. Institution and its employees and

agents, including but not limited
to the Investigator, shall not
disclose to any third party or use
for any purposes other than for the
performance of the Trial, any
data, records or other information
(hereinafter, collectively
"Information") disclosed to
Institution and Investigator by
Sponsor or PPD or generated as a
result of this Trial, without the
prior written consent of Sponsor
(or PPD as the case may be).
Such Information shall remain the
confidential and  proprietary
property of Sponsor and shall be
disclosed only to Investigator and
Institution employees or agents
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po dobu deseti (10) let po dokonceni
Klinického hodnoceni, povinnost
nevyzrazeni se vSak nevztahuje na
tyto Informace:

5.1.1 Informace, které jsou vetejné
dostupné nebo se jimi stanou
bez zavinéni Poskytovatele ¢i

ZkousSejiciho;
5.1.2 Informace, které
Poskytovateli a/nebo

ZkouSejicimu  preda  treti
osoba, kterd je opradvnéna
takové informace predavat;

5.1.3 Informace, které
Poskytovatel a/nebo
ZkouSejici jiz znaji, jak

vvvvvv

dokazuji  jejich  diivée)si

pisemné zaznamy, za
podminky, Ze o tom
Poskytovatel a/nebo
Zkousejici vyrozumi

Zadavatele (popf. PPD) do
dvaceti (20) dnli od piedani
ptislusnych Informaci
Poskytovateli a/nebo
ZkouSejicimu ze strany PPD
nebo Zadavatele;

5.14 Informace piedavané
stitnimu orgdnu nebo na
zaklad¢ prikazu vydaného
pfislusSnym  soudem, za
podminky, ze a) vyzrazeni
informaci podléha veskeré
dostupné statni nebo soudni
ochran¢ pro dany typ
materidlii; b) Zadavatel je
vyrozumen pfiméfenou
dobu predem; a ¢)
Poskytovatel a ZkouSejici
pfijmou kroky, jaké od nich
lze spravedlivé pozadovat,

GB44332_S0A 20Dec23 PP/ |/ inmK

who have a “need to know”.
These confidentiality obligations
shall continue until ten (10) years
after completion of the Trial, but
the obligation of nondisclosure
shall not apply to the following
Information:

5.1.1 Information that is or
becomes publicly
available through no fault
of Institution or
Investigator;

5.1.2 Information that is
disclosed to Institution
and/or Investigator by a
third party legally entitled
to disclose such
information;

5.1.3 Information that is already
known to Institution and/or
Investigator as shown by
its prior written records,
provided Institution and/or
Investigator so  advise
Sponsor (or PPD as the
case may be) within
twenty (20) days after
disclosure of the
Information to Institution
and/or Investigator by PPD
or Sponsor;

5.1.4 Information disclosed to a
government authority or
by order of a court of
competent  jurisdiction,
provided that a) such
disclosure is subject to all
applicable governmental
or judicial protection
available for like material;
b) reasonable advance
notice is given to
Sponsor; and c) Institution
and Investigator  take
reasonable steps to limit

Strana/Page 8 z/of 52



55

5.2

5.3

54

aby rozsah piredavanych
informaci omezili.

S veskerymi informacemi
obsahujicimi osobni udaje je tieba
nakladat v souladu s platnymi
predpisy, zejména se zadkonem ¢.
525/2004 Sb. o ochrané osobnich
udaji, ve znéni  pozdgjsich
predpist, a 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 udaji
(obecné  nafizeni o  ochrané
osobnich udaji).

O veskerych vynalezech a objevech
(bez ohledu na to, zda mohou byt
predmétem patentu), inovacich,

ndvrzich, ndpadech a zpravich
vytvofenych  nebo  vyvinutych
Poskytovatelem €1 ZkouSejicim

v rdmci Klinického hodnoceni bude
bezodkladn€ informovan Zadavatel,
a stavaji se vyhradnim vlastnictvim
Zadavatele. Na zadost a naklady
Zadavatele jsou Poskytovatel a
ZkouSejici  povinni  podniknout
takové kroky, jaké bude Zadavatel
povazovat za vhodné, k ziskani
patentu  nebo  jiné  ochrany
vlastnictvi vySe uvedeného na
jméno Zadavatele.

PPD ani Zadavatel touto Smlouvou
nepievadéji na Poskytovatele ani
Zkousejictho  prava  k Zddnému
patentu, autorskd prava ani jind
vlastnicka priva Zadavatele.

Po skonceni Klinického hodnoceni
budou veskeré materidly, informace
a udaje v drzeni Poskytovatele nebo
Zkousejiciho neprodlen¢ vraceny

GB44332_50A 20Dec23 PPD/JJJ FnuK

5.2

5.3

54

55

the scope of such
disclosure.

All  Information  containing
personal data shall be handled in
accordance with all applicable
law, including, but not limited to
the Czech Republic Personal
Data Protection Act (Act no.
525/2004 Coll., as amended) and
European Union General Data
Protection Regulation 2016/679.

Any inventions or discoveries
(whether patentable or not),
innovations, suggestions, ideas
and reports made or developed
by Institution or Investigator as a
result of this Trial shall be

promptly disclosed to Sponsor
and shall become the sole and
exclusive property of Sponsor.
Upon Sponsor's request and at
Sponsor’s expense, Institution
and Investigator shall take such
actions as Sponsor deems
necessary or appropriate to
obtain patent or other proprietary

protection in Sponsor's name
with respect to any of the
foregoing.

Neither PPD nor Sponsor shall
transfer to  Institution  or
Investigator by operation of this
Agreement any patent right,
copyright or other proprietary
right of Sponsor.

Upon termination of the Trial, all
such materials, information and
data in Institution or Investigator
custody, except as required for
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PPD, svyjimkou téch, jejichz archiving under ICH GCP and
archivaci ukladdd ICH GCP a applicable national and local
prislusné narodni ¢i mistni predpisy. regulations, shall be promptly
delivered to PPD.
6.0  Schvaleni regulatornich uiadi 6.0  Regulatory authorities Approval

Pted zahdjenim Klinick¢ého hodnoceni je Written approval for the conduct of the

nutno ziskat pisemné souhlasné rozhodnuti Trial, the terms of the Protocol and the

s provadénim  Klinického  hodnocenti, Informed Consent must be obtained from

schvdéleni textu Protokolu a informovaného regulatory  authorities via European

souhlasu  regulatornich  Ufadi  pfes centralized information system for clinical
evropsky  centralizovany  informacni trials (CTIS) . A copy of such approvals
systétm pro klinickd hodnoceni (CTIS). must be provided to PPD before release of

Kopie téchto souhlasi musi byt predany the investigational product will be

PPD dfive, nez bude povoleno vydani permitted. Such approvals must indicate

hodnoceného 1é¢iva. V kazdém souhlasu the date approval was given.

musi byt uvedeno datum jeho vydani.

7.0  HlaSeni nezidoucich piihod a 7.0  Adverse Event and Adverse Drug
nezadoucich ucinki 1é¢iv Reactions Reporting
7.1 Poskytovatel a ZkouSejici jsou 7.1 It is Institution and Investigator
povinni  hlasit veskeré zavazné responsibility to report any serious
nezddouci piithody (SAE) nebo adverse events (SAE) or serious
zavazné nezadouci UCinky 1éciv, jak adverse drug reactions as required
stanovi zdkon o 1écivech a Protokol. by the Act on Pharmaceutical
PPD musi byt o kazdém takovém Products and the Protocol. PPD
hlaSeni nebo zaméru jeho zaslani shall immediately be informed of
neprodlené vyrozumeéna. any such report or contemplated
report.

7.2 Poskytovatel a ZkouSejici jsou 7.2  Within 24 hours of first
povinni informovat PPD nebo knowledge of any  SAE,
Zadavatele o zavazné nezadouci Institution or Investigator must
piithodé do 24 hodin poté, co se o ni notify PPD or Sponsor in
dozvédi, dle Protokolu nebo pokynti accordance with the Protocol or
PPD ¢i Zadavatele. Plati to také pro as directed by PPD or Sponsor.
vSechny piihody, které mohou This applies also for any event
ovlivnit ~ bezpecnost ~ Ucastnikli that could affect the safety of the
Klinického hodnoceni nebo jeho Trial participants or the conduct of
provadéni. the Trial.

8.0  Monitorace 8.0  Monitoring
8.1 Klinické hodnoceni bude monitorovat 8.1 The Trial will be monitored by PPD (or

spole¢nosti PPD (nebo ptipadné
GB44332_50A 20Dec23 PPD/JJ FnuK

Sponsor as the case may be) and
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8.2

Zadavatel) a Poskytovatel
a Zkousejici 1ékat souhlasi s tim, ze
budou sPPD aZadavatelem pfi
monitorovdni klinického hodnoceni
v maximalni mife spolupracovat. Pfi
kazdé monitorovaci navstévé musi
byt vyhrazen dostateCny casovy
prostor k diskusi a opravam zaznamu
subjekti hodnoceni (CRF). CRF
budou citelné a budou vyplnény do
peti (5) pracovnich dnii od kazdé
navstévy pacienta nebo od udalosti,
ktera generuje udaje. Veskeré zadosti
spole¢nosti PPD o ovéteni, objasnéni
nebo opravu udajii uvedenych v CRF
museji byt vyfizeny do péti (5)
pracovnich dnti od piijeti takové
zadosti. Zadavatel a/nebo spolecnost
PPD si v pfipadé zavazného nebo
opakovaného nesplnéni ukolt
stanovenych timto c¢lankem 8.1
vyhrazuji pravo zadrzet platbu. Na
zakladé oznament zaslaného
s pfim¢fenym  ptedstthem umozni
Poskytovatel ~ a ZkouSejici  1ékar
spole¢nosti PPD a Zadavateli
provadét audit vSech Zéaznamu
tykajicich se klinického hodnoceni.

Poskytovatel a Zkousejici se zavazuji,
7ze povedou dostateCné zaznamy
tykajici se identifikace subjektd,
klinickych zjisténi, laboratornich testti
a evidence pfijmu a vydeje 1éCiva.
Jsou-li jakdkoli zdrojova data vedena
pouze v pocitaci, Poskytovatel a
Zkousejici se zavazuji vSechny udaje
o pacientech relevantni pro Klinické
hodnoceni za 1ucelem kontroly
zdrojovych dat vytisknout. Tyto
vytisky podepiSe a opatii datem
zastupce Poskytovatele nebo
ZkousSejici a budou archivovany jako
zdrojova dokumentace. Poskytovatel
a ZkousSejici umozni ptimy pfistup ke
zdrojové dokumentaci a dalSim
zdznamim pacientll potfebnym pro
ucely kontroly a auditu. Poskytovatel
a ZkouSejici zaruCuji, ze jsou dle
zakona opravnéni piedavat klinické

GB44332_50A 20Dec23 PPD/JJ FnuK

8.2

Institution and Investigator agree to
cooperate with PPD and Sponsor in all
efforts to monitor the Trial. A reasonable
amount of time must be set aside at each
monitoring visit for discussions and to
make corrections to the case record
forms (CRF). CRFs will be legible and
completed within five (5) business days
of each patient visit or data generating
event. Any requests by PPD for
verification, clarification or correction of
data furnished on a CRF must be
provided within five (5) business days of
receipt of such request. Sponsor and/or
PPD reserves the right to withhold
payment in case of significant or
repeated failure to perform the tasks set
forth in this Section 8.1. Institution and
Investigator shall allow PPD and
Sponsor to audit all Trial related records
upon reasonable advance notice.

Institution and Investigator agree to
maintain adequate records with respect
to  subject identification, clinical
observations, laboratory tests and drug
receipt and disposition. If any source
data are kept on computer files only,
Institution and Investigator agree to
make print-outs of all patients’ data
relevant for the Trial for the purpose of
source data verification. These print-outs
will be signed and dated by an
Institution representative or Investigator
and retained as source documents.
Institution and Investigator will allow
direct access to source documents and
other patient records needed for
monitoring, audit and inspection
purposes. Institution and Investigator
warrant that Institution and Investigator
have the legal authority to share the
clinical data and Trial-related records
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10.1 Smluvni strany jsou

udaje a zdznamy a informace tykajici
se Klinického hodnoceni PPD a
Zadavateli.

Hodnocené 1é¢ivo

Poskytovatel a ZkouSejici  jsou
povinni pouzivat Hodnocené 1écivo a
veskeré srovnavaci pripravky
poskytnuté v souvislosti s Klinickym
hodnocenim vyhradné¢ pro tucely
Klinického hodnoceni. Poskytovatel a
Zkousejici  jsou  odpovédni za
zabezpeCeni a evidenci  vSech
hodnocenych  léCiv, =zafizeni a
materidl  souvisejicich s Klinickym
hodnocenim. Poskytovatel a
ZkousSejici se zavazuji nepouzitd
hodnocend 1é¢iva, zafizeni a materialy
souvisejici s Klinickym hodnocenim
vratit po  skonCeni  Klinického
hodnoceni nebo v intervalech
uréenych PPD nebo Zadavatelem.
Hodnoceny 1é¢ivy ptipravek bude
doddvan do nemocni¢ni 1ékarny
¢.20, vzdy v Ttadné zabalenych
obalech ur¢enych pro hodnoceny
1écivy ptipravek a oznaceny Vv
souladu s platnymi pravnimi
predpisy.

10.0 Ochrana osobnich udaji / Zverejnéni

povinny
dodrZzovat a zajistit, aby vSechny
fyzické 1 prdvnické  osoby
poskytujici plnéni jejich jménem
dodrzovaly vSechny platné zakony,
pravidla, ptedpisy a pokyny ve véci
ochrany osobnich udaji a Iékatrského
tajemstvi,  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 udajia (obecné
nafizeni o ochran¢ osobnich udajt) a
piipadn¢ dodatek ke zpracovani dat
pfipojeny k tomuto dokumentu a
zaClenény zde odkazem jako ptiloha
B.

GB44332_50A 20Dec23 PPD/JJ FnuK

9.0

10.0

10.1

and information with PPD and Sponsor.

Investigational Product

Institution and Investigator shall use the
investigational ~ product and any
comparator  products provided in
connection with the

Trial solely for the purpose of the Trial.
Institution  and  Investigator  are
responsible for the security and
accountability of all investigational
products, devices and Trial-related
materials. Institution and Investigator
agree to return or destroy unused
investigational products, devices and
Trial-related materials at the end of the
Trial, or at intervals, as directed by PPD
or the Sponsor.

The investigational product will be
delivered to the hospital pharmacy No
20, always in properly packed
packaging intended for the
investigational product and labeled in
accordance with applicable law.

Data Privacy / Publicity

The Parties shall comply and shall
require any of the persons or entities
performing services on their behalf to
comply, with all applicable laws, rules,
regulations, and guidelines governing
the privacy of personal data and patient
health information, including without
limitation, European Union General
Data Protection Regulation 2016/679
and, as applicable, the Data Processing
Addendum  attached hereto and
incorporated herein by reference as
Exhibit B.
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10.2

10.3

10.4

Pfed Klinickym hodnocenim a
vjeho pribéhu mulze Zadavatel
a/nebo PPD shromazd’ovat osobni
udaje (jak jsou definovany v
platnych pravnich ptedpisech o
ochran¢ osobnich udaji) tykajici se
Zkousejictho a zaméstnancti nebo
jiného persondlu Poskytovatele a
Zkousejiciho (dale jen ,,Osobni
udaje centra®). Zadavatel by byl
spravcem téchto Osobnich tudaja
centra. Kromé¢ toho, pokud PPD
bude nakladat s  jakymikoli
Osobnimi udaji centra podle této
Smlouvy jako spravce udaji, pak
bude spolecnost PPD také spravcem
téchto Osobnich udaji centra v
rozsahu tohoto nakladéni.

Poskytovatel 1 ZkouSejici berou na
védomi, ze Zadavatel pouziva a
zpracovava Osobni udaje centra, a
Zkousejici souhlasi s tim, Ze poskytne
vSem zaméstnancim a personalu
zapojenym do Klinického hodnoceni
oznameni o ochrané osobnich udaji
(ve form& poskytnuté Zadavatelem),
které uvadi, jak Zadavatel pouziva a
zpracovava Osobni udaje centra, pred
tim, neZ se zaméstnanci a personal
zapoji do Klinického hodnoceni.

PPD a Zadavatel mohou pouzivat
védecké, 1ékarské a jiné publikované
¢lanky uvadéjici nazev Poskytovatele
a/nebo jméno Zkousejiciho,
odkazovat na n¢ a §ifit jejich pfetisky

vsouladu se vSemi platnymi
autorskoprdvnimi  pfedpisy, za
podminky, ze toto pouziti

nepredstavuje podporu Poskytovatele

nebo  ZkouSejictho pro  Zadny
komeréni vyrobek nebo sluZzbu.
Poskytovatel  a/nebo  ZkouSejici

nevyzradi existenci této Smlouvy ani
svou spolupraci s PPD nebo
Zadavatelem, ani nepouziji ndzev
Zadavatele nebo PPD v Zadném
tiskovém prohlaseni, c¢lanku nebo

GB44332_50A 20Dec23 PPD/J FnEK

10.2

10.3

10.4

Prior to and during the course of the
Trial, Sponsor and/or PPD may collect
personal data (as defined by applicable
data protection legislation) relating to
the Investigator and the staff or other
personnel of the Institution and
Investigator (“Site Personal Data”).
Sponsor would be the data controller
for such Site Personal Data.
Additionally, if PPD deals with any
Site Personal Data wunder this
Agreement in the manner of a data
controller then PPD shall also be a data
controller of such Site Personal Data, to
the extent of such dealings.

Institution and Investigator each
acknowledge the use and processing of
Site Personal Data by the Sponsor, and
Investigator agrees to provide to all
staff and personnel involved in the
Trial a privacy notice (in a form
provided by Sponsor) which sets out
how the Sponsor uses and processes the
Site Personal Data, prior to such staff
and personnel’s involvement in the
Trial commencing.

PPD and Sponsor may use, refer to and
disseminate reprints of scientific, medical
and other published articles which disclose
the name of Institution and/or Investigator
consistent with all applicable copyright
laws, provided such use does not constitute
an endorsement of any commercial
product or service by Institution or
Investigator. Institution and/or
Investigator shall not disclose the
existence of this Agreement or its
association with PPD or Sponsor or use the
name of Sponsor or PPD in any press
release, article or other method of
communication with the general public,
without the express prior written approval
of the party whose name is the subject of
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10.5

jiném prostredku komunikace
s vefejnosti, bez vyslovného
predchoziho pisemného souhlasu

strany, jejiz nazev ma byt zvefejnén.

Déale mtize PPD a Zadavatel pouzit
kontaktni tdaje Poskytovatele a
Zkousejictho a statut Klinického
hodnoceni ve zvlaStnich bulletinech
tykajicich se Klinického hodnoceni a
na internetové siti  pro Ucely
provadéni tohoto Klinického
hodnoceni. Bulletiny mohou byt
rozesilany vSem zOcastnénym
centrim, a Uudaje zvefejnéné na
internetu jsou za ucelem poskytnuti
informaci o Klinickém hodnoceni
potencidlnim pacientim, aby mohli
zucCastnéna centra kontaktovat.

11.0 Souhlas pacienta

11.1 Od kazdého pacienta zafazené¢ho do

Klinického hodnoceni musi byt pred

zahajenim jakychkoli ukonil
souvisejicich s Klinickym
hodnocenim  ziskdn informovany

souhlas dle nafizeni Evropského
parlamentu a Rady ¢. 536/2014, o
klinickych hodnocenich huménnich
lé¢ivych piipravka. Pravidlem PPD
je ziskani pisemného informovaného
souhlasu ve vSech ptipadech. Metoda
vysvétleni pacientovi a ziskdni jeho
souhlasu musi byt v souladu s pokyny
etické komise a je odpovednosti
Zkousejiciho. Jednu kopii
informovaného souhlasu pacienta
obdrzi pro sebe kazdy pacient.
Informovany souhlas je nutny rovnéz
pro pouziti a uchovavani udaji o
pacientech. Formuladf informovaného
souhlasu musi davat PPD, Zadavateli
a jeho zastupciim, spolupracovnikiim
a dalSim tfetim osobam, vcetné
statnich organd, které se v souladu se
zakonem podileji na Klinickém
hodnoceni nebo jeho vyhodnoceni,
pravo na plny piistup k udajim

GB44332_50A 20Dec23 PPD/JJ FnuK

10.5

11.0

11.1

the potential disclosure.

In addition, PPD and Sponsor may use
Institution and Investigator contact details
and Trial status in Trial specific
newsletters and on the worldwide web for
the purpose of conducting this Trial.
Newsletters may be distributed to all
participating sites and postings to the
worldwide web are for the purpose of
providing information to potential patients
regarding the Trial giving them the ability
to contact participating sites.

Patient Consent

Informed consent must be obtained from
each patient enrolling in the Trial prior to
the commencement of any Trial-related
procedure pursuant to Regulation of the
European Parliament and of the Council
No. 536/2014 on clinical evaluations of
medicinal products for human use. It is
the policy of PPD to obtain written
informed consent in all cases. The
method of explanation to the patient and
the obtaining of consent should be
conducted in accordance with Ethics
Committee instructions and is the
Investigator’s responsibility. A copy of
the patient informed consent should be
given to all patients to take with them.
Such informed consent will also be
required for the use and storage of
information regarding patients. The
informed consent form shall authorize
PPD, Sponsor  and  Sponsor’s
representatives, collaborators and other
third parties, including regulatory
authorities, lawfully involved with or
evaluating the Trial to full access or
obtain copies of Trial data, and to
transfer Trial data to other countries,
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11.2

Klinického hodnoceni ¢i pofizovani
jejich kopii, a kpfedavani udaji
Klinického hodnoceni do jinych statt
véetné USA.

Poskytovatel a ZkouSejici pouziji
vzZor informovaného souhlasu
predany Zadavatelem (ptipadné¢ PPD)
k  pouziti vrdmci  Klinického
hodnoceni; jakékoli zmény formulare

musi byt pfed jeho pouZzitim
schvdleny PPD a Zadavatelem,
pficemz schvaleni nebude

bezdtivodné odepieno.

12.0 Audity a kontroly statnich
organi

Klinické hodnoceni muize byt pfedmétem
auditu PPD a/nebo Zadavatele ¢i kontroly
staitnich orgdnii za 1celem doloZeni
autenticity zaznamenanych udajt a dodrzeni
Protokolu. Poskytovatel a ZkouSejici se
zavazuji PPD o jakékoli oCekavané kontrole
¢i auditu neprodlené informovat a predat
PPD kopie vSech dotazii, korespondence
nebo sdéleni zaslanych jakémukoli statnimu
organu nebo od n¢j obdrZenych a tykajicich
se  Klinického  hodnoceni, zejména
pozadavkih na  provedeni  kontroly
v prostorach Poskytovatele a Zkousejiciho,
a Poskytovatel a ZkouSejici umozni PPD a
Zadavateli byt takovym  kontroldm
pfitomni. Pacienti Ucastnici se Klinického
hodnoceni musi byt pouceni, Ze jejich
zaznamy mohou byt za timto ucelem
prezkoumavany. Poskytovatel a ZkousSejici
kazdy za sebe prohlasuji, Ze u nich
neprobihaji ani nemaji byt zahdjeny Zzadné
audity statnich organti z divodu podezieni
na poruseni pfedpist, Setfeni ani fizeni proti
Poskytovateli, ZkouSejicimu ¢i nckterému
zjejich  zaméstnancii nebo  zastupcl
provadégjicich ¢innosti vramci Klinického
hodnoceni, které se tykaji dodrzovani
predpist pii provadéni klinického vyzkumu.

13.0 Archivace

GB44332_50A 20Dec23 PPD/JJJ FnuK

11.2

13.0

including the United States.

Institution and Investigator shall use the
informed consent form  template
provided by Sponsor (or PPD as the case
may be) for use in the Trial and any
modifications to this form must be
approved by PPD and Sponsor prior to
its use, such approval not to be
unreasonably withheld.

12.0 Audits and
Inspections

Regulatory

This Trial may be audited by PPD and/or
the  Sponsor or inspected by
governmental or regulatory authorities to
document the authenticity of recorded
data and Protocol adherence. Institution
and Investigator agree to notify PPD
immediately of any proposed inspection
or audit and provide PPD copies of any
inquiries, correspondence, or
communications to and from any
governmental or regulatory authority
relating to the Trial, including, but not
limited to, requests for inspection of
Institution’s and Investigator’s facilities,
and Institution and Investigator shall
permit PPD and Sponsor to attend any
such inspections. Patients participating in
the Trial should be informed that their
records may be reviewed for this
purpose. Institution and Investigator each
represents and warrants that there are no
pending for-cause regulatory audits,
investigations or proceedings involving
Institution, Investigator, or any of their
employees or agents performing Trial
activities which relate to compliance
with laws regarding the conduct of any
clinical research.

Records Retention
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Veskera korespondence s regulacnim
ufadem a s PPD a veSkeré zaznamy
vztahujici se ke Klinickému hodnocent,
véetné kopii zdznamu subjektl hodnoceni,
musi byt archivovany po dobu alespon 25
(dvacetipéti) let, anebo déle, pokud to
vyzaduji vnitini pravidla Poskytovatele,
anebo po takové delsi obdobi, jaké stanovi
momentalné platné pokyny GCP a platné
predpisy. O jakékoli zméné adresy nebo
pfemisténi dokumentace Klinického
hodnoceni v pribé¢hu uvedeného obdobi
musi byt pisemné informovana PPD nebo
Zadavatel. Je odpovédnosti Zadavatele
informovat Poskytovatele a Zkousejiciho o
tom, kdy archivace téchto dokumentl jiz
neni nutnd.

14.0 Publikace

Poskytovatel a Zkousejici berou na védomi,
ze je Klinické hodnoceni provadéno ve
vice vyzkumnych centrech. Poskytovatel a
Zkousejici mohou vysledky Klinického
hodnoceni od Poskytovatele publikovat
nebo prezentovat, avSak aZz po prvni
publikaci nebo prezentaci, kterd se bude
tykat multicentrickych dat, anebo po
osmnacti (18) mésicich po dokonceni
Klinického hodnoceni, podle toho, co
nastane diive. Alespon Sedesat (60) dnt
pfed piedloZzenim rukopisu nebo jinych
materidld  tykajicich se  Klinického
hodnoceni  k publikaci  nebo  jejich
prezentaci vydavateli, lektorovi nebo
jinym tfetim osobam pieda Poskytovatel
nebo Zkousejici Zadavateli kopii takovych
rukopistl a materiali a poskytne Zadavateli
Sedesat (60) dni na kontrolu a
pfipominkovani. Pokud to Zadavatel
pozaduje, jsou Poskytovatel a Zkousejici
povinni pied piedloZzenim ¢i prezentaci
materidlli odstranit jakékoli Informace
(krom¢ vysledkti Klinického hodnoceni) a
na zadost Zadavatele pozdrzZet publikaci o
devadesat (90) dnt.

V souladu se zakonem ¢. 340/2015 Sb., o
registru smluv, budou tato smlouva a/nebo
jakykoli jeji dodatek uvetejnény v registru
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14.0

All correspondence with the regulatory
authority and PPD and all records
relating to the Trial, including copies of
the case record forms, should be
maintained for at least (twenty-five) 25
years or longer if required by
institutional policy or such longer period
as specified by current GCP guidelines
and applicable law. Either PPD or the
Sponsor must be informed in writing of
any change of address or relocation of
the Trial files during this period. It is the
responsibility of the Sponsor to inform
Institution and Investigator as to when
these documents no longer need to be
retained.

Publications

Institution and Investigator understand
that this Trial is being conducted at
multiple research sites. Institution and
Investigator are free to publish or
present the Trial results obtained at
Institution, but only after the first
publication or  presentation that
involves the multi-center data or
eighteen (18) months after the
completion of the Trial, whichever is
first. At least sixty (60) days prior to
submitting or presenting a manuscript
or other materials relating to the Trial
to a publisher, reviewer, or other
outside persons, Institution or
Investigator shall provide to Sponsor a
copy of all such manuscripts and
materials and allow Sponsor sixty (60)
days to review and comment on them.
If the Sponsor requests, Institution and
Investigator ~ shall  remove  any
Information (other than Trial results)
prior to submitting or presenting the
materials, and, at the Sponsor’s request,
shall postpone the publication for
ninety (90) days.

In accordance with the law 340/2015
Coll. on Registry of Contracts, this
Agreement and/or any amendment shall
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smluv ministerstva do tficeti (30) dna od
posledniho  podpisu. Smluvni strany
souhlasi s tim, Ze Poskytovatel uvetejni
tuto smlouvu, jeji ptilohy a jakékoli
budouci dodatky a své uvefejnéni omezi
na informace pozadované zakonem.

Pted uvetejnénim odstrani Poskytovatel ze
smlouvy, kterd ma byt uverejnéna, veskeré
informace tykajici se informaci, osobnich
udaju a obchodnich tajemstvi, jak jsou tyto
definovany obc¢anskym zakonikem
(spole¢né dale jen »vyloucené
informace*), mimo jiné vcetné protokolu,
ptirucky zkousSejiciho a ptilohy rozpoctu
podrobné uvadgjici ceny za jednotlivé
postupy. Bude uveiejnén pouze ocekavany
celkovy  rozpocet studie  (hodnota
smlouvy).

Poskytovatel vyzaduje pied podpisem
smlouvy zaslat odsouhlasenou findlni
verzi smlouvy ve strojové Citelném
formatu s podbarvenym textem, ktery
zadavatel povazuje za obchodni tajemstvi.
Poskytovatel je povinen ziskat souhlas
zadavatele pied tim, nez bude konecnou
verzi smlouvy déale ménit nad ramec
podbarveného textu ze strany zadavatele.

Poskytovatel souhlasi s tim, Ze uvefejni
kone¢ny dokument a vyplni metadata v
registru smluv ministerstva do péti (5)
pracovnich dni po konecném podpisu
smlouvy. Poskytovatel posle potvrzeni o
uveiejnéni spoleénosti PPD na e-mail [}
Smluvni strany berou na védomi, zZe
nedojde k inicializaci pracovisté ani k
dodavce hodnoceného 1é¢iva, dokud
nebude uvefejnén kone¢ny dokument.

15.0 Nezavisly dodavatel

Poskytovatel a ZkouSejici se zavazuji, ze
vprabéhu své Cinnosti v souvislosti
s Klinickym hodnocenim budou ptisobit

GB44332_50A 20Dec23 PPD/JJJ FnuK

15.0

be published on the Ministerial
Contract Registry within thirty (30)
days from last signature. The parties
agree that Institution shall publish this
Agreement, its Exhibits and any future
amendments, and shall limit its
disclosure to the information required
by law.

Prior to publication, the Institution shall
remove all information related to
Information, personal information, and
business and trade secrets, as defined
by the Civil Code from the agreement
to be published (hereinafter, collectively
“Excluded Information™), including,
without limitation, the Protocol, the
investigator brochure and the budget
exhibit detailing the costs per
procedures. Only the expected total
study budget (contract value) shall be

published. [N

Institution requires that the agreed
final version of the Agreement will be
sent in a machine-readable format with
highlighted text, which  Sponsor
considers to be a trade secret.
Institution is obliged to obtain the
consent of Sponsor before the final
version of the Agreement is further
modified beyond the highlighted text
by Sponsor.

The Institution agrees to publish the
Final Document and complete the
metadata on the Ministerial Contract
Registry within five (5) working days
after final signature of the Agreement.
The Institution shall send confirmation
of publication to PPD email [} The
parties understand that the site shall
neither be initiated nor investigational
product shall be delivered until the
Final Document has been published.

Independent Contractor

During Institution’s and Investigator’s
activities in connection with the Trial,
Institution and Investigator agree that
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jako nezavisli dodavatelé bez opravnéni
pfijimat zdvazky jménem PPD, a nikoli jako
zastupci nebo zameéstnanci PPD nebo
Zadavatele.

16.0 Odpovédnost za vady vvrobku a
nahrada Skody

16.1 Zadavatel ujistuje, ze je Hodnocené
1é¢ivo vyrobeno za podminek spravné
vyrobni praxe, a za vyrobek pfejima
odpovédnost. Zadavatel odSkodni
Poskytovatele a ZkouSejictho za
Skody na zdravi v podob¢ zdravotnich
problémii zplsobenych nebo udajné
zptisobenych postupy provadénymi
dle Protokolu, za podminky, Zze
Skoda na zdravi neni zplsobena
nedbalosti, umyslnym porusenim
povinnosti  nebo  nedodrzenim
Protokolu ¢i této Smlouvy. Za tento
slib odSkodnéni se Poskytovatel a
ZkouSejici zavazuji Zadavatele a
PPD neprodlené pisemné informovat
o vSech narocich a poskytnout plnou
sou¢innost ~ pfi  jejich  feSeni.
V piipad¢ Skody na zdravi spojené
s Klinickym hodnocenim poskytne
Zadavatel subjektiim nahradu Skody.
Zadavatel a PPD  nepfejimaji
odpovédnost za zadny piipad, v némz
pacient nebo jeho fadné opravnény
zastupce neposkytli pisemny
informovany souhlas.

16.2 Poskytovatel a Zkousejici se zavazuyji,
ze Zadavatel a PPD neponesou
odpovédnost a  Poskytovatel a
Zkousejici  Zadavatele a PPD
odSkodni a ochrani proti Skoddm na
majetku 1 na zdravi, 4jmé, naroklim,
zalobam, rozsudkim, poZadavkim,
nakladim ¢ vydajim, vcetné
zejména piiméfenych nékladd na
pravni  zastoupeni  vynaloZenych
Zadavatelem nebo PPD, v dusledku
nedbalosti, Umyslného  porusSeni
povinnosti nebo  poruseni  této
Smlouvy Poskytovatelem ¢i
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16.0

16.1

16.2

it/he/she will act as an independent
contractor, without the capacity to
legally bind PPD, and not as an agent or
employee of PPD or the Sponsor.

Product Liability and Indemnification

The Sponsor assures the investigational
product is manufactured under GMP
conditions and assumes liability for the
product. The Sponsor indemnifies
Institution and Investigator against
injuries, deriving from the conditions
caused by or allegedly caused by the
procedures  conducted under the
Protocol, provided the injury is not a
result of negligence, willful misconduct
or non-compliance with the Protocol or
this Agreement. In return for this
coverage, Institution and Investigator
agree to promptly notify the Sponsor
and PPD in writing of any claim and to
co-operate fully in the handling of the
claim. The Sponsor will provide
compensation to Trial subjects in the
event of Trial-related injury. The
Sponsor and PPD assume no liability for
any case in which written informed
consent was not given by the patient or
duly authorized representative.

Institution and Investigator agree that the
Sponsor and PPD will not be responsible
for and that Institution and Investigator
shall indemnify, defend and hold the
Sponsor and PPD harmless from any
and all losses, injuries, harm, claims,
actions, judgements, demands, costs or
expenses, including without limitation,
reasonable attorney’s fees incurred by
Sponsor or PPD as a result of
negligence, willful misconduct or breach
of this Agreement by Institution or
Investigator or their employees’ and
agents’ part, or if they result from
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16.3.

16.4

16.5.

16.6

Zkousejicim nebo jejich zaméstnanci
a zéstupci, anebo v ptipadech, kdy
jsou disledkem vyzkumné cinnosti
odporujici ustanovenim Protokolu ¢i

jinym  informacim  poskytnutym
Poskytovateli a Zkousejicimu
Zadavatelem nebo PPD.

PPD odskodni a ochrani

Poskytovatele a Zkousejiciho proti
Skoddm na majetku i na zdravi, 4jmé,
narokiim,  zalobam, rozsudkim,
pozadavkiim, ndkladim ¢i vydajim,
véetné zejména priméfenych nakladii
na pravni zastoupeni vynalozenych
Poskytovatelem nebo ZkousSejicim
v disledku nedbalosti, tmyslného
poruseni povinnosti nebo poruseni
této Smlouvy ze strany PPD.

Poskytovatel prohlaSuje, ze je
pojistén v souladu se zakonem ¢.
372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdgjSich
predpisii. Toto pojisténi odpovida
platnym pfedpisim a nezahrnuje
pojisténi odpoveédnosti pii provadéni
klinického hodnoceni. Dle zdkona ¢.

372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdgjSich

pfedpisit musi pojiSténi platit po
celou dobu poskytovani zdravotni
péce u Poskytovatele.

Zadavatel bude udrzovat piimétené
pojiSténi v souladu s platnymi
zékony, aby pokryl své zdvazky
vyplyvajici z této Smlouvy po dobu
trvani Klinického hodnoceni.

Zadavatel a PPD nenesou hmotnou
odpovédnost a nepiejimaji
neopravnéné zaruky tykajici se
vyrobku poskytnuté Poskytovatelem,
Zkousejicim nebo jejich zaméstnanci
a zastupci.
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16.3.

16.4

research activities contrary to the
provisions of the Protocol or other
information provided to Institution and
Investigator by the Sponsor or PPD.

PPD shall indemnify, defend and hold
harmless Institution and Investigator
from any and all losses, injuries, harm,
claims, actions, judgements, demands,
costs or expenses, including without
limitation, reasonable attorney's fees,
incurred by Institution or Investigator
as a result of PPD’s negligence or
wilful misconduct, or breach of this
Agreement.

Institution declares that it has insurance
coverage in accordance with, Act no.
372/2011 Coll. on Medical Services, as
amended, with respect to liability it
may have while providing medical care.
This  insurance coverage is in
correlation with the applicable laws and
does not include liability insurance with
respect to conducting a clinical study.
According to Act no. 372/2011 Coll. on
Medical Services, as amended, this
insurance coverage must be valid for
the entire length of the Institution’s
provision of medical care.

16.5 The Sponsor shall maintain reasonable

16.6

insurance in accordance with applicable
law to cover its obligations in terms of
this Agreement for the duration of the
Trial.

The Sponsor and PPD will not be liable
for and are not a party to unauthorized
warranties made by Institution,
Investigator or its/his/her employees and
agents relating to the product.
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17.0 Vypovéd’ Smlouvy

17.1 PPD a/nebo Zadavatel mize Smlouvy
vypovédét pisemnym ozndmenim
s okamzitou ucinnosti z téchto
dtvodu:

17.1.1 pokud  Zadavatel  Klinické
hodnoceni ukon¢i;

17.1.2 pii zéniku smlouvy mezi PPD a
Zadavatelem;

17.1.3 pokud je na zaklad¢ dostupnych
udajii tfeba Klinické hodnoceni
z jakéhokoli  divodu  ukoncit,
zejména pro bezpecnost a blaho
pacientl zafazenych v Klinickém
hodnocent;

17.1.4. bylo-li  dosazeno  celkového
cilového poctu subjektd, i kdyz
nidbor u Poskytovatele nebyl
ukoncen;

17.1.5. je-li zafazovani vyhovujicich
pacienti do Klinického hodnoceni
pfiliS pomalé na to, aby byly
splnény sjednané terminy;

17.1.6. pokud pfislusné mistni statni
organy odejmou povoleni a souhlas
k provadéni Klinického hodnoceni;

17.1.7. pokud Poskytovatel nebo
ZkousSejici nedodrzuji  podminky
Protokolu nebo je ziznam udaju
chronicky neptesny nebo netplny;

17.1.8 Pokud Poskytovatel nebo
Zkousejici porusi nékterou
podminku této Smlouvy;

17.1.9 Smlouva muze zaniknout 1
pisemnou dohodou mezi PPD,
Poskytovatelem a Zkousejicim.

17.2 Tuto Smlouvu miZze Poskytovatel
GB44332_50A 20Dec23 PPD/JJ FnuK

17.0

17.1

17.2

Termination of the Agreement

PPD and/or Sponsor may terminate the
Agreement, effective immediately upon
written notification for any of the
following reasons:

17.1.1 if Sponsor terminates the Trial;

17.1.2 if PPD's agreement with the
Sponsor is terminated;

17.1.3 if available data supports
termination of the Trial for any
reason, including for the safety and
welfare of the Trial patients;

17.1.4 if overall Trial enrollment has
been met, even if the enrollment at
Institution has not been completed;

17.1.5. if the entry of valid patients in the
Trial is too slow to meet the agreed
time schedule;

17.1.6. if authorization and approval to
conduct the Trial is withdrawn by
the competent local regulatory
authorities;

17.1.7. if Institution or Investigator fail
to adhere to the terms of the
Protocol or data recording is
chronically inaccurate or
incomplete;

17.1.8 if Institution or Investigator
default on any term of this
Agreement; or

17.19 by agreement, in  writing,
between PPD, Institution and
Investigator.

This Agreement may be terminated by
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ukoncit na zaklad¢ oznament s tficeti
(30) — denni lhatou PPD a
Zadavateli v pfipad¢, Zze Zkousejici
jiz  nebude schopen provadét
Klinické hodnoceni jménem
Poskytovatele a po pfiméfeném usili
nebude Poskytovatel schopen najit
alternativniho Zkousejiciho
piijatelného pro PPD a Zadavatele.
V ptipadé, ze k takovému uzavieni
centra dojde, bude Poskytovatel
spolupracovat s PPD a Zadavatelem
na  pfesunu  vSech  pacientl
Klinického hodnoceni, ktefi
zustavaji v Klinickém hodnoceni, na
jiné centrum Klinického hodnoceni,
podle potieby.

Po jakémkoli zplsobu ukonceni této
Smlouvy jsou Poskytovatel a
Zkou$ejici  povinni  neprodlené
ukoncit nabor subjektd, fidit se
stanovenymi postupy pro ukonceni,
zajistit, aby byly provedeny vSechny
potiebné postupy pro dalsi sledovani
subjektl, a vynalozit pfimétené usili
k minimalizaci dalSich ndkladd.

18.0 Zakaz vykonu povolani

18.1 Poskytovatel a Zkousejici prohlasuyji,

ze proti Poskytovateli, Zkousejicimu,
jejich zaméstnancim ani Zadné jiné
osob¢ najaté Poskytovatelem nebo
Zkousejicim k provadéni Klinického
hodnoceni dle této Smlouvy (i) neni
vedeno Setfeni mistnim statnim
organem za ucelem fizeni o zdkazu
vykonu povoldni, ani jim neni
uloZen zdkaz, (i1) neni nafizeno ustni
jednani za ucelem zdkazu ucasti na
vyzkumu ani jim takovy zdkaz nebyl
FDA uloZen ani zaddnym mistnim
stitnim orgdnem, (iii) nebylo jim
odnato ani pozastaveno lékaiské
opravnéni nebo jind  pfislusna
certifikace. Dale Poskytovatel a
ZkouSejici  prohlaSuji, ze @ se
Poskytovatel ani Zkousejici
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17.3

18.0

18.1

Institution, upon thirty (30) days notice
to PPD and Sponsor, in the event that
the Investigator is no longer able to
conduct the Trial on behalf of the
Institution and, after reasonable efforts,
Institution is not able to find an
alternate Investigator acceptable to
PPD and Sponsor. In the event that
such a site closure occurs, Institution
shall work with PPD and Sponsor to
transfer any Trial patients remaining in
the Trial to another Trial site, as
appropriate.

Upon any termination of this
Agreement, Institution and Investigator
shall immediately cease any subject
recruitment, follow the specified
termination procedures, ensure that any
required subject follow-up procedures
are completed, and make all reasonable
efforts to minimize further costs.

Debarment Certification

Institution and Investigator represent
and warrant that neither Institution,
Investigator its/his/her employees, nor
any other person retained by Institution
or Investigator to perform the Trial
pursuant to this Agreement, (i) is under
investigation by any local regulatory
agency for debarment action or is
presently debarred, (ii)) has a
disqualification hearing pending or has
been disqualified by any local
regulatory agency or (iii) does not have
a revoked or suspended medical license
or applicable certification. In addition,
Institution and Investigator represent
and warrant that neither Institution nor
Investigator have engaged in any
conduct or activity which could lead to
any of the above mentioned
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nedopustili  Zadného jednéni ani
Cinnosti, které by mohly vést
k nékterému z vyse uvedenych fizeni
— o zdkazu ucasti na vyzkumu,
zékazu vykonu povolani, odnéti
nebo pozastaveni opravnéni. Pokud
po dobu platnosti této Smlouvy bude
proti Poskytovateli, Zkousejicimu ¢i
jiné osob¢ zaméstndvané ¢i jinak
najaté Poskytovatelem ¢i
Zkousejicim k provadéni Klinického
hodnoceni (i) zahijeno Setfeni za
ucelem zdkazu vykonu povolani
nebo ucasti na vyzkumu, (ii) bude
jim vysloven zdkaz vykonu povolani
nebo ucasti na vyzkumu, (iii) bude
zahajeno Setfeni, které mulze vést
k odnéti nebo pozastaveni
l1ékarského opravnéni nebo
certifikatu, (iv) bude jim odnato ¢i
pozastaveno lékaiské opravnéni
nebo certifikat, nebo (v) se dopusti
jednani ¢i Cinnosti, které by mohly
vést k ne¢kterému z vySe uvedenych
fizeni — o zékazu ucasti na vyzkumu,
zakazu vykonu povolani, odnéti
nebo pozastaveni opravneéni,
pfisluSna strana o tom neprodlené
vyrozumi PPD.

19.0 Predani finanénich udaju

V souladu s pozadavky predpisi USA se
Poskytovatel a ZkouSejici zavazuji, Ze za
kazdého zkousejiciho nebo
spoluzkousejiciho uvedeného v seznamu
¢i jinak urceného, ktery se piimo podili na
lécbé nebo  vyhodnocovani  subjektd
vyzkumu, Poskytovatel a ZkouSejici
neprodlen¢  zaslou PPD  formulaf
finan¢nich udaji vyplnény a podepsany
timto zkousSejicim nebo spoluzkousejicim,
kde budou uvedeny vSechny pftislusné
finanéni z4jmy téchto  zkouSejicich,
spoluzkousejicich a jejich
manzeli/manzelek a vyZivovanych déti.
Pokud PPD neobdrzi od kazdého z téchto
zkousejicich a spoluzkousejicich vyplnény
formulaf, mlze pozastavit platby.
Poskytovatel a ZkouSejici jsou povinni
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disqualification, debarment, revocation
or suspension actions. If during the
term of this Agreement Institution,
Investigator or any person employed or
retained by Institution or Investigator to
perform the Trial (i) come under
investigation for debarment action or
disqualification, (ii) are debarred or
disqualified, (iii) comes under an
investigation that may result in the
revocation or suspension of a medical
license or certification, (iv) medical
license or certification is revoked or
suspended or (v) engages in any
conduct or activity which could lead to
any of the above mentioned
disqualification or debarment,
revocation or suspension actions, said
party shall immediately notify PPD of
same.

19.0 Financial Disclosure

In accordance with U.S. regulatory

requirements, Institution and
Investigator agree that, for each listed
or identified investigator or

subinvestigator ~who is  directly
involved in the treatment or evaluation
of research subjects, Institution and
Investigator shall promptly return to
PPD a financial disclosure form that
has been completed and signed by such
investigator or subinvestigator, which
shall disclose any applicable interests
held by those investigators or
subinvestigators and their spouses or
dependent children. PPD may withhold
payments if it does not receive a
completed form from each such
investigator ~ and  subinvestigator.
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20.0 Preprava

zajistit, aby byly tyto  formulare
neprodlené priibézné aktualizovany tak,
aby zistaly spravné a apln¢ po celou dobu
Klinického hodnoceni a dile po dobu
jednoho (1) roku po jeho dokonceni.
Poskytovatel a ZkousSejici souhlasi s tim,
ze vyplnéné formuldfe mohou byt
kontrolovany statnimi organy,
Zadavatelem, PPD a jejich zdstupci, a
Poskytovatel a ZkouSejici s takovou
kontrolou souhlasi. Poskytovatel a
Zkousejici dale souhlasi s preddvanim
téchto financnich udaji do USA, i kdyz
ochrana osobnich udaji v USA nemusi
existovat nebo byt na stejné urovni jako ve
staté pusobeni Poskytovatele a
Zkousejiciho.

nebezpecnych latek a
infekéniho materialu

Pteprava nebezpecnych latek a infekéniho
materidlu (véetné¢ infekcnich vzorkii od
subjektll) podléha mistnim, narodnim a
mezinarodnim predpisim. Poskytovatel a
Zkousejici jsou odpovédni za zajisténi,
aby kazda osoba provadéjici baleni nebo
manipulaci s nebezpecnymi latkami ¢i
infekénim materidlem za Ucelem piepravy

ze Poskytovatele dodrZzovala platné
ptedpisy.

21.0 Zavérefna ustanoveni
21.1 Tato Smlouva zavazuje smluvni

strany, jejich statutdrni zastupce,
pravni néstupce a nabyvatele jejich
prav; mize byt ménéna a doplilovana
pouze pisemnymi dodatky
podepsanymi smluvnimi stranami a
nahrazuje vSechny predchozi pisemné
1 ustni smlouvy a prohldSeni mezi
smluvnimi stranami ve véci svého
predmétu. Poskytovatel ani
ZkouSejici nepfevedou zadna sva
prava ani povinnosti z této Smlouvy
bez pisemného souhlasu Zadavatele
a/nebo PPD. Zadavatel a/nebo PPD
na zadost Zadavatele mohou tuto
Smlouvu pifevést na tfeti osobu, (a
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Institution and Investigator shall ensure
that all such forms are promptly
updated as needed to maintain their
accuracy and completeness during the
Trial and for one (1) year after its
completion. Institution and Investigator
agree that the completed forms may be
subject to review by governmental or
regulatory agencies, Sponsor, PPD, and
their agents, and Institution and
Investigator consent to such review.
Institution and Investigator further
consent to the transfer of such financial
disclosure data to the U.S., even though
data protection may not exist or be as
developed in the U.S. as in Institution
and Investigator’s own country.

20.0 Shipping of Dangerous Goods and

21.0

21.1

Infectious Materials

The shipment of dangerous goods and
infectious materials (including
infectious subject specimens) is subject
to local, national, and international laws
and regulations. Institution and
Investigator are  responsible  for
ensuring that each individual who
packages or handles any dangerous
goods or infectious materials for
shipping from Institution complies with
all applicable laws and regulations.

Miscellaneous

This Agreement shall be binding upon
the parties, their legal representatives,
successors and assignees; may not be
modified or amended except by written
instrument signed by the parties; and
supersedes all prior written and oral
agreements and representations between
the parties with respect to the matter
hereof.  Neither  Institution  nor
Investigator shall assign or transfer any
rights or obligations wunder this
Agreement without the written consent
of Sponsor and/or PPD. Sponsor may,
and/or PPD may, upon Sponsor’s
request, assign this Agreement to a
third party, (and PPD may, upon
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PPD na Zadost Zadavatele miize
pfevést sva prava a povinnosti z této
Smlouvy na Zadavatele), pficemz
Zadavatel, resp. PPD nenese
odpovédnost za zadné povinnosti a
zavazky na zéklad¢ této Smlouvy,
které vzniknou po dni takového
prevodu, a Poskytovatel a Zkousejici
timto s uvedenym pievodem
souhlasi. Poskytovatel a Zkousejici
budou o pfevodu neprodlené
informovéni nabyvatelem.
Nevymahani kterékoli podminky této
Smlouvy neznamend vzdédni se této
podminky. Bude-li kterdkoli ¢ast
této Smlouvy oznacena soudem za
neuinnou, zistane zbytek této
Smlouvy ucinnym. Vsechny
povinnosti obsazené v této Smlouvée,
které maji byt plnény po jejim zaniku,
zustavaji v platnosti i po zdniku této
Smlouvy.

21.2 Vsechna oznameni, kterd maji nebo

mohou byt na zakladé této Smlouvy
¢inéna  nékterou  stranou  této
Smlouvy, musi byt u¢inéna pisemné
a jsou platnd ke dni doruceni v
ptipadé¢ osobniho ptedani, zaslani
uznavanou kuryrni sluzbou ¢i faxem,
na adresu:

Pro PPD:

PPD Investigator Services LLC
929 North Front St
Wilmington, NC 28401, USA

Kopie:

PPD Development, LP
929 North Front Street
Wilmington, NC 28401

K rukam: Assistant General Counsel

Poskytovateli:

Adresa: Fakultni nemocnice Hradec
Kralové

Pravni odbor

Sokolska 581

500 05 Hradec Kralové — Novy Hradec

GB44332_50A 20Dec23 PPD/JJJ FnuK

21.2

Sponsor’s request, assign its rights and
obligations under this Agreement to
Sponsor), and Sponsor and/or PPD (as
the case may be) shall not be
responsible for any obligations or
liabilities under this Agreement that
arise after the date of the assignment,
and Institution and Investigator hereby
consents to such an assignment.
Institution and Investigator will be
given prompt notice of such assignment
by the assignee. Failure to enforce any
term of this Agreement shall not
constitute a waiver of such term. If any
part of this Agreement is found to be
unenforceable, the rest of this
Agreement will remain in effect. All
obligations contained herein as to which
performance is required after termination
shall survive termination.

Any notice required or permitted to be
given hereunder by either party hereto
shall be in writing and shall be deemed
given on the date received if delivered
personally, by recognized overnight
courier, or by facsimile, to the
following address:

If to PPD:

PPD Investigator Services LLC
929 North Front St
Wilmington, NC 28401, USA

With copy to:

PPD Development, LP
929 North Front Street
Wilmington, NC 28401

Attn.: Assistant General Counsel
If to Institution:

Address: Faculty Hospital Hradec
Krélové

Legal Department

Sokolska 581

500 05 Hradec Krélové — Novy Hradec
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Iv(rélové
Ceska republika

Zkousejicimu:

Adresa: Fakultni nemocnice Hradec
%ové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové

Ceska republika

Zadavateli:

F. Hoffmann-La Roche Ltd
Grenzacherstrasse 124
4070 Basilej, Svycarsko

K rukdm.: Corporate Secretary

Kterdkoli smluvni strana muze zménit svou
adresu pro oznamovéani a kontaktni osobu
oznamenim  uinénym  zpusobem  zde
stanovenym.

21.3 Spory tykajici se této Smlouvy, které
se strandm nepodaii vyfesit smirng,
budou feSeny dle priva Ceské
republiky  pfed soudy  Ceské
republiky.

21.4 Pokud jsou terminy a podminky
anglické a Ceské verze této smlouvy v
rozporu, maji pfednost terminy a
podminky ceské verze.

21.5 Tato Smlouva bude podepsina
elektronicky v jednom stejnopisu.
Smluvni strany souhlasi s tim, Ze
podepsani této Smlouvy vyménou
podpisit  elektronickym  podpisem
(jak je definovdno nize) bude mit
stejnou pravni silu a ucinek jako
vymeéna originalnich podpist. Podle
této Smlouvy se elektronickymi
podpisy rozumi podpis v souladu se
zakonem ¢€.297/2016 Sb. o sluzbach

GB44332_50A 20Dec23 PPD/JJ FnuK

Krélové
Czech Republic

If to Investigator:

Address: Faculty Hospital Hradec
%lové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové

Czech Republic

If to Sponsor:

F. Hoffmann-La Roche Ltd
Grenzacherstrasse 124
4070 Basel, Switzerland

Attn.: Corporate Secretary

Any party may change its notice address and
contact person by giving notice of same in the
manner herein provided.

21.3  Disputes regarding this agreement which
the parties fail to settle amicably will be
settled in accordance with Czech
Republic legislation in a Czech
Republic court of law.

21.4  To the extent the terms and conditions of
the English and the Czech versions of
this Agreement are at conflict, the terms
and conditions of the Czech version shall
prevail.

21.5 This Agreement will be executed
electronically in one counterpart. The Parties
agree that execution of this Agreement by
exchanging e-Signature (as defined below)
signatures shall have the same legal force and
effect as the exchange of original signatures.
Pursuant to this Agreement, e-Signatures shall
mean a signature in accordance with Act No
297/2016 Coll., on trust building services for
electronic transactions that consists of one or
more letters, characters, numbers or other
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vytvarejicich davéru pro
elektronické transakce, ktery se
sklada z jednoho nebo vice pismen,
znak, cisel nebo jinych symbolli v
digitalni podobé zaclenénych do
elektronického dokumentu,
piipojenych k nému nebo s nim
spojenych, ktery (a) je pro danou
podepisujici osobu jedinecny; (b)
technologie nebo postup pouzity k
podpisu je pod vyhradni kontrolou
osoby, kterd podpis provadi; (c)
technologii nebo postup Ize pouzit k
identifikaci osoby, kterd technologii
nebo postup pouziva; a (d)
elektronicky podpis lze propojit s
elektronickym dokumentem
takovym zptisobem, Ze jej Ize pouzit
k urceni, zda byl elektronicky
dokument zménén od doby, kdy byl
elektronicky  podpis  zaclenén,
pfipojen k elektronickému
dokumentu nebo s nim spojen.

21.6 Zadavatel a PPD se timto zavazuji,
7ze vsouvislosti stimto Klinickym
hodnocenim neuzaviou Zzadnou jinou
smlouvu s Zadnym zaméstnancem
poskytovatele.

21.7 Zadavatel/PPD se zavazuji, Ze
nedodaji Poskytovateli zadny
zdravotnicky prostiedek pro ucely
provadéni Klinického hodnoceni, aniz
by byla uzaviena separatni smlouva o
vypijéce ktomuto zdravotnickému
prostiedku.

6B44332_50A 20Dec23 PP rnux

symbols in digital form incorporated in,
attached to or associated with the electronic
document, that (a) is unique to the person
making the signature; (b) the technology or
process used to make the signature is under the
sole control of the person making the
signature; (c) the technology or process can be
used to identify the person using the
technology or process; and (d) the electronic
signature can be linked with an electronic
document in such a way that it can be used to
determine whether the electronic document has
been changed since the electronic signature
was incorporated in, attached to or associated
with the electronic document.

21.6 Sponsor and PPD hereby agree not to
enter into any other separate contract with any
employee of the Institution in connection with
this Trial.

21.7 The Sponsor/PPD undertakes not to
supply the Institution with any medical device
for the purpose of conducting the Trial without
concluding a separate loan agreement for this
medical device.
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F. Hoffmann La Roche, Ltd

PPD Investigator Services LLC za F. Hoffmann La Roche, Ltd /
PPD Investigator Services LLC on behalf of F. Hoffmann La Roche, Ltd

Podepsal/By:
Jméno/Name:
Funkce/Title:
Datum/ Date: 21. 12. 2023

PPD Investigator Services LL.C

Podepsal/By:
Jméno/Name:
Funkce/Title:
Datum/ Date: 21.12. 2023

POSKYTOVATEL / INSTITUTION

Podepsal/By:
Jméno/Name: MUDr. Ales Herman, Ph.D.
Funkce/Title: feditel/ director/

Datum/ Date: 27_12. 2023

ZKOUSEJICI / INVESTIGATOR

Podepsal/By:
Jméno/Name:
Datum/ Date: g 19 0003
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PRILOHA A

EXHIBIT A
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Ptiloha B — Dodatek ke zpracovani udaji

Exhibit B - Data Processing Addendum

mezi smluvnimi stranami

between

F. Hoffmann-La Roche Ltd.

F. Hoffmann-La Roche Ltd

Grenzacherstra§se 124, CH-4070 Basel,
Svycarsko

Grenzacherstrasse 124, CH-4070 Basel,
Switzerland

(spravce udaji — dale jen ,,Zadavatel” nebo
,Roche)

a

(data controller — hereinafter referred to as the
“Sponsor” or “Roche”)

and

FAKULTNI NEMOCNICE HRADEC
KRALOVE

FACULTY HOSPITAL HRADEC
KRALOVE

Sokolska 581, 500 05 Hgadec Kralové — Novy
Hradec Kralové, Ceska republika

Sokolskd 581, 500 05 Hradec Krdlové — Novy
Hradec Krélové, Czech Republic

(zpracovatel udaji — dale jen ,,Poskytovatel
sluzeb™)

(data processor — hereinafter referred to as the
“Service Provider”)

1. Definice

2. Definitions

Pojmy psané s velkym pocate¢nim pismenem,
které nejsou konkrétné definovany v tomto
¢lanku 1 nebo v jinych €lancich tohoto Dodatku
ke zpracovani udaji, maji vyznam pfifazeny
danému pojmu ve Smlouvé o doplitkovych
sluzbach.

Any capitalized term not specifically defined in
this Section 1 or other sections of this Data
Processing Addendum shall have the meaning
ascribed to such term in the Ancillary Services
Agreement.

Pouze pro ucely tohoto Dodatku ke zpracovani
udaji  znamenaji Platné pravni predpisy
o ochrané udaju veskeré platné pravni pfedpisy
o ochran¢ udaju tak, jak jsou nebo se mohou stat
uc¢innymi a/nebo byt doplnény pozdéjSimi
ptedpisy, zejména Svycarsky zakon o ochrané
udaji, GDPR, zikon ¢. 110/2019 Sb,,
o zpracovani osobnich tdajii, v platném znéni,
kalifornsky zdkon o ochrané udajii spotiebiteli
(California Consumer Privacy Act; dale jen

,CCPA®), americky zdkon o pfenositelnosti
zdravotniho pojisténi a odpovédnosti z roku
1996, ve znéni pozd¢jSich pfedpisi a

v implementovaném znéni (Health Insurance
Portability & Accountability Act; dale jen
,HIPAA®), a kanadsky zakon o ochrané osobnich
udajic a elektronické dokumentaci (Canada
Personal Information Protection and Electronic
Documents Act).

Applicable Data Protection Legislation means,
for the purposes of this Data Processing
Addendum only, all applicable data protection
laws as now or as may become effective and/or
amended, including without limitation the Swiss
Data Protection Act, the GDPR, Act No.
110/2019 Coll., on the processing of personal
data, as amended the California Consumer
Privacy Act (“CCPA”), the U.S. Health Insurance
Portability & Accountability Act of 1996, as
amended and implemented (“HIPAA”), and the
Canada Personal Information Protection and
Electronic Documents Act.

GDPR znamenda  Nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne

GDPR means the Regulation (EU) 2016/679 of
the European Parliament and of the Council of 27
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27.dubna 2016 o ochran¢ fyzickych osob v
souvislosti se zpracovanim osobnich udaji a
ovolném pohybu téchto tudaji a o zruSeni
smérnice 95/46/ES.

April 2016 on the protection of natural persons
with regard to the processing of personal data and
on the free movement of such data, and repealing
Directive 95/46/EC.

Pojmy osobni udaje, subjekt udaj,
zpracovani, spravce udaji, zpracovatel adaji
a treti zemé maji stejny vyznam jako podle
Platnych pravnich piedpisi o ochran¢ udajt.
K vylouceni pochybnosti se uvadi, ze osobni
udaje zahrnuji zejména chranéné zdravotni
informace (dle definice podle HIPAA), cisla
socialniho zabezpeceni nebo socidlniho pojisténi,
,,0sobni zdravotni informace*, ,,0sobni
informace* nebo podobné pojmy tak, jak jsou
tyto pojmy definovany v Platnych pravnich
ptredpisech o ochrané udaji.

Personal data, data subject, processing, data
controller, data processor and a third country
shall have the same meaning as in the Applicable
Data Protection Legislation. For the avoidance of
doubt, personal data includes, without limitation,
protected health information (as defined under
HIPAA), Social Security or Social Insurance
numbers,  “personal  health  information,”
“personal information,” or similar terms as such
terms are defined under Applicable Data
Protection Legislation.

Neni-li v tomto Dodatku ke zpracovani udaji a
jeho ptilohach uvedeno jinak, povazuji se veskeré
odkazy na Roche nebo na Zadavatele za odkazy
na spravce udaju a veskeré odkazy na
Poskytovatele sluzeb za odkazy na zpracovatele
udaja.

Except as otherwise provided in this Data
Processing Addendum and its Appendixes, all
references to Roche or the Sponsor shall be
deemed references to data controller and all
references to Service Provider shall be deemed
references to data processor.

3. Predmét a trvani platnosti

4. Subject matter and duration

(1) Predmét

(1) Subject matter

Pfedmét tohoto dodatku ke zpracovani udaja
(dale jen ,Dodatek ke zpracovani udaji*) se
tyka zpracovani osobnich Udaji subjekt studie
Poskytovatelem sluzeb — pouze je-li Poskytovatel
sluzeb kvalifikovan jako zpracovatel, a nikoliv
jako nezavisly spravce podle Platnych pravnich
predpisti o ochran¢ udaji — pro ucely zkoumani
zdravotnich produktd ze strany Zadavatele,

scilem uréeni bezpecnosti a/nebo UCinnosti
téchto produktd, a (ii) zajisténi spolehlivosti a
bezpec¢nosti klinického hodnoceni, v souladu se

zakonnymi a etickymi poZadavky Zadavatele.

The subject matter of this data processing
addendum (“Data Processing Addendum”)
regarding the processing of study subject
personal data by Service Provider — only if the
Service Provider is qualified as processor and not
as an independent controller pursuant to
Applicable Data Protection Legislation - for
Sponsor’s purposes of studying health products
with the objective of ascertaining the safety
and/or efficacy or such product(s), and (ii)
ensuring clinical trial reliability and safety, in
accordance with the Sponsor’s legal and ethical

requirements.

(2) Trvani platnosti

(2) Duration

Trvani platnosti tohoto Dodatku ke zpracovani
udajii odpovida trvani platnosti Smlouvy o
doplitkovych sluzbach. V ptipad¢ prodlouzeni
platnosti Smlouvy o doplitkovych sluzbach, kdy
pfedmétu  Smlouvy

nedojde ke zméné

The duration of this Data Processing Addendum
corresponds to the duration of the Ancillary
Services Agreement. In the event of an extension
of the Ancillary Services Agreement, where the
matter of the

subject Ancillary  Services

GB44332_50A 20Dec23 PPD/JJ FnuK
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o doplikovych sluzbach, bude platnost tohoto
Dodatku ke zpracovani tudaji automaticky
prodlouzena o stejnou dobu, o kterou bude
prodlouzena platnost Smlouvy o doplitkovych

sluzbach.

Agreement does not change, this Data Processing
Addendum shall be automatically prolonged for
the extension period of the Ancillary Services
Agreement.

3. Specifikace

3. Specification

(1) Charakter a ucel zpracovani osobnich

udaju

(1) Nature and purpose of the processing of
personal data

Charakter a ucel zpracovani osobnich udaja
Poskytovatelem sluzeb pro Zadavatele je piesné

definovan ve Smlouvé o doplitkovych sluzbéach.

Nature and purpose of processing of personal
data by the Service Provider for the Sponsor are
precisely defined in the Ancillary Services

Agreement.

(2) Geograficky rozsah

(2) Geographic scope

dohodnutého

osobnich tdajl bude realizovan vyhradné v rdmci

Zavazek  smluvné zpracovani
¢lenského statu Evropské unie (EU) nebo v rdmci

Clenského statu Evropského hospodéiského
prostoru (EHP). Kazdy ptenos osobnich tdaji do
statu, ktery neni ¢lenskym stditem EU nebo EHP,
si vyzaduje predchozi souhlas Zadavatele a
tehdy, budou-li

konkrétni podminky ¢€l. 44 a nasl. nafizeni GDPR

probéhne pouze splnény

a veSkeré dalsi pozadavky podle Platnych

pravnich pfedpisi o ochrané¢ 1daji, podle

vhodnosti.

The undertaking of the contractually agreed
processing of personal data shall be carried out
exclusively within a Member State of the
European Union (EU) or within a Member State
of the European Economic Area (EEA). Each and
every transfer of personal data to a state which is
not a Member State of either the EU or the EEA
requires the prior agreement of the Sponsor and
shall only occur if the specific Conditions of
Article 44 et seq. GDPR have been fulfilled and
any other requirement under Applicable Data
Protection Legislation, as applicable, is complied
with.

(3) Platny rozsah ochrany udaji

(3) Applicable scope of data protection

Osobni udaje opoustéji infrastrukturu Zadavatele
a podléhaji ramci ochrany Poskytovatele sluzeb.

The personal data leave the infrastructure of
Sponsor and are subject to the protective
framework of the Service Provider.

(4) Typy osobnich udaji a subjekty udaji

(4) Types of personal data and data subjects

Subjekty tidajt a kategorie osobnich udaju, které
jsou na zéklad€ tohoto Dodatku ke zpracovani
udajt zpracovavany, jsou nasledujici:

The data subjects and data categories of personal
data that are being processed under this Data
Processing Addendum are the following:

a) Subjekty udaji: pacienti ucCastnici se
Studie

a) Data Subjects: patients participating in
the Study

6B44332_50A 20Dec23 PP rnux

Strana/Page 31 z/of 52




b) Kategorie osobnich udaju: prosté a
citivé udaje, jako je <¢islo kodu
pridéleného Utastnikovi, tyden navitévy
Utastnika, datum narozeni Ugastnika,
jeho pohlavi, uréena lékaiska vysetieni,
spolu s veskerymi zdravotnimi /
klinickymi informacemi, které jsou
nezbytné k provedeni takovych vysetfeni,
I€katské doporuceni vydané Zkousejicim
nebo jeho zistupcem, a dile kontaktni
informace nebo informace o tom, kam
maji byt dané vysledky zaslany

b) Categories of personal data: Simple and
sensitive data, like the code number
attributed to the Participant, the week of
the Participant's visit, the Participant's
date of birth, sex, the intended medical
tests together with any medical/clinical
information that is necessary so that such
tests can be performed, the medical
referral note issued by the Investigator or
by a representative thereof as well as
contact information or information as to
where such results may be sent

4. Technicka a organizac¢ni opatieni

4. Technical and organisational measures

(1) Pted zahajenim zpracovani zdokumentuje
Poskytovatel sluzeb provedeni nezbytnych
Technickych a organizac¢nich opatieni, jak jsou
popséna v ptiloze €. 1 k tomuto Dodatku (déle jen
,Technicki a organizacni opatieni), a
predlozi tato dokumentovana opatieni Zadavateli
ke kontrole. Na zadkladé prijeti Zadavatelem se
dokumentovand opatfeni stanou zakladem
Dodatku ke zpracovani udaji. Pokud z kontroly /
auditu Zadavatele vyplyne potieba doplnéni,
budou tato doplnéni realizovana po vzajemné
dohodg.

(1) Before the commencement of processing, the
Service Provider shall document the execution of
the necessary Technical and Organisational
Measures described in Appendix 1 hereto
(“Technical and Organisational Measures”)
and shall present these documented measures to
the Sponsor for inspection. Upon acceptance by
the Sponsor, the documented measures become
the foundation of the Data Processing
Addendum. Insofar as the inspection/audit by the
Sponsor shows the need for amendments, such
amendments shall be implemented by mutual
agreement.

(2) Poskytovatel sluzeb dale zavede zabezpeceni
v souladu s¢l.28 odst.3 pism. c¢) a ¢l 32
nafizeni GDPR, zejména ve spojeni s €l. 5 odst. 1
a odst. 2 nafizeni GDPR a v souladu s jakymkoli
pfipadnym dal$im poZadavkem podle Platnych
pravnich pfedpisi o ochrané¢ tdaji, podle
vhodnosti. Opatieni, kterd maji byt uplatnéna,
jsou opatieni k zabezpeceni udajii a opatieni,
ktera zarucuji uroven ochrany odpovidajici

riziku, pokud jde o duveérnost, integritu,

dostupnost a odolnost systémi. Je nutno
zohlednit a v Technickych a organizacnich
opatfenich popsanych v priloze €. 1 reflektovat
soucasnou technologickou uroven, naklady na
realizaci, charakter, rozsah a Uc¢ely zpracovani a
rovné¢z pravdépodobnost vyskytu a zavaznost
rizika pro pradva a svobody fyzickych osob ve

smyslu ¢l. 32 odst. 1 nafizeni GDPR a pfipadny

(2) The Service Provider shall further establish
the security in accordance with Article 28
Paragraph 3 Point c, and Article 32 GDPR in
particular in conjunction with Article 5 Paragraph
1, and Paragraph 2 GDPR and in accordance with
any other requirement under Applicable Data
The
measures to be taken are measures of data

Protection Legislation, as applicable.

security and measures that guarantee a protection
the
integrity,

level appropriate to risk concerning

confidentiality, availability  and
resilience of the systems. The state of the art,
implementation costs, the nature, scope and
purposes of processing as well as the probability
of occurrence and the severity of the risk to the
rights and freedoms of natural persons within the
meaning of Article 32 Paragraph 1 GDPR and

any other requirement under Applicable Data
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jiny pozadavek podle Platnych pravnich piedpist
o ochrang udaji, podle vhodnosti..

Protection Legislation, as applicable, must be
taken into account and to be reflected in the
Technical and Organisational Measures described
in Appendix 1.

(3) Technickd a organizac¢ni opatfeni podléhaji
technickému pokroku a dal§imu vyvoji. V tomto
ohledu je pfipustné, aby Poskytovatel sluzeb
zavadél alternativni adekvatni opatieni, ktera
budou zavedena na  zdklad¢  schvaleni
Zadavatelem. Uroven zabezpedeni definovanych
opatfeni pfitom nesmi byt snizena a zmény
museji byt vhodné dokumentovany.

(3) The Technical and Organisational Measures
are subject to technical progress and further
development. In this respect, it is permissible for
the Service Provider to implement alternative
adequate measures to be implemented upon
approval by the Sponsor. In so doing, the security
level of the defined measures must not be
reduced and changes must be documented
appropriately.

5. Prava subjekti uidaji

5. Data subject rights

(1) Poskytovatel sluzeb nesmi z vlastni
pravomoci opravovat, mazat ani omezovat
zpracovani  osobnich  udaji, které jsou

zpracovavany jménem Zadavatele, nybrz smi tak
Cinit pouze na =zakladé dolozenych pokynil
Zadavatele.

(1) The Service Provider may not on its own
authority rectify, erase or restrict the processing
of personal data that is being processed on behalf
of the Sponsor, but only on documented
instructions from the Sponsor.

Pokud subjekt tidaji kontaktuje piimo
Poskytovatele sluzeb ohledné svych prav na
pfistup, opravy a vymazani osobnich udaja, prava
na prenositelnost idajl, prava na vzneseni
namitky nebo omezeni zpracovani, preda
Poskytovatel sluZzeb pozadavek daného subjektu
udajt ihned Zadavateli. Poskytovatel sluzeb bude
dale Zadavateli pomahat pii plnéni jeho
povinnosti reagovat na pozadavky tykajici se
uplatnéni veSkerych prav subjektti udaj.

Insofar as a data subject contacts the Service
Provider directly concerning the data subject’s
rights of access, rectification and erasure of
personal data, right to data portability, to object
or to restriction of processing, the Service
Provider will immediately forward the data
subject’s request to the Sponsor. Further, the
Service Provider shall assist the Sponsor in the
fulfilment of the Sponsor’s obligation to respond
to requests for exercising all the data subject‘s
rights.

(2) V rozsahu, vjakém je to soucasti rozsahu
sluzeb, zajisti Poskytovatel sluzeb pravo na
vymaz, opravu, omezeni zpracovani, vzneseni
namitky, pienositelnost idajii a pravo na pfistup
v souladu s dolozenymi pokyny od Zadavatele
bez zbyte¢ného prodleni.

(2) Insofar as it is included in the scope of
services, the right to erasure, rectification,
restriction of processing, object, data portability
and right of access shall be ensured by the
Service Provider in accordance with documented
instructions from the Sponsor without undue
delay.

6. Zajisténi kvality a dalSi povinnosti
Poskytovatele sluZzeb

6. Quality assurance and other duties of the
Service Provider

Kromé dodrzovani pravidel stanovenych v tomto
Dodatku ke zpracovani udajii bude Poskytovatel
sluZzeb rovnéz dodrzovat zdkonné poZadavky, na
které odkazuji ¢l. 28 az 33 nafizeni GDPR, a
jakykoliv jiny pozadavek podle Platnych
pravnich pfedpisi o ochran¢ 1daji, podle
vhodnosti; Poskytovatel sluzeb tedy =zajisti
dodrzovani zejména téchto pozadavk:

In addition to complying with the rules set out in
this Data Processing Addendum, the Service
Provider shall also comply with the statutory
requirements referred to in Articles 28 to 33
GDPR and any other requirement under
Applicable Data Protection Legislation, as
applicable; accordingly, the Service Provider
ensures, in particular, compliance with the
following requirements:
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a) M Jmenovani povéfence pro ochranu
osobnich udajii, ktery bude plnit své
povinnosti v souladu s¢l. 38 a 39
nafizeni GDPR.

a) M Appointed Data Protection Officer,
who performs his/her duties in

compliance with Articles 38 and 39
GDPR.

budou
udaje

M  Zadavateli
sdéleny kontaktni
tohoto povétence pro ucely

piimého kontaktu.
O ptipadné zmené
povéfence pro ochranu
osobnich  udaji  bude
Zadavatel ihned
informovén.

MThe Sponsor shall be
informed of his/her contact
details for the purpose of
direct contact. The Sponsor
shall be
immediately of any change
of Data Protection Officer.

informed

M Poskytovatel sluzeb
jmenoval povéfencem pro

ochranu osobnich udaji:

MThe Service Provider has
appointed Mr.

as Data Protection Officer.

M O piipadné zméné MThe Sponsor shall be
povéfence pro ochranu informed immediately of
osobnich  udaji  bude any change of Data
Zadavatel ihned Protection Officer.
informovan.

M Aktudlni kontaktni ddaje MHis/Her current contact
povétence budou vzdy details are always available
k dispozici a  snadno and easily accessible on the
pfistupné na webovych website of the Service
strankdch ~ Poskytovatele Provider:

sluzeb: https://www.fnhk.cz/o-
https://www.fnhk.cz/o- fakultni-

fakultni- nemocnici/ochrana-
nemocnici/ochrana- osobnich-udaju

osobnich-udaju

[0 Poskytovatel sluzeb neni povinen jmenovat
povétence pro ochranu osobnich tdaji. Kontaktni
osobou za Poskytovatele sluzeb je pan/pani
[uved'te: jméno, piijmeni, organizacni jednotku,
tel. ¢., e-mail].

L] The Service Provider is not obliged to appoint
a Data Protection Officer. Mr/Ms [enter: given
name, surname, organisational unit, telephone, e-
mail] is designated as the contact person on
behalf of the Service Provider.

b) Milcenlivost v souladu s ¢l. 28 odst. 3
vétou 2 pism. b), ¢l. 29 a ¢l. 32
odst. 4 natizeni GDPR a jakymkoliv
dalsim pozadavkem podle Platnych
pravnich pfedpisi o ochran¢ udaji,

b) Confidentiality in accordance with
Article 28 Paragraph 3 Sentence 2
Point b, Articles 29 and 32 Paragraph
4 GDPR and any other requirement
under Applicable Data Protection
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podle vhodnosti. Poskytovatel sluzeb
svéfi  zpracovani udaju
v tomto Dodatku ke zpracovani udajii

uvedené

pouze takovym zameéstnanctim, ktefi
jsou vazani mlcenlivosti a byli pfedem
sezndmeni s ustanovenimi o ochrané
udaju, ktera maji vyznam pro jejich
praci. Poskytovatel sluzeb ani zadna
osoba jednajici pod jeho kontrolou,
ktera ma pristup k osobnim tudajim,
nebude dané udaje zpracovavat jinak
nez na zéklad¢ pokyni od Zadavatele,
coz zahrnuje pravomoci udélené touto
pokud to  nebude
pozadovano podle platnych pravnich
ptedpisti. V takovém ptipadé¢ bude
Poskytovatel
Zadavatele

smlouvou,

sluzeb informovat

o daném zékonném
pozadavku jest¢ pied zpracovanim,
pokud piislusny pravni ptedpis takové
informovani nezakazuje z dulezitych
divodi ve vefejném z4jmu.

Legislation, as applicable. The Service
Provider entrusts only such employees
with the data processing outlined in
this Data Processing Addendum who
have been bound to confidentiality
and have previously been familiarised
with the data protection provisions
relevant to their work. The Service
Provider and any person acting under
its authority who has
personal data, shall not process that
data unless on instructions from the
Sponsor, which includes the powers
granted in this contract,

access to

unless
required to do so by applicable law. In
such a case, the Service Provider shall
inform the Sponsor of that legal
requirement before processing, unless
that law prohibits such information on
important grounds of public interest.

9

Pokud jde o osobni udaje podléhajici
CCPA,
zavazuje se Poskytovatel sluzeb, ze (1)
bude  jednat vyhradné¢  jako
»poskytovatel sluzeb* podle CCPA,
pokud jde o takové osobni udaje, a
nepodnikne zadné kroky, které by
vedly k tomu, ze by ohledné¢ danych

kalifornskému zakonu

udaji  Poskytovatel sluzeb nejednal
jako poskytovatel sluzeb podle CCPA,
(i1)) nebude shromazd’ovat, sdilet,
prodéavat, uchovavat, pouzivat nebo
zptistupniovat takové osobni udaje
mimo ramec piimého obchodniho
vztahu mezi nim a Zadavatelem; a
dale (ii1) nebude slu¢ovat dané osobni
udaje, které obdrzi od Zadavatele
nebo jeho jménem, s osobnimi udaji,
které obdrzi od jiné osoby ¢i osob
nebo jejich jménem, pokud to neni
povoleno podle Platnych pravnich
piedpist o ochrané udaja.

c)

With respect to personal data subject
to the CCPA, Service Provider agrees
(1) that it shall act solely as a “service
provider” under the CCPA with
respect to such personal data, and
Service Provider shall not take any
action that would result in Service
Provider not acting as a service
provider under the CCPA with respect
thereto; (ii) that it shall not collect,
share, sell, retain, use, or disclose such
personal data outside of the direct
business relationship between Service
Provider and Sponsor; and (iii) other
than as permitted under Applicable
Data Protection Legislation, it shall
not combine such personal data which
it receives from or on behalf of
Sponsor with personal data which it
receives from or on behalf of another
person or persons.
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d) Implementace a dodrzovani veskerych d) Implementation of and compliance
Technickych a organizacnich opatteni with all Technical and Organisational
nezbytnych pro tento Dodatek ke Measures necessary for this Data
zpracovani udajii v souladu s ¢l. 28 Processing Addendum in accordance
odst. 3 wvétou 2 pism. c), ¢l 32 with Article 28 Paragraph 3 Sentence
nafizeni GDPR a pfilohou ¢.1 k 2 Point ¢, Article 32 GDPR and
tomuto Dodatku ke zpracovani udaja Appendix 1 of this Data Processing
a jakymkoliv jinym pozadavkem Addendum and any other requirement
podle Platnych pravnich ptredpist under Applicable Data Protection
o ochrané udaji, podle vhodnosti. Legislation, as applicable.

e) Zadavatel a Poskytovatel sluzeb e) The Sponsor and the Service Provider
budou na vyzadani spolupracovat shall cooperate, on request, with the
s dozorovym ufadem pii plnéni jeho supervisory authority in performance
ukolt. of its tasks.

f) Poskytovatele sluzeb ihned pisemné f) The Sponsor shall be informed
informuje Zadavatele o veSkerych immediately in writing by Service
kontrolach a opatfenich provedenych Provider of any inspections and
dozorovym tufadem, budou-li se tyto measures conducted by the
tykat tohoto Dodatku ke zpracovéani supervisory authority, insofar as they
udaji. To plati také, bude-li relate to this Data Processing
Poskytovatel sluzeb vysetfovan nebo Addendum. This also applies insofar
bude-li  UcCastnikem  vySetfovani as the Service Provider 1is under
vedeného pfislusnym ufadem investigation or 1is party to an
v souvislosti s poruSenim investigation by a competent authority
obcanskopravnich nebo in connection with infringements to
trestnépravnich predpisii nebo any civil or criminal law, or
spravniho ptfedpisu ¢i natizeni ohledné administrative rule or regulation
zpracovani osobnich udaji regarding the processing of personal
v souvislosti s timto Dodatkem ke data in connection with this Data
zpracovani udaji. Processing Addendum.

g) Pokud bude Zadavatel podroben g) Insofar as the Sponsor is subject to an

kontrole dozorovym turadem, bude-li
proti nému vedeno fizeni z divodu
spravniho deliktu nebo pfecinu ¢i
trestni bude-1i proti
subjektem tudajii nebo tieti stranou
vznesen narok z odpovédnosti nebo

fizeni, nému

jiny  ndrok v  souvislosti  se
zpracovanim Udaji Objednavky nebo
Smlouvy  Poskytovatelem  sluzeb
podle tohoto Dodatku ke zpracovani
udajui, vynalozi Poskytovatel sluzeb
veSkeré usili na zajiSténi podpory
Zadavatele.

inspection by  the
authority, an
summary  offence  or
procedure, a liability claim by a Data
Subject or by a third party or any
other claim in connection with the

supervisory
administrative  or
criminal

Order or Contract data processing by
the Service Provider under this Data
Processing Addendum, the Service
Provider shall make every effort to
support the Sponsor.
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h) Poskytovatel sluzeb bude pravidelné
monitorovat procesy  a
Technickd a organizaéni opatieni, aby
zajistil, Ze zpracovani spadajici pod
jeho  odpovédnost je
s pozadavky  platnych
piedpist o ochrané idajii a s ochranou
prav subjektu udaju.

interni

v souladu
pravnich

h) The Provider
periodically monitor the
processes and the Technical and
Organizational Measures to ensure
that processing within his area of
responsibility is in accordance with

shall
internal

Service

the requirements of applicable data
protection law and the protection of
the rights of the data subject.

i) Ov¢ritelnost Technickych a
organizanich opatfeni ze
Zadavatele vrdmci jeho pravomoci
dozoru, jak je uvedeno v ¢lanku 8
tohoto Dodatku ke zpracovani udaju.

strany

i) Verifiability of the Technical and
Organisational Measures conducted
by the Sponsor as part of the
Sponsor’s supervisory powers referred
to in Section 8 of this Data Processing
Addendum.

7. Zpracovani prostiednictvim subdodavatele

7. Subprocessing

(1) Pro tucely tohoto Dodatku ke zpracovani
udajii se zpracovanim prostiednictvim
subdodavatele rozumi zpracovani osobnich udaji
ve spojeni se sluzbami, které piimo souviseji
s poskytovanim  hlavni  sluzby. Nezahrnuje
dopliikové sluzby, jako jsou telekomunikacni
sluzby, posStovni / ptepravni sluzby ¢i nakladani
snosi¢i osobnich udaji, ani dal$i opatfeni
k zajisténi dvernosti, dostupnosti, integrity a
odolnosti hardwaru a softwaru zafizeni pro
zpracovani udaji. Poskytovatel sluzeb bude vsak
povinen zajistit vhodné a pravné zavazna smluvni
ujednani a podniknout vhodnd opatfeni kontroly,
aby zajistil ochranu Udajii a zabezpeceni daj,
pokud jde o osobni udaje Zadavatele, a to i
v ptipadé externiho zadani dopliikovych sluzeb.

(1) Subprocessing for the purpose of this Data
Processing Addendum is to be understood as
processing of personal data in conjunction with
services which relate directly to the provision of
the principal service. This does not include
ancillary services, such as telecommunication
services, postal / transport services, or the
disposal of personal data carriers, as well as other
measures to ensure the confidentiality,
availability, integrity and resilience of the
hardware and software of data processing
equipment. The Service Provider shall, however,
be obliged to make appropriate and legally
binding contractual arrangements and take
appropriate inspection measures to ensure the
data protection and the data security of the
Sponsor's personal data, even in the case of
outsourced ancillary services.

(2) Podle tohoto Dodatku ke zpracovani udaji
neni zpracovani prostfednictvim subdodavatele
povoleno.

(2) Subprocessing is not permitted under this
Data Processing Addendum.

8. Pravomoci dozoru Zadavatele

8. Supervisory powers of the Sponsor

(1) Zadavatel ma pravo provést po porade
s Poskytovatelem sluzeb kontroly nebo nechat
provést kontroly auditorem, ktery bude urcen
v kazdém jednotlivém piipadé. Mé& pravo se
pfesvédCit o dodrzovani tohoto Dodatku ke
zpracovani udajii Poskytovatelem sluzeb pii jeho
obchodnich operacich prostiednictvim
ndhodnych kontrol, které budou za béznych
okolnosti ohlaSovany v dostatecném casovém
predstihu.

(1) The Sponsor has the right, after consultation
with the Service Provider, to carry out
inspections or to have them carried out by an
auditor to be designated in each individual case.
It has the right to convince itself of the
compliance with this Data Processing Addendum
by the Service Provider in his business operations
by means of random checks, which are ordinarily
to be announced in good time.
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(2) Poskytovatel sluzeb zajisti, aby Zadavatel
mohl ovéfit dodrzovani povinnosti ze strany
Poskytovatele sluzeb v souladu s ¢l. 28 nafizeni
GDPR a vsouladu s jakymkoliv  dal$im
pozadavkem podle Platnych pravnich ptedpist
o ochran¢ udajii, podle vhodnosti. Poskytovatel
sluzeb se zavazuje, Zze Zadavateli na vyzadani
poskytne nezbytné informace a zejména ze
prokdze provadéni Technickych a organizacnich
opatfeni.

(2) The Service Provider shall ensure that the
Sponsor is able to verify compliance with the
obligations of the Service Provider in accordance
with Article 28 GDPR and any other requirement
under Applicable Data Protection Legislation, as
applicable. The Service Provider undertakes to
give the Sponsor the necessary information on
request and, in particular, to demonstrate the
execution of the Technical and Organizational
Measures.

(3) Tato
predlozenim:

opatfeni mohou byt prokazana

(3) Evidence of such measures may be provided
by

Maktualnich osvédceni, zprav nebo
které
organy (napf.

vynatki ze zprav auditora,
poskytly nezavislé

auditor, povéfenec pro ochranu
osobnich  udaji, oddéleni pro
bezpecnost IT, auditor ochrany

osobnich tdajt, auditor kvality)

MCurrent auditor’s certificates,
reports or excerpts from reports

provided by independent bodies

(e.g. auditor, Data Protection
Officer, IT security department,
data privacy auditor, quality
auditor)

M vhodné certifikace na zakladé
auditu zabezpeceni IT nebo ochrany
udaji (napf. podle BSI-Grundschutz
(zédkladni certifikace IT ochrany,
kterou vyvinul némecky Spolkovy
ufad pro bezpecnost informacni
(BSI)) ISO/IEC

techniky nebo

27001).

MA suitable certification by IT
security or data protection auditing
(e.g. according to BSI-
Grundschutz T Baseline
Protection certification developed
by the German Federal Office for

Security in Information
Technology (BSI)) or ISO/IEC
27001).

9. Komunikace v pripadé poruseni pravnich
predpisi ze strany Poskytovatele sluzZeb

9. Communication in the case of infringements
by the Service Provider

Poskytovatel sluzeb bude Zadavateli pomahat pii
dodrZovani povinnosti tykajicich se zabezpeceni
osobnich udajti, pozadavkd na hlaseni poruseni
zabezpeCeni Udaji, posuzovani dopadu na
ochranu udaji a predchozich konzultaci. To
zahrnuje nésledujici:

The Service Provider shall assist the Sponsor in
complying with the obligations concerning the
security of personal data, reporting requirements
for data breaches, data protection impact
assessments and prior consultations. These
include:

a) Zajisténi  vhodné  Urovné  ochrany
prostfednictvim Technickych a
organizaCnich opatfeni, ktera zohlediuji
okolnosti a ucely zpracovéani, jakoz i
pfedpokladanou  pravdépodobnost a
zavaznost mozného poruseni pravnich
predpist v dasledku zranitelnosti
zabezpeceni, a kterda umoziluji okamzité
zjisténi relevantnich udalosti poruSeni
prévnich ptedpist.

a) Ensuring an appropriate level of
protection  through  Technical and
Organizational Measures that take into
account the circumstances and purposes
of the processing as well as the projected
probability and severity of a possible
infringement of the law as a result of
security vulnerabilities and that enable an
immediate  detection  of  relevant
infringement events.

b) Zavazek poruseni zabezpeCeni osobnich

b) The obligation to report a personal data
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udajt ihned hlasit Zadavateli.

breach immediately to the Sponsor.

c) Povinnost pomdhat Zadavateli
v souvislosti s jeho zdvazkem informovat
dotéeny subjekt udaji a v tomto ohledu

c) The duty to assist the Sponsor with
regards to the Sponsor’s obligation to
provide information to the Data Subject

ithned poskytnout Zadavateli veskeré concerned and to immediately provide the

relevantni informace. Sponsor with all relevant information in
this regard.

d) Podporovani  Zadavatele pfi  jeho d) Supporting the Sponsor with its data

posouzeni dopadu na ochranu tdaji.

protection impact assessment

e) Podporovani Zadavatele ohledné e) Supporting the Sponsor with regard to
predchozi konzultace s dozorovym prior consultation of the supervisory
uradem. authority

10. Opravnéni Zadavatele vydavat pokyny 10. Authority of the Sponsor to issue

instructions

(1) Zadavatel ihned potvrdi Gstn€ vydané pokyny
(minimalné v pisemné form¢).

(1) The Sponsor shall immediately confirm oral
instructions (at the minimum in text form).

(2) Poskytovatel sluzeb bude Zadavatele ihned
informovat, pokud bude mit za to, Ze néktery
pokyn porusuje Platné pravni pfedpisy o ochrané
udajii. Poskytovatel sluzeb bude poté opravnén
pozastavit provedeni prislusnych pokynt, dokud
je Zadavatel nepotvrdi nebo nezméni.

(2) The Service Provider shall inform the
Sponsor immediately if he considers that an
instruction  violates the Applicable Data
Protection Legislation. The Service Provider shall
then be entitled to suspend the execution of the
relevant instructions until the Sponsor confirms
or changes them.

11. Vymaz a vraceni osobnich tidaji

11. Deletion and return of personal data

(1) Nikdy nebudou vytvareny kopie ¢i duplikaty
udajii bez védomi Zadavatele krom¢ zaloznich
kopii v mife, v jaké budou nezbytné k zajiSténi
fadného zpracovani udaji, a dale udaja
pozadovanych ke splnéni regulacnich pozadavkl
na uchovani tdajt.

(1) Copies or duplicates of the data shall never be
created without the knowledge of the Sponsor,
with the exception of back-up copies as far as
they are necessary to ensure orderly data
processing, as well as data required to meet
regulatory requirements to retain data.

(2) Po dokoneni smluvni prace nebo dfive,
pokud si to Zadavatel vyzada, nejpozdé€ji po
ukon¢eni nebo vyprSeni platnosti Smlouvy
o dopliikkovych sluzbach, preda Poskytovatel
sluZzeb Zadavateli nebo — na zakladé predchoziho
souhlasu — zni¢i veSkeré dokumenty, vysledky
zpracovani a vyuziti a soubory udaji souvisejici
se Smlouvou o doplikovych sluzbach a/nebo
timto Dodatkem ke zpracovani udajt, které ma
v drZzeni, a to zpGsobem splilujicim pozadavky
ochrany udaji. To samé plati pro veskeré
souvisejici testovaci, odpadni, redundantni a
vyhozené materidly. Na vyzadani bude predlozen
zdznam o zni¢eni nebo vymazani.

(2) After conclusion of the contracted work, or
earlier upon request by the Sponsor, at the latest
upon termination or expiration of the Ancillary
Services Agreement, the Service Provider shall
hand over to the Sponsor or — subject to prior
consent — destroy all documents, processing and
utilization results, and data sets related to the
Ancillary Services Agreement and/or this Data
Processing Addendum that have come into its
possession, in a data-protection compliant
manner. The same applies to any and all
connected test, waste, redundant and discarded
material. The log of the destruction or deletion
shall be provided on request.

(3) Dokumentaci slouzici k prokdzani tadného
zpracovani udaji v souladu s Dodatkem ke
zpracovani udajii ulozi Poskytovatel sluzeb na
dobu delSi, nez je trvani platnosti smlouvy,
v souladu s pfislusSnymi dobami uchovani. Tuto
dokumentaci miize na konci platnosti smlouvy

(3) Documentation which is used to demonstrate
orderly data processing in accordance with the
Data Processing Addendum shall be stored
beyond the contract duration by the Service
Provider in accordance with the respective
retention  periods. It may hand such
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predat Zadavateli, aby byl sam zbaven této
smluvni povinnosti.

documentation over to the Sponsor at the end of
the contract duration to relieve the Service
Provider of this contractual obligation.

13. Odskodnéni a odpovédnost na zakladé
Dodatku ke zpracovani adaji

13. Indemnification and liability under the
Data Processing Addendum

(1) Poskytovatel sluzeb (dale jen ,,Odskodiujici
strana‘““) odSkodni Zadavatele (dale jen
,,Odskodinovana strana“) za veskerou ztratu,
naklady, poskozeni, vydaje (vCetné piimefenych
pravnich poplatkil), odpoveédnost, pokuty ¢i
$kody (spole¢né dale jen ,,Skody*), které
Odskodnovana strana utrpi nebo které ji vzniknou
v souvislosti s narokem tfeti strany (mimo jiné ze
strany subjektl udajt, uradu pro ochranu
osobnich tdajt nebo jinych regulacnich organti) a
které vyplynou z poruseni povinnosti
Odskodnujici strany podle nafizeni GDPR,
Platnych pravnich piedpisti o ochran¢ udaji nebo
tohoto Dodatku ke zpracovani udaji, a dale za
predpokladu, ze: (i) Odskodiovana strana
bezodkladné oznami Odskodnujici strané veskeré
okolnosti, o nichz vi, ze maji za nasledek vznik
naroku na odskodnéni podle natizeni GDPR,
Platnych pravnich pfedpisti o ochrané udaji nebo
tohoto Dodatku ke zpracovani udaji, a dale (i1)
Odskodinovana strana podnikne pfimétené kroky
a jednani ke zmirnéni jakychkoliv aktualnich
Skod, které miize utrpét v disledku poruseni ze
strany OdSkodnujici strany.

(1) The Service Provider (the “Indemnifying
Party”) shall indemnify the Sponsor (the
“Indemnified Party”) from and against all loss,
cost, harm, expense (including reasonable legal
fees), liabilities, fines or damage (all together
“Damage”) suffered or incurred by the
Indemnified Party in relation to a third party
claim (including from data subjects, data
protection authority or other regulatory bodies)
that results from the Indemnifying Party s breach
of its obligations under the GDPR, Applicable
Data Protection Legislation or under this Data
Processing Addendum, and provided that: (i) the
Indemnified Party gives the Indemnifying Party
prompt notice of any circumstances of which it is
aware that give rise to an indemnity claim under
the GDPR, Applicable Data Protection
Legislation or this Data Processing Addendum;
and (ii) the Indemnified Party takes reasonable
steps and actions to mitigate any ongoing
Damage it may suffer as a consequence of the
Indemnifying Party’s breach.

(2) Bez ohledu na piipadna protichtidna
ustanoveni Smlouvy o dopliikovych sluzbéch se
neuplatni zd&dnd omezeni ¢i vylouceni
odpovédnosti Poskytovatele sluzeb, ktera jsou
stanovena ve Smlouvé o doplikkovych sluzbach,
v ptipadé, Ze Poskytovatel sluzeb porusi své
povinnosti podle tohoto Dodatku ke zpracovani
udajl, natizeni GDPR a Platnych pravnich
piedpist o ochrané udaja.

(2) Notwithstanding anything to the contrary set
out in the Ancillary Services Agreement, any
limitations or exclusions of the Service
Provider’s liability set out in the Ancillary
Services Agreement shall not apply in the event
of breach by the Service Provider of its
obligations under this Data Processing
Addendum, GDPR and Applicable Data
Protection Legislation.

14. ProhlaSeni a zaruky Poskytovatele sluZeb
v pripadé piedani osobnich idaju do tieti
zemé mimo EU/EHP

14. Representations and warranties by the
Service Provider in case of a transfer of
personal data outside of the EU/EEA to a
third country

1. Poskytovatel sluzeb nebude ptedavat osobni
udaje do tieti zemeé mimo EU/EHP.

1. The Service Provider will not transfer personal
data outside of the EU/EEA to a third country.

Piiloha €. 1 - Technické a organiza¢ni opatifeni

Appendix 1 - Technical and Organisational
Measures

1. Certifikace a kodexy chovéni

1. Certifications and codes of conduct

Poskytovatel sluzeb ziskd a po celou dobu

Service Provider shall achieve and maintain the
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poskytovani sluzeb bude udrzovat nésledujici
certifikace, atestace nebo protokoly:

following certifications, attestations or reports
throughout the delivery of the services

Jiné: NUKIB

] Certifikace podle ISO 27001 O ISO 27001 certification

L Certifikace podle ISO 27701 L] ISO 27701 certification

O ISAE/SSAE SOC 2 typ 2 O ISAE/SSAE SOC 2 Type 2
] HiTrust CSF O HiTrust CSF

L Cyber Essentials Plus L] Cyber Essentials Plus

[ Certifikace CSA STAR [ CSA STAR certification
M M

Others:NUKIB

Poskytovatel sluzeb ziskal osvédceni nebo
postupuje v souladu s kodexy chovéani ¢i
osvédcenimi o ochrané idaj, jak je popsano
v nafizeni GDPR. Vyberte podle vhodnosti.

Service Provider has achieved or complies with
codes of conduct or privacy certifications as
described by the GDPR. Please select as
applicable.

(]

Poskytovatel sluzeb dodrzuje kodex

chovani schvaleny pfislusnymi ufady Evropské
unie podle ¢l. 40 natizeni GDPR.

O

Service Provider complies with a code of

conduct approved by European Union competent
authorities under GDPR Art 40

Upftesncte: Please specify: _

U Poskytovatel sluzeb ziskal a udrzuje U Service Provider achieves and maintains a
osvédceni o ochrané udaji podle ¢l. 42 natizeni privacy certification under GDPR Art 42

GDPR. Please specify:

Upftesncéte:

2. DodrZovani standardii a praktickych postupti |2. Adherence to standards and industry practices

v daném oboru

e Poskytovatel sluzeb bude sluzby poskytovat a | ® Service Provider shall perform and complete
vykondvat v souladu s profesnimi a the services in accordance with professional
oborovymi standardy, dovednostmi, zdsadami and industry standards, skills, care and
péce a svédomitosti. diligence.

e Poskytovatel sluzeb bude respektovat stavajici | ® Service Provider shall respect existing
platna doporuceni ze strany dozorovych tfada, applicable recommendations by supervisory
pokud jde o navrh, udrZzovani a provoz sluzeb authorities, for the design, maintenance and
a zékladnich teSeni. operation of the services and underlying

solutions.

e Poskytovatel sluzeb bude implementovat | @ Service Provider shall implement technical
technickd a organiza¢ni opatfeni za ucelem and organisational measures to meet all
splnéni veSkerych platnych standardtit HIPAA, applicable HIPAA, NIST and ENISA
NIST a ENISA pro srovnatelné cinnosti standards for comparable processing activities,
zpracovani a platnych narodnich standardd, and applicable national standards, as well as
jakoZz i zdkonnych a regulacnich pozadavki. legal and regulatory requirements.

3. Obecné zabezpefovaci opatieni 3. General Security measures

Veskeré informacni systémy obsahujici osobni

All information systems containing personal data

udaje museji odpovidat nasledujicim | shall comply with the following security
zabezpeCovacim opatfenim: measures:
(1) Bezpecnost informaci. Ptijeti vhodnych | (1) Information security. Adoption  of
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internich  kontrol k ochrané davérnosti,
integrity a dostupnosti veskerych informaci
vcetné osobnich udajt, dale k ochran¢ téchto
informaci pfed nahodnym, neopravnénym
nebo nezdkonnym pfistupem, kopirovanim,
pouzitim,  zpracovanim,  zpiistupnénim,
pozménénim, prenosem, ztratou ¢i zni¢enim
informaci véetné osobnich udaji. To zahrnuje
zejména pisemny program bezpecnosti
informaci obsahujici zdsady a postupy, které
jsou dokumentovany, udrzovany aktudlni a
zptistupnény vSem dotcenym uzivatelim.

appropriate internal controls to protect the
confidentiality, integrity, and availability of
all information, including personal data; and
to protect such information against
accidental, unauthorized, or unlawful access,
copying, use, processing, disclosure,
alteration, transfer, loss or destruction of
information, including personal data. This
includes, but is not limited to a written
information security program with policies
and procedures that are documented, kept up
to date, and made available to all users
concerned.

(2) Udrzba. Rémec zédsad tykajicich se IT rizik
je pravidelné¢ kontrolovan a udrzovan pfi
zohlednéni zmén informacnich systému a
technologii. Déle bude zajiStén rémec
posuzovani IT rizik a hlaSeni, v némz budou
identifikovana, posuzovana, zmirfovana a
sledovdna rizika vyplyvajici z nedbalého
nebo neopravnéného pouziti, atokl ¢i poruch
systémd.

(2) Maintenance. The IT risk policy framework
is periodically reviewed and maintained,
taking into account changes to information
systems and technologies. In addition, an IT
risk assessment and reporting framework
will be provided within which the risks
arising from negligent or malicious use,
attacks or malfunctions against systems are
identified, assessed, mitigated and
monitored.

4. Opatieni fyzického zabezpeceni

4. Physical security measures

(1) Fyzické zabezpeceni a kontrola pristupu.
UdrZzovani fyzicky zabezpeceného prostiedi,
které  prostfednictvim  fyzickych  nebo
elektronickych prostfedktt vzdy zajistuje
kontrolovany pfistup, v nevefejnych c¢astech
prostor smluvnich stran a veskerych systému
obsahujicich informa¢ni polozky smluvnich
stran (vCetné¢ informacnich polozek a
osobnich udajl).

(1) Physical security and access control.
Maintenance of non-public areas of the
parties' premises, and all systems containing
the parties’ information assets (including
information assets, including personal data) in
a physically secure environment, that
provides controlled access at all times by
physical or electronic means.

(2) Fyzické  zabezpeceni médii. Udrzovani
vhodnych  zabezpecovacich opatfeni a
postupt k ochran¢ a zabranéni
neopravnénému  prohlizeni,  kopirovani,
pozménovani nebo odstrafiovani jakychkoliv
médii  obsahujicich informaéni poloZzky
veetné osobnich udaja.

(2) Physical security for media. Maintenance of
appropriate security measures and procedures
to protect and prevent the unauthorized
viewing, copying, alteration or removal of
any media containing information assets,
including personal data.

(3) Ochrana IT zarizeni. 1T zatizeni je fyzicky
chranéno pomoci specifickych metod (napf.
vyhrazeny protipozarni systém, zvednuti
zafizeni v piipad¢é moznych  povodni,
redundance elektrického napdjeni a/nebo
klimatizace apod.). RovnéZ jsou instalovany
detektory koufe a protipozarni zdroje a tyto
jsou jednou ro¢né kontrolovany.

(3) Protection of IT equipment. IT equipment is
physically protected via specific methods
(e.g., dedicated fire prevention system,
raising equipment against possible floods,
electrical supplies and/or air conditioning
redundancy, etc.). Smoke detectors are also
set up, as well as firefighting resources, and
are inspected annually.
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(4) Likvidace odpadniho papiru a uloznych
médii.  Poskytovatel sluzeb zajisti, aby
likvidace odpadniho papiru a veskerych
uloznych médii obsahujicich osobni tdaje
byla v souladu se sanitacnimi metodami typu
,HPurge (uplné odstranéni) nebo ,,Destroy*
(zni¢eni) dle nejnovéjsi revize specialni
publikace 800-88 ,,Pokyny pro sanitaci
médii“ NIST (NIST Special Publication 800-
88 ,,Guidelines for Media Sanitization™),
pokud spolecnost ROCHE neschvali jiné
metody likvidace. To zahrnuje opétovné
nasazeni, vyfazeni zprovozu ¢i udrzovani
zafizeni.

(4) Disposal of waste paper and storage media.
Service Provider shall ensure that disposal of
waste paper and all storage media containing
personal data is in compliance with
sanitization methods “Purge” or “Destroy” in
latest revision of NIST Special Publication
800-88 “Guidelines for Media Sanitization”,
unless ROCHE authorizes different disposal
methods. This includes the redeployment,
decommission or maintenance of equipment.

(5) Zabezpeceni IT systému. Jsou zavedeny
zasady a postupy k zajisténi zabezpeceni IT
systémi, coz zahrnuje zasady cistého stolu.
Poskytovatel sluzeb je povinen
implementovat vhodna zabezpecovaci
opatfeni a postupy k zajisténi bezpecné
konfigurace IT systéml zpracovavajicich
osobni udaje, bez zndmych zranitelnosti a
slabych mist, vcetné postupii k posileni
zabezpeCeni  (,hardening) a  zakladni
konfigurace.

(5) IT systems security. Policies and procedures
are in place to ensure IT systems security,
including clean desk policies. Service
Provider must Implement appropriate security
measures and procedures to ensure IT
systems processing personal data are
configured securely, with no known
vulnerabilities and weaknesses, including
hardening procedures and default
configuration.

5. Technicka zabezpecovaci opatieni

5. Technical security measures

(1) Logické kontrolni prvky pristupu

(1) Logical access controls

a. Zasady pristupovych prdav. Implementace
zasad a postupt tykajicich se udélovani
pfistupovych prav k informac¢nim
polozkam vcetné osobnich tidaju, pficemz
tyto jsou navrzené tak, aby zajisStovaly, Ze
pristupovd prava smi vytvaret, ménit ¢i
rusit pouze personal, ktery je ktomu
vyslovné opravnén.

a. Access rights policies. Implementation of
policies and procedures, regarding the
granting of access rights to information
assets, including personal data, and
designed to ensure that only the personnel
expressly authorized may create, modify or
cancel access rights.

b. Postupy autorizace o0sob s pristupovym
opravnénim.  Implementace vhodnych
zabezpecovacich opatfeni a postupt
k zavedeni a  konfiguraci  profill
autorizace za ucelem zajisténi toho, aby
personal mél pfistup pouze k t€m
informa¢nim polozkdm vcetné osobnich
udaji a ktém zdrojim, které potiebuje
znat k plnéni svych povinnosti, a aby
mohl ziskat pfistup pouze k informacnim
polozkdm  vcéetné  osobnich  udaji
vrozsahu a  vmife  odpovidajici
pfislusnému pfistupovému opravnéni. To

b. Authorization procedures for persons
entitled to access. Implementation of
appropriate  security  measures  and
procedures to establish and configure
authorization profiles in order to ensure
that personnel will only have access to the
information assets, including personal data,
and resources they need to know to
perform their duties, and that they are only
able to access the information assets,
including personal data, within the scope
and to the extent covered by their
respective access permission. This includes
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zahrnuje zejména pouziti jedinecnych
identifikatort definovanych pro kazdého
uzivatele a zdkaz sdileni Ucth mezi
uzivateli.

but is not limited to the use of unique
identifiers defined per user and the
prohibition of shared accounts between
users.

c. Autentizacni udaje a postupy.
Implementace vhodnych zabezpecovacich
opatfeni a postupli pro autentizaci
opravnéného personalu.

c. Authentication credentials and procedures.
Implementation of appropriate security
measures and procedures for authentication
of authorized personnel.

d. Nejnizsi opravnéni. Pro bézné operace se
pouzivaji ucty s nejniz§im opravnénim.

d. Least privilege. Accounts with least
privileges are used for common operations.

e. Zdsady platné pro hesla. Poskytovatel
sluzeb musi mit pisemné zasady pro hesla
nebo specifikace pro hesla, v nichz je
stanovena konfigurace hesel a cetnost
jejich  zmény (napf. rutinni zmény,
povinné zmény v piipadé podezieni na
prolomeni nebo skute¢ného prolomenti).
Pro spravce museji byt zavedeny
specifické  kontroly, knimz  patii
pozadované zmény pfinejmensSim po
odchodu kazdého spravce.

e. Password policy. Service Provider must
have a written password policy or
password specifications that specifies
password configuration and the frequency
by which passwords must be changed (e.g.,
routine changes, mandatory changes in the
event of a suspected or actual
compromise). Specific controls must be in
place for administrators, including required
changes at least following the departure of
each administrator.

f. Kontrola vzdaleného pristupu.
Implementace vhodnych zabezpecovacich
opatfeni a postupi k zabranéni pouziti
informacnich systémil nebo informacnich
polozek  vcetné¢  osobnich  udaji
neopravnénymi osobami pomoci
prosttedkt vzdéaleného pftistupu, a to
vcetné prostiednictvim internetu €1 jinak.

J- Remote access control. Implementation of
appropriate  security = measures  and
procedures to prevent information systems
or information assets, including personal
data, from being used by unauthorized
persons by remote means including via the
Internet or otherwise.

g. Monitorovani pristupu.  Implementace
vhodnych zabezpeCovacich opatfeni a
postupll pro monitorovani neopravnéného
ptistupu k informa¢nim polozkédm a sitim,
véetné  osobnich  udaji, s vydanim
vystrahy v pfislusnych ptipadech. Na
veskery pfistup k osobnim udajim se
museji vztahovat auditni stopy, chranéné
pfed neopravnénou manipulaci a opatiené
Casovym razitkem, adekvatné chranéné
pfed neopravnénym piistupem, zménami
¢i ztratou.

g. Access monitoring.  Implementation of
appropriate  security ~ measures  and
procedures for monitoring unauthorized
access to information assets and networks,
including personal data, raising an alert
where appropriate. All access to personal
data must be covered by timestamped,
tamper-proof audit trails, adequately
protected against unauthorized access,
modification or loss.

h. Malware. Implementace  vhodnych
zabezpeCovacich opatieni a postupil
k ochran¢ IT systému pied ucinky virti a
jiného malwaru, k bezodkladné detekci a
hlaSeni incidentt a dodrzovéni
zavedenych postupii eskalace.

h. Malware. Implementation of appropriate
security measures and procedures to
protect IT systems against the effects of
viruses and other malware, to detect and
report incidents without delay and follow
established escalation procedures.

(2) Kontroly spravy udaji

(2) Data management controls

h. Kontrola zpracovani udajii. Implementace

h. Data processing control. Implementation
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vhodnych zabezpeCovacich opatfeni a
postupt k zajisténi toho, aby informacni
polozky vcetné¢ osobnich udaji bylo
mozné zpracovavat pouze v souladu se
Smlouvou o doplnkovych sluzbach.

of appropriate security measures and
procedures to ensure that information
assets, including personal data, may only
be processed in accordance with the
Ancillary Services Agreement.

i. Zabezpeceni udayi.

Implementace
vhodnych zabezpeCovacich opatfeni a
postupt k zajisténi toho, aby informacni
polozky vcetné osobnich udaji byly
chranény technickymi nebo jinymi
prostiedky.

Data  security.  Implementation  of
appropriate  security = measures  and
procedures to ensure that information
assets, including personal data, are
protected by technical or other means.

j. Sifrovani ve staciondrnim stavu a pri
prenosu. Osobni udaje museji byt pfi
pfenosu i ve staciondrnim stavu Sifrovany.

Encryption at rest and in transit. Personal
data must be encrypted in transit and at
rest.

. Kontrola predavani, prepravy a prenosu
udaju. Implementace ~ vhodnych
zabezpecCovacich opatfeni a postupl
k zajisténi toho, aby byla mista /
destinace, kam jsou informaéni polozky
véetn¢  osobnich udaji  pfendseny,
v souladu se Smlouvou o dopliikkovych
sluzbach.

Data transfer, transport, and transmission
control.  Implementation of appropriate
security measures and procedures to ensure
that the locations/destinations to which the
information assets, including personal data,
are transferred are in accordance with the
Ancillary Services Agreement.

. Kontrola dostupnosti udayii.
Implementace vhodnych zabezpecovacich
opateni a postupi (vcetné zalohovani a
obnovy) k zajisténi dostupnosti 1daj,
vcetné postupti k ochran¢ informacénich
polozek vcetné¢ osobnich tudaji pted
nahodnym zni¢enim nebo ztratou. Pro
zalohy ma byt zajiSténa vhodna uroven
fyzické ochrany a ochrany prostiedi,
odpovidajici standardim platnym pro
puvodni udaje.

Data availability control. Implementation
of appropriate security measures and
procedures  (including  back-up and
recovery) to ensure data availability,
including procedures to protect information
assets, including personal data, from
accidental destruction or loss. Backups
should be given an appropriate level of
physical and environmental protection
consistent with the standards applied on the
originating data.

.Oddeleni  udaji. Kazdy systém

zpracovavajici  citlivé  ddaje  bude
instalovan ve vyhrazeném (izolovaném)
prostiedi.

. Data segregation. Any system processing

sensitive data shall be set up in a dedicated
environment (isolated).

. Rizeni zranitelnosti a softwarové opravy.
Implementace vhodnych zabezpecovacich
opatfeni nebo  postupti  k zajisténi
pravidelného sledovani zranitelnosti a
pravidelné aktualizace a provadéni oprav
pocitacového softwaru k zabranéni
zranitelnostem a k odstrafiovani chyb,
které by jinak mohly usnadiovat poruseni
zabezpeceni.

Vulnerability management and software
patching. Implementation of appropriate
security measures or procedures to ensure
regular vulnerability monitoring and the
regular updating and patching of computer
software to prevent vulnerabilities and
remove flaws that could otherwise
facilitate security breaches.

. Postupy kontroly zmén. Implementace
vhodnych zabezpecovacich opatifeni a
postupit k ochran¢ informacnich polozek
véetné osobnich udajii v pfipadé zmén,

Change control procedures.
Implementation of appropriate security
measures and procedures to protect
information assets, including personal data,
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pfesunu  nebo vymény jakéhokoliv
hardwaru,  pocitaové  komponenty,
softwaru nebo informaci souvisejicich se
zpracovanim informacnich polozek vcetné
osobnich udaji.

in the event of changes to, movement of, or
replacement of any hardware, computer
component, software, or information
related to the processing of information
assets, including personal data.

(3) Sitové zabezpeceni

(3) Network security

0. Omezene sitové funkce. Poskytovatel
sluzeb je povinen zajistit, aby byly
schvdleny a implementovdny pouze ty
sitové funkce, které jsou potiebné pro
zpracovani. To zahrnuje omezeni pfistupu
k internetu takovym zplsobem, aby byly
blokovany sluzby, které nejsou potieba.

o. Limited network  functions.  Service
Provider must ensure that only network
functions are required for processing are
authorized and implemented. This includes
limiting Internet access in such a way that
services that are not needed are blocked.

p. Sledovdni a sprdava Wi-Fi siti. Wi-Fi sité
jsou spravovany a sledovany a uplatituje
aktudlni WPA2 nebo WPA2-PSK se
slozitym heslem). Sité oteviené pro hosty
museji byt oddélené od vnitini sité.

p. Monitoring and management of Wi-FI
networks. Wi-Fi networks are managed and
monitored and employ state-of-the-art
encryption (such as currently WPA2 or
WPA2-PSK with a complex password).
Networks open to guest must be separate
from the internal network.

q. Rozdeéleni sité. Je zavedeno rozdéleni sité
ke snizeni dopadu v pfipad¢ naruSeni.
Servery pristupné prostfednictvim
internetu  museji byt umistény v zoné
DMZ (DeMilitarized Zone) a oddé€lené
firewally.

q. Network partitioning. Network partitioning
is in place to reduce the impact in the event
of a compromise. Servers accessible via the
Internet must be placed in a DMZ
(DeMilitarized Zone) and separated with
firewalls.

(4) Sledovani zabezpeceni

(4) Security monitoring

Je zavedeno sledovdni zabezpeCeni, aby mohl
Poskytovatel sluzeb identifikovat incidenty
v souvislosti s protokoly udalosti daného feSeni.

Security monitoring is in place for the Service
Provider to identify incidents related to the
solution's events logs.

6. Organizacni zabezpecovaci opatieni

7. Organizational Security Measures

(1) Organizacni odpovédnost. Vhodné piifazeni
odpovédnosti za bezpe¢nost informaci, aby
byla zajisténa koordinace, pfijeti a sledovani

zabezpecovacich opatieni.

(1) Organizational responsibility. ~ Appropriate
assignment of responsibility for information
security to ensure security measures are
coordinated, adopted, and monitored.

(2) Povinnosti zaméstnancii.
vhodnych zabezpeCovacich opatfeni a
postupi  kovéfeni toho, Ze kazdy
zamestnanec, zastupce nebo  smluvni
dodavatel, ktery ma pfistup k informacnim
polozkdm vcetné osobnich udaji, bude znat
své povinnosti a disledky piipadného
poruseni zabezpeceni.

Implementace

(2) Obligations of employees. Implementation of
appropriate security measures and procedures

to verify that any employee, agent or
contractor accessing information assets,
including  personal data, know their

obligations and the consequences of any
security breach.

(3) Kvalifikace zaméstnancii. Implementace
vhodnych zabezpeCovacich opatfeni a
postuptt k ovéteni spolehlivosti, technické
odbornosti a osobni bezuhonnosti vSech
zam&stnancl,  zastupci a  smluvnich

(3) Qualification of employees. Implementation
of appropriate security measures and
procedures to verify the reliability, technical
expertise, and personal integrity of all
employees, agents, and contractors.
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dodavatelt.

(4) Posuzovdni rizik. Poskytovatel sluzeb je
povinen provadén pravidelné posuzovani
rizik, které bude reflektovat stav techniky,
zmény hrozeb a regulacniho prostredi, jakoz
1 vyvoj a technologické regulace, a bez
zbytecného odkladu zavadét vylepSeni
k zajisténi nepfetrzit¢ dostatecnosti kontrol.
Pro tucely tohoto odstavce se za ,stav
techniky* povazuje napt. stav podle pokyni
ENISA (nebo dle spolecné publikace
s ENISA), standardti NIST nebo podobnych
pokynii.

(4) Risk assessment. Service Provider must
conduct a periodic risk assessment which
reflects the state-of-the art, changes in the
threat and regulatory environment, as well as
the evolution and technology regulations, and
implement improvements without undue delay
to ensure the continued adequacy of controls .
For the purposes of this paragraph, “state-of-
the-art shall mean e.g., presented in guidelines
by ENISA (or co-published by them), NIST
standards or similar guidance documents.

(5) Audit a soulad s predpisy. U informac¢nich
systému a instalaci ke zpracovani tidaji musi
probéhnout interni nebo externi audit, aby
byl ziskan posudek ohledné¢ miry souladu
s pozadavky na zabezpeceni, identifikovany
nedostatky kontrol a navrhnuta korektivni

opatfeni k jejich néprave.

(5) Audit and compliance. Information systems
and data processing installations must
undergo an internal or external audit to
provide an opinion on the extent of
compliance with security requirements,
identify control gaps, and propose corrective
measures for remediation.

(6) Reakce na incidenty. Implementace procesu
fizeni incidenti a problému, zahrnujiciho
oznamovdani a postupy reakce, které maji byt
dodrzovany. V pfipadé¢ Dbezpecnostnich
incidentli nebo podezieni na neobvyklou
aktivitu, kterd mlze predstavovat potencialni
bezpecnostni hrozbu, je tfeba dle potieby
provést Setfeni, aby byla urCena pficina a
zajiSténa nepfetrzitd ochrana informacnich
polozek véetné osobnich daji.

(6) Incident response. Implementation of an
incident and problem management process
that includes notification, and response
procedures to be followed. In case of security
incidents or suspected unusual activity that
may represent a potential security threat,
perform an investigation as necessary to
determine the cause and ensure the continued
protection of information assets, including
personal data.

(7) Oznameni o  poruseni  zabezpeceni.
Implementace  vhodnych  postupli  pro
okamzit¢ vyrozuméni spoleCnosti Roche
o jakémkoliv skutecném poruSeni
zabezpeceni nebo diivodném podezieni na
n¢j, pokud jde o ndhodny, neopravnény nebo
nezdkonny pfistup, kopirovani, pouziti,
zpracovani, zpiistupnéni, pozmeénéni, prenos
nebo ztratu informacnich polozek vcetné
osobnich udajt.

(7) Breach notification. Implementation of
appropriate procedures for the immediate
notification to Roche of any actual or
reasonably suspected security breaches related
to accidental, unauthorized, or unlawful
access, copying, use, processing, disclosure,
alteration, transfer, or loss of information
assets, including personal data.

Reseni poruseni zabezpeceni. Implementace
vhodnych postupli okamzité reakce a izolace
jakychkoliv poruseni zabezpeceni.

®)

(8) Breach resolution. Implementation of
appropriate procedures for the immediate
response to and containment of any security
breaches.

(9) Ozndameni o zniceni. Implementace
vhodnych postupti pro okamzité¢ vyrozumeni
spolecnosti Roche o jakémkoliv ndhodném,
neopravnéném nebo nezdkonném zniceni

informacnich polozek véetné osobnich tdajt.

(9) Destruction notification. Implementation of
appropriate procedures for the immediate
notification to Roche of any accidental,
unauthorized, or unlawful destruction of
information assets, including personal data.

(10) Kontroly spravy udajii. Kde je to vhodné,

(10)  Data management controls. Where
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implementace zabezpeCovacich opatfeni a
postupil k zajisténi ochrany navic v ptipadé
citlivych kategorii osobnich udaj.

appropriate, implementation of security
measures and procedures to provide extra
protection for sensitive categories of personal
data.

(11)Skoleni. Poskytovatel sluzeb musi zajistit

adekvatni informovanost uzivateld
pracujicich s osobnimi ddaji, a sice
prostiednictvim obecného Skoleni — nebo
piipadn¢ Skoleni podle roli — v oblasti
ochrany udaji a =zabezpeCeni a rovnéz
informovani téchto pii nastupu a poté v
pravidelnych intervalech. Skoleni rovnéz
musi v pfislusné mife zahrnovat pozadavky
na duvérnost, zachovani mlcenlivosti a

pouzivani udajii dohodnuté mezi
Poskytovatelem  sluzeb a  spolecnosti
ROCHE.

(11)  Training. Service Provider must ensure

that users working with personal data have
adequate awareness by providing them with
general, or as applicable, role-based privacy
and security training and awareness upon
onboarding and at regular intervals thereafter.
To the extent applicable, training must also
cover confidentiality, non-disclosure and data
use requirements agreed to by Service
Provider and ROCHE.

(12) Zpracovani udaju na mobilnich zarizenich.

Implementace  vhodnych  postupli  pro
bezpecné zpracovani udaji na mobilnich
zafizenich, vCetné centralizovanych kontrol k
zajisténi  centrdlni  spravy  zafizeni,
zabezpeceni zafizeni, rovnéz s ohledem na
zranitelnosti softwaru, malware a fyzické a
sitové Utoky, disledné uplatiovani kontrol
uziloh nebo synchronizace s vyuZitim
schvalenych zabezpecenych lokalit, moZnosti
deregistrace a vzdaleného vymazani zafizeni,
oddéleni citlivych a soukromych udaja,

disledné uplatiovani zabezpecené
konektivity a adekvatnich kontrol
k zabranéni  neopravnénému  zpracovani

tdajt.

(12)  Mobile data processing. Implementation

of appropriate procedures for the secure
processing of data on mobile equipment,
including centralized controls to ensure the
central management of the devices, the
security of the devices, including with regards
to software vulnerabilities, malicious software
and physical and network attacks, the
enforcement of controls on backup or
synchronization  to  authorized  secure
locations, the ability to deregister and
remotely wipe devices, the segregation of
sensitive and private data, the enforcement of
secure connectivity, and adequate controls to
prevent unauthorized processing of data.

(13) Vyvoj a udrzba 7eseni. Ztizovani IT sluzeb,

vyvoj feSeni (v€etné mobilnich aplikaci) a
udrzba jsou v souladu se spravnou praxi
vztahujici se na danou oblast a jsou
implementovany dolozené postupy pro navrh
a vyvoj fteSeni, vcetné definovaného
zivotniho cyklu vyvoje feseni.

(13)  Solution development and maintenance.

IT service provisioning, solution development
(including  mobile  applications)  and
maintenance is aligned with good practices
applicable in the field and documented
procedures are implemented for the design
and development of solutions, including a
defined Solution Development Lifecycle.

(14) Posuzovani rizika vyvoje reseni. V prubéhu

celého procesu vyvoje feSeni a procesu
zmeény technologické infrastruktury je nutno
fadné zvazovat rizika a podle vhodnosti
provadét posuzovani pied uvedenim do
provozu. Je nutno zavést adekvétni postupy
pro kontrolu zabezpeceni softwaru a ochrany
udaji, jakoz i specifikovat a implementovat
testovani (v€etné testovani priniku).

(14)  Risk assessment for solution development.

Due consideration must be given to risks
throughout the solution development process
and technology infrastructure change process
and, where appropriate, performing pre-
production assessments. Adequate procedures
must be in place for software security and
privacy review, as well as specified and
implemented testing (including penetration
testing).
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(15) Vyvoj a zabezpeceni webovych stranek.

Webové servery a jiné servery piipojené k
internetu  jsou vyvijeny se zavedenim
adekvatnich kontrol ochrany tudaji a
zabezpeceni. To  zahrnuje  zejména
implementaci zabezpecenych verzi protokolu
TLS na vSech webovych strankach, pribézné
monitorovdni komponent webovych stranek,
monitorovani zranitelnosti a jejich zpétné
sledovani, vhodné testovani (véetné testovani
pruniku) pfed spusténim a v pfipad¢, ze byly
provedeny néjaké zmény, a dale pouziti a
ukladani soubort cookie a tracker v souladu
s platnymi pravnimi ptedpisy. Pfes URL
nesmg¢ji byt predavany zadné osobni udaje.

(15)  Website development and security. Web
servers and other Internet connected servers
are developed with adequate privacy and
security controls in place. This includes but is
not limited to the implementation of secure
versions of the TLS protocol on all websites,
ongoing monitoring of website components,
vulnerability  monitoring and  tracking,
appropriate testing (including penetration
testing) prior to launch and in the event that
any changes have been made and the use and
implantation of cookies and trackers in
accordance with applicable laws. No personal
data may be transferred via a URL.

(16) Overeni spolehlivosti. V mifte, v jaké to je

podle pravnim ptedpisi piipustné, je nutno
u veskerého persondlu, ktery na zaklad¢
téchto sluzeb zpracovava udaje, provadét
ovéreni spolehlivosti.

(16)  Background checks. To the extent legally
permissible, background checks must be
conducted on all personnel processing data
under these services.

(17)Kontrola  presnosti a kvality udaji.

Poskytovatel sluzeb bude mit zavedeny
adekvatni kontroly, aby bylo zajiSténo
udrzovani presnosti a kvality
shromazd'ovanych  0daji. Déle  bude
v€asnym zpusobem uplatiiovat zmény, aby
bylo zajiSténo udrZovani ptesnosti a kvality
shromazd’ovanych udajl, a zajisti, aby
veskeré takové zmény implementovali také
vSichni subdodavatelé.

(17)  Data accuracy and quality control.
Service Provider shall have adequate controls
in place to ensure the accuracy and quality of
the data collected is maintained. Further, it
shall timely apply changes to ensure data
accuracy and quality is maintained, and ensure
any such changes are also implemented by all
subcontractors.

Pravidelna kontrola zabezpecovacich
opatteni

8. Periodic review of Security Measures

Od Poskytovatele sluzeb mtze byt pozadovano,
aby provedl postup Posouzeni dodavatele v
oblasti ochrany udajii a bezpecnosti spole¢nosti
ROCHE. Déle muze spole€nost ROCHE
pravidelné poZadovat audit nebo test priniku
mechanismu zabezpeceni, postuptl a systémui
Poskytovatele sluzeb.

Service Provider may be required to execute a
ROCHE Privacy & Security Vendor Assessment.
In addition, ROCHE may periodically require an
audit and penetration test of Service Provider’s
security mechanisms, procedures, and systems.

Obecn¢ kontroly ochrany tidaji

9. General privacy controls

)

Pomoc s posuzovdnim ochrany udajii.
Poskytovatel sluzeb bude se spolecnosti
ROCHE spolupracovat pfi  vytvéfeni,
udrzovani a kontrole Posouzeni dopadu na
ochranu udajii a Zprav o klasifikaci udaji

(1) Assistance with privacy assessments. Service
Provider shall collaborate with ROCHE in the
creation, maintenance and review of Data
Protection Impact Assessments and Data
Classification Reports (“DCR”, an internal
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(zprav ,,DCR®; jedna se o interni dokument
Zadavatele, ktery zahrnuje posouzeni rizika
pro zabezpeCeni a ochranu udaji) v
souvislosti s ¢innostmi zpracovani, které se
tykaji sluzeb poskytovanych Poskytovatelem
sluzeb, a pted zahajenim poskytovani sluzeb
bude v nezbytné mitfe implementovat vesSkera
technicka a organizacni opatfeni platnd pro
Poskytovatele sluzeb, ktera jsou definovana
ve zminénych Posouzenich dopadu na
ochranu udaji nebo zpravach DCR.

Sponsor document that comprises a security
and privacy risk assessment) related to
processing activities that relate to services
provided by Service Provider and shall, to the
extent necessary, implement all technical and
organisational measures applicable to Service
Provider that are defined in said Data
Protection Impact Assessments or DCRs prior
to commencement of services.

(2) Poskytovdni informaci. Poskytovatel sluzeb
bude poskytovat podrobné informace o
svych sluzbach a implementovanych nebo
dostupnych technickych a organizacnich
opatfenich pro ucely jejich zahrnuti do
Posouzeni dopadu na ochranu udajii, zprav
DCR a jinych dokumentd.

(2) Provision of information.  Service
Provider shall provide detailed
information on its services and

implemented or available technical and
organizational measures for inclusion into
Data Protection Impact Assessments,
DCRs and other documents.

(3) Ozndmeni a souhlas. Poskytovatel sluzeb
musi mit v rdmci fizeni uvoliiovani verzi a
zmén zahrnuty kontroly, které zajisti, aby
veskeré informace v ozndmeni o ochrané
osobnich udajii spolecnosti ROCHE a (podle
vhodnosti) v dokumentech souhlasu byly

spravné a adekvdtni.

(3) Notice and consent. Service Provider must
have controls as part of release and change
management that ensure that all information
in ROCHE’s privacy notice and (if applicable)
consent forms are correct and adequate.

(4) Zaznamy o  cinnostech  zpracovani.
Poskytovatel sluzeb musi na vyzadani sdilet
sviyj registr ¢innosti zpracovani. Tento registr
musi obsahovat informace pozadované podle

¢l. 30 natizeni GDPR.

(4) Records of processing activities. Service
Provider must share its register of processing
activities on request. This register must
include information as required under GDPR
Article 30.

Rizeni zpracovatelii ve formé subdodavatelii.
Poskytovatel sluzeb musi zajistit, aby bylo
u subdodavatelli prostfednictvim pouZivani
vhodné nalezité péce a monitorovani (napf.
auditu) zajiSténo zabezpeceni udajli a aby
byla se subdodavateli podepsdna smlouva v
souladu s ¢l. 28 nafizeni GDPR. Bude-li to

®)

nutné podle Smlouvy o doplikkovych
sluzb4ch, musi  Poskytovatel  sluzeb
uplatnych  soubord  0daji  pozadovat

pouzivani Sifrovani pifi prenosu a/nebo v
jejich staciondrnim stavu.

(5) Management of sub-processors. Service
Provider must ensure that data security with
subcontractors is ensured through the use of
appropriate due diligence and monitoring
(e.g., audit) and a contract signed with the
subcontractors in accordance with GDPR
Article 28. If required under the Ancillary
Services Agreement, Service Provider must
require the use of encryption in transit and/or
at rest for applicable data sets.

(6) Ochrana soukromi jiz od navrhu a
standardni nastaveni ochrany soukromi.
Poskytovatel sluzeb bude dodrzovat zasady
ochrany soukromi jiz od ndvrhu (privacy by
design) a standardniho nastaveni ochrany

soukromi (privacy by default).

(6) Privacy-by-design and privacy-by-default.
Service Provider shall adhere to the privacy-
by-design and privacy-by-default principles.

(7

Minimalizace udaju. Poskytovatel sluzeb
bude implementovat zdsadu minimalizace

(7) Data minimization. Service Provider shall
implement the data minimization principle,
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udaji a bude zpracovavat pouze ty osobni
udaje, které jsou nezbytné, po dobu
pozadovanou k provadéni sluzeb a dle
zasady omezeni ucelu. Kdykoliv to bude
mozné, budou udaje pseudonymizovany.

and only process personal data that is
necessary, for the required time period for
carrying out the services, and under purpose
limitation  principle. ~ Data  shall  be
pseudonymized whenever feasible.

(8) Zabraneni zpétné identifikace udaju. V
rozsahu, v jakém jsou udaje zpracovdvané
Poskytovatelem sluzeb pseudonymizovany,
anonymizovany nebo  deidentifikovény,
Poskytovatel sluzeb (i) zavede adekvatni
technické a organizacni kontroly k zabranéni
neopravnéné  nebo  ndhodné  zpétné
identifikaci takovych udajt, (ii) bude tyto
udaje  udrzovat v  pseudonymizovangé,
anonymizované nebo  deidentifikované
formé, (iii)) nebude tyto udaje zpétné
identifikovat ani se oto pokouset, (iv)
nebude tyto udaje dale zptistupnovat zadné
treti stran¢ a (v) bude dodrzovat Platné
pravni piedpisy o ochran¢ udajt, pokud jde
o zpracovani téchto udajii z jeho strany. To
mimo jiné zahrnuje udrzovani informaci,
které by mohly vést k neopravnéné nebo
nahodné zpétné identifikaci udaji, oddéleng,
a implementaci vhodnych kontrol pfistupu.

(8) Preventing re-identification of data. To the
extent that data processed by Service Provider
are pseudonymized, anonymized or de-
identified, Service Provider shall (i) put
adequate technical and organizational controls
in place to prevent unauthorized or accidental
re-identification of such data; (ii) maintain
such data in pseudonymized, anonymized or
de-identified form, (iii) not re-identify, nor
attempt to re-identify, such data, (iv) not
further disclose such data to any third party,
and (v) comply with Applicable Data
Protection Legislation with respect to its
processing of such data. This includes, but is
not limited to, keeping information separate
that could lead to unauthorized or accidental
re-identification =~ of  data  and  the
implementation  of  appropriate  access
controls.

(9) Slucovani  souboru udaju. Poskytovatel
sluZeb nesmi sluCovat udaje s jinymi soubory
udaji, pokud k tomu neni opravnén
spravcem udaju.

(9) Combination of data sets. Service Provider
must not combine data with other data sets
unless authorized by the data controller.

10. Reagovani na obavy a ndlezy z auditu
sd€lené Zadavatelem

10. Responding to concerns and audit findings
raised by Sponsor

Poskytovatel sluzeb musi bezodkladné (v souladu
s definovanym ¢asovym urcenim podle Smlouvy
o doplitkovych  sluzbach, podle vhodnosti)
reagovat na obavy a ndlezy zauditu sdélené
Zadavatelem, spolupracovat se Zadavatelem a
fesit a vytesit dané obavy a nélezy.

Service Provider must respond promptly (in
accordance with defined timing in the Ancillary
Services Agreement, as applicable) to concerns
and audit findings raised by Sponsor, collaborate
with Sponsor, and address and resolve the
concerns and findings.

11. Uchovéni udaji

11. Data retention

Poskytovatel sluzeb musi zajistit nasledujici:

Service Provider must ensure that:

e Musi byt definovany harmonogramy uchovani
udaji a tyto musi byt dodrzovany u vSech
osobnich udajii. Osobni udaje, které jiz nejsou
pro ucely Smlouvy o doplikovych sluzbach
potieba, musi byt vymazany. To zahrnuje
i soubory protokoll a do¢asné soubory.

e data retention schedules are defined and
complied with for all personal data. Personal
data that is no longer needed for the purposes
of the Ancillary Services Agreement must be
deleted. This also includes logs and temporary
files.
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e Veskeré udaje, které jiz nejsou potieba pro

aktivni zpracovani, ale jsou uchovany pro
ucely dlouhodobého uchovani nebo archivace,
musi byt pfesunuty na samostatny systém
s omezenym piistupem.

e all data that is no longer required for active

processing, but instead held for long-term
storage or archiving, is moved to a separate
system with restricted access.

e Na uchovani a vymaz udajii se musi vztahovat

formdlni proces — podlozeny technickymi
opatfenimi. Ten musi byt zaveden a testovan a
musi byt zkontrolovdna jeho uc¢innost a
efektivita.

data retention and deletion must be covered by
a formal process - supported by technical
measures. It must be implemented, tested and
reviewed for efficiency and effectiveness.
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