KRT-232-115

CLINICAL STUDY AGREEMENT
(with Institution and Investigator)

This Clinical Study Agreement (the “Agreement”) is
made and entered into by and between:

Fakultni nemocnice Hradec Kralove (University
Hospital Hradec Kralove),

Sokolska 581, 500 05, Hradec Kralové — Novy Hradec
Kralové, Czech Republic, ID No. 00179906, Tax ID
No. CZ00179906, represented by: Ales Herman, MD,
Ph.D., director (the “Institution”)

and
Fakultni nemocnice Hradec Kralové (University

Hospital Hradec Kralove), IV. Internal Hematology
Clinic, Sokolska 581, 500 05, Hradec Kralové, Czech
Republic (the “Investigator”)

and
Kartos Therapeutics, Inc.,

a Delaware corporation, with a registered address at
275 Shoreline Drive, Suite 300 Redwood City, CA
94065, USA, ID No. 6536134, VAT: 82-3332666,
represented by | NI ]JJEEEEE. Country Manager,
and by | GGG Clinical Operations

Manager by Power of Attorney (“Sponsor”),

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

PREAMBLE:

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

B.  The Study shall be conducted in full compliance
with the Sponsor's protocol KRT-232-115 “A Phase 3,
Randomized, Double-blind, Add-on Study Evaluating
the Safety and Efficacy of Navtemadlin Plus
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SMLOUVA O KLINICKEM HODNOCENI

(se Zdravotnickym zafizenim a Hlavnim
zkousejicim)

Tato Smlouva o klinickém hodnoceni (dale jen
~Smlouva“) se sepisuje a uzavira mezi:

Fakultni nemocnici Hradec Kralové,

Sokolskd 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Ceska republika, ICO: 001799086,
DIC: CZ00179906, zastoupenou: MUDr. Alesem
Ph.D., TFeditelem (dale jen
.Zdravotnické zarizeni*)

Hermanem,

a

Fakultni nemocnice Hradec Krélové, IV. interni
hematologicka klinika, Sokolskd 581, 500 05,
Hradec Kralové — Novy Hradec Kralové, Ceska
republika (dale jen ,Hlavni zkousSejici “)

a
Kartos Therapeutics, Inc.,

Delawarska spole¢nost se sidlem 275 Shoreline
Drive, Suite 300 Redwood City, CA 94065, USA,
ICO: 6536134, DIC: 82-3332666, zastoupena
I Couniry Manager, na
zakladé piné moci a [ G
Il Ciinical Operations Manager na zékladé
piné moci (dale jen ,Zadavatel®),

(dale jen jednotlivé ,Strana“, v mnozném Ccisle
.Strany”)

PREAMBULE:

A. Zadavatel provadi klinické hodnoceni (dale
jen ,Studie”) lécivého pfipravku Navtemadlin
(KRT-232) (dale jen ,Studijni 1ék").

B. Studie bude provadéna v plném souladu
Zadavatele KRT-232-115
“Randomizovana dvojité zaslepena klinicka studie
3 hodnotici bezpeénost a

s Protokolem
faze ucinnost
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Ruxolitinib vs Placebo Plus Ruxolitinib in Patients with
Myelofibrosis Who Have a Suboptimal Response to
Ruxolitinib” and any amendments thereto (the
“Protocol”).

C. By separate written agreement, the Sponsor
has engaged PSI CRO Czech Republic s.r.0., V Parku
2343/24, 148 00 Praha 4 - Chodov, Czech Republic,
IC: 28196775, DIC: CZ28196775 (“PSI’) as a contract
research organization acting as an independent
contractor on behalf of the Sponsor to set up and
conduct the Study in the Czech Republic and unless
otherwise agreed in the Protocol, all communications
between the Sponsor and the Institution regarding the
conduct of the Study shall be addressed to or routed
directly through PSI.

D. The Sponsor desires to engage the Institution
and the Investigator to conduct the Study, and the
Institution and the Investigator wish to conduct the
Study.

E. The Investigator, and employee of Institution,
agrees to act as the principal investigator for the Study
at the Institution.

F. “Institution” refers to a provider of health
services, i.e. a natural or legal person authorised to
provide health services, according to Section 2(1) of
Act No 372/2011 Coll., on Health Services.

NOW, THEREFORE, in consideration of the mutual
promises and covenants contained herein, the receipt
and sufficiency of which are hereby acknowledged, the
Parties agree as follows:
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Navtemadlinu pfidaného k Ruxolitinibu ve
srovnani s placebem pfidanym k Ruxolitinibu u
pacientd s myelofibrézou a se suboptimalni
odpovédi na Ruxolitinib® a vSemi jeho dodatky
(dale jen ,Protokol").

C. Na zakladé samostatné pisemné dohody
Zadavatel angazoval PSI CRO Czech Republic
s.r.o., V Parku 2343/24, 148 00 Praha 4 — Chodov,
Ceska republika, IC: 28196775, DIC: CZ28196775
(dale jen ,PSIY) jako smluvni vyzkumnou
organizaci jednajici jako nezavisly dodavatel
jménem Zadavatele, aby zorganizovala a provedla
Studii v Ceské republice a pokud nebude uvedeno
jinak v Protokolu  studie, bude
komunikace mezi Zadavatelem a Zdravotnickym
zafizenim ohledné prabéhu Studie adresovana
nebo sméfovana pfimo na PSI.

veskera

D. Zadavatel si preje naprovadéni Studie
angazovat Zdravotnické zafizeni a Hlavniho
zkousSejiciho a Zdravotnické zafizeni a Hlavni
zkousSejici si preji provadét Studii.

E. Hlavni zkousejici, zameéstnanec
Zdravotnického zafizeni, souhlasi s tim, ze bude
ve Zdravotnickém zafizeni vramci Studie
vykonavat Ulohu hlavniho zkous$ejiciho.

F. wZdravotnickym zafizenim® se rozumi dle §
2 odst. 1 zdkona €. 372/2011 Sb., o zdravotnich
sluzbach, poskytovatel zdravotnich sluzeb, tj.
fyzicka nebo pravnicka osoba, ktera ma opravnéni
k poskytovani zdravotnich sluzeb.

NA ZAKLADE TOHO a s ohledem na vzajemné
prisliby a zavazky zde obsazené, jejichz pfijeti a
dostate€nost se timto uznava, se Strany dohodly
nasledovné:
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1. SERVICES AND OBLIGATIONS

1.1. Conduct of Study

a) The Institution and the Investigator hereby
agree to conduct the Study in accordance with this
Agreement, the Protocol, which Protocol is made a
part of this Agreement and incorporated by reference
herein, all applicable laws, rules and regulations and
any written instructions provided by the Sponsor or
PSI, in a diligent, efficient, and skillful manner in
accordance with any professional standards
applicable to their professional industries and fields.
The Institution and the Investigator shall also follow
PSI's and/or the Sponsor’s instructions as they relate
to the Institution’s and/or the Investigator’s
performance under this Agreement.

b)  The Study shall be conducted at the Institution.
The Institution and the Investigator shall ensure that
all collaborating persons that perform any portion of
the Study under the Investigator's supervision (the
“Study Personnel”) conduct the Study in compliance
with this Agreement. Further, the Institution and the
Investigator shall ensure that all Study Personnel are
trained on the Protocol and good clinical practices. In
the event that one or more sub-investigators provide
services under this Agreement, Institution shall
ensure that each sub-investigator (i) has the
experience, qualifications and capabilities to perform
the Study in a timely, professional and competent
manner, and (ii) agrees to comply with the terms of
this Agreement and the Protocol. Institution accepts
responsibility for the acts and omissions of all Study
Personnel in the Study.

C) The Institution and the Investigator shall
conduct the Study as soon as all of the following
events have occurred: (i) the Protocol and the Study
have been approved by the responsible ethics

CTA Template, EU, General_Sponsor, 05-MAY-2021
Approved, 27-NOV-2023

University Hospital Hradec Kralove

1. SLUZBY A POVINNOSTI

1.1. Provadéni Studie

a)  Zdravotnické zafizeni a Hlavni zkouSejici se
timto zavazuji, ze provedou Studii v souladu
s touto Smlouvou, Protokolem, pfi¢emz tento
Protokol je soucasti této Smlouvy a je do ni
zaclenén odkazem, vSemi platnymi zékony,
predpisy a nafizenimi a pisemnymi pokyny
Zadavatele nebo PSI, a to svédomité, efektivné a
s patficnou dovednosti v souladu s profesnimi
standardy, které se vztahuji na jejich profesni
odvétvi a obor. Zdravotnické zafizeni a Hlavni
zkousSejici maji téz povinnost fidit se pokyny PSI
a/nebo  Zadavatele tykajicimi se  plnéni
Zdravotnického  zafizeni a/nebo  Hlavniho
zkousejiciho vyplyvajiciho pro né z této Smiouvy.

b)  Studie bude provedena ve Zdravotnickém
zafizeni. Zdravotnické zafizeni a Hlavni zkouSejici
maji povinnost zajistit, aby vS§echny spolupracujici
osoby podilejici se na provadéni Studie pod
dohledem Hlavniho zkouSejiciho (dale jen
~Studijni personal“) provadély Studii v souladu s
touto Smlouvou. Zdravotnické zafizeni a Hlavni
zkousSejici dale zajisti, aby veSkery Studijni
personal byl vySkolen ohledné Protokolu a
spravné klinické praxe. V pfipadé, Ze v souladu
s touto Smlouvou bude sluzby poskytovat jeden
nebo vice spolu-zkouSejicich, je Zdravotnické
zafizeni povinno zajistit, aby kazdy spolu-
zkousSejici (i) mél zkuSenosti, kvalifikaci i
schopnosti provést Studii v¢as, profesionalné a
kompetentné a (ii) zavazuje se plnit podminky této
Smilouvy a Protokolu. Zdravotnické zafizeni
pfijima odpovédnost za ¢iny a opomenuti vSech
¢lend Studijniho personalu podilejicich se na
Studii.

c)  Zdravotnické zafizeni a Hlavni zkouSejici
provedou Studii, jakmile budou spinény vSechny
nasledujici podminky: (i) Protokol a Studie byly

schvédleny pfislusnymi etickymi komisemi a
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committee(s) and the competent authority(ies);
(i) CRFs (as defined below) and the Study Drug have
been made available to the Institution and/or the
Investigator; (iii) the Study site at the Institution has
been activated and (iv) this Agreement has been
executed by the Parties in accordance with Section
9.1. of this Agreement.

d) The Institution and Investigator each
understand and acknowledge that PSI will assist the
Sponsor as a contract research organization and its
authorized representative or designee as referenced
herein, to provide certain clinical study services for the
Study as directed by the Sponsor. The Institution will
cooperate with PSI in PSI's performance of such
clinical study services. This cooperation will include,
without limitation, furnishing information as reasonably
requested by PSI, meeting with PSI at designated
times and allowing PSI access to the Institution’s
facilities for the purpose of monitoring the Study.

e) The Parties agree that the services to be
provided under this Agreement must be provided by
and under the auspices of the Investigator based on
the specific and special skills, training and experience
of the Investigator and the requirements of the
Protocol. The Parties understand and agree that the
Investigator will be responsible for the direction of the
Study in accordance with applicable Institution
policies, which Institution and Investigator represent
and certify are not inconsistent with the terms of this
Agreement and the Protocol. Institution and
Investigator shall immediately notify Sponsor and PSI
in writing at such time as it or he/she becomes aware
that the Investigator plans to leave the Institution or will
be unable or unwilling to complete the Study. If
Institution and Sponsor are unable to reach an
agreement on a substitute investigator within fifteen
(15) days following such notice, the Sponsor and the
Institution may terminate this Agreement immediately.
Institution may not remove or replace the Investigator
without the Sponsor’s prior written consent, which
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prislusnymi Urfady, (ii) Zdravotnickému zafizeni
a/nebo Hlavnimu zkouSejicimu byly zpfistupnény
Z&znamy subjektd hodnoceni (CRFs) (definovany
nize) a Studijni Iék, (iii) byla vykonana zahajovaci
navstéva studijnino centra ve Zdravotnickém
zafizeni a (iv) tato Smlouva byla podepsana
Stranami v souladu s ¢lankem 9.1. této Smlouvy.

d)  Zdravotnické zafizeni a Hlavni zkousejici
jsou srozuméni a berou na védomi, ze PSI bude
pomahat Zadavateli jakozto smluvni vyzkumna
organizace a jeho opravneény zastupce, jak na ni
bude zde odkazovano, a bude poskytovat urcité
klinické studijni sluzby v ramci Studie dle pokynu
Zadavatele.  Zdravotnické  zafizeni  bude
spolupracovat s PSI béhem poskytovani téchto
sluzeb ze strany PSI. Tato spoluprace bude
zahrnovat zejména zajiSténi informaci dle
pfiméfenych pozadavkl PSI, setkavani se s PSI
ve stanoveny €as a umoznéni pristupu PSI
k zafizenim Zdravotnického zafizeni za ucelem
monitorovani Studie.

e)  Strany se shodly, Ze sluzby poskytované dle
této Smlouvy musi byt poskytnuty HIlavnim
zkousSejicim a pod jeho zastitou na zakladé
specifickych odbornych dovednosti, Skoleni a
zkuSenosti Hlavniho zkouSejiciho a pozadavku
Protokolu. Strany jsou srozumény a souhlasi s tim,
Zze Hlavni zkousSejici ponese odpovédnost za
fizeni Studie v souladu s pfisluSnymi predpisy
Zdravotnického zafizeni a Zdravotnické zafizeni a
Hlavni zkouS$ejici prohlaSuji a zarucuji, ze tyto
nejsou v rozporu s podminkami této Smlouvy a s
Protokolem. Zdravotnické zafizeni a Hlavni
zkousSejici maji povinnost pisemné informovat
Zadavatele a PSI, jakmile budou védét, ze Hlavni
zkouSejici planuje odejit ze Zdravotnického
zafizeni nebo nebude schopen nebo ochoten
dokon¢€it Studii. Pokud se Zdravotnickému
zafizeni a Zadavateli nepodafi dohodnout na
ndhradnim hlavnim zkouSejicim béhem patnacti
(15) dnu po takovém oznameni, smi Zadavatel i
Zdravotnické zafizeni s okamzitou Ucinnosti tuto
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consent shall not be unreasonably withheld or
delayed. Institution shall provide the Sponsor with
written notice of its request to remove or replace an
Investigator, which notice shall specifically state the
reasons for such removal or replacement. Any
replacement Investigator will be required to
acknowledge his/her agreement to conduct the Study
in a separate writing.

f) Institution and Investigator represent that as of
the Effective Date (as defined further in Section 9.1)
and at all times during this Agreement, it and the
Investigator will have the necessary personnel and
equipment, experience, qualifications and capabilities
to perform the Study in a timely, professional and
competent manner.

Q) If there is any discrepancy or conflict between
the terms contained in the Protocol and this
Agreement, the terms of the Agreement shall govern
and control with respect to business and legal matters,
and the terms and provisions of the Protocol will
control as to technical research, ethical and scientific
matters, unless expressly agreed in writing between
the Parties.

1.2. Regulatory Compliance of Study

a) Each Party shall perform its obligations under
this Agreement with due diligence and in strict
compliance with all (i) applicable laws, rules and
regulations, including without limitation, Regulation
(EU) No 536/2014 of the European Parliament and of
the Council of April 16 2014 on clinical trials on
medicinal products for human use, Act No. 378/2007
Coll.,, on Pharmaceuticals, as amended, Act No.
372/2011 Coll., on Medical Services, as amended,
Regulation No. 226/2008 Coll., Stipulating Good
Clinical Practice and Detailed Conditions for the
Clinical Evaluation of Medicinal Products and
Regulation No. 463/2021 Coll., Stipulating the
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Smlouvu ukonéit. Zdravotnické zafizeni nesmi
odvolat nebo nahradit Hlavniho zkouSejiciho bez
predchoziho pisemného souhlasu Zadavatele,
kteryzto by nemél byt bezdivodné odepfen nebo
zpozdén. Zdravotnické zafizeni je povinno zaslat
Zadavateli pisemnou Zzadost o odvolani nebo
nahrazeni Hlavniho zkousejiciho, v niz budou
uvedeny konkrétni dudvody pro odvolani nebo
nahrazeni. Kazdy ndhradni Hlavni zkouSejici bude
povinen potvrdit souhlas s provadénim Studie
samostatnym pisemnym prohlaSenim.

f) Zdravotnické zafizeni a Hlavni zkousejici
prohlasuji, ze budou ke Dni G¢innosti (definované
nize v Oddile 9.1) a vzdy béhem platnosti této
Smlouvy mit nezbytny personal a vybaveni,
zku$enosti, kvalifikaci a schopnosti provést Studii
v€as, profesionalné a kompetentné.

g0 V pfipadé jakéhokoli rozporu nebo
nesouladu mezi podminkami uvedenymi v
Protokolu a v této Smlouvé budou v obchodnich a
pravnich zalezitostech rozhodujici podminky
Smilouvy a v technickych vyzkumnych, etickych a
védeckych zalezitostech budou rozhodujici
podminky a ustanoveni Protokolu, pokud se
Strany vyslovné pisemné nedohodnou jinak.

1.2. Vyhovéni Studie regulaénim
pozadavkim

a) Kazda ze stran bude vykonavat své
povinnosti  vyplyvajici pro ni ztéto Smlouvy
s nalezitou svédomitosti a ve striktni shodé se: (i)
v8emi pravnimi  pfedpisy, smérnicemi a
nafizenimi, zejména nafizenim Evropského
parlamentu a Rady (EU) ¢. 536/2014 ze dne 16.
dubna 2014 o klinickych hodnocenich humannich
[éCivych pfipravkl, zakonem ¢&. 378/2007 Sb., o
IéCivech, v platném znéni, zdkonem ¢&. 372/2011
Sb., o zdravotnich sluzbach, v platném znéni,
vyhla8kou €. 226/2008 Sb., kterou se stanovi

Spravna klinickd praxe a bliz§i podminky
klinického  hodnoceni  lé€ivych  pFipravkd,
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Detailed Conditions of the Clinical Trial, and Act No.
110/2019 Coll., on Personal Data Processing, as
amended, and Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April
2016 on the protection of natural persons with regard
to the processing of personal data and on the free
movement of such data, and repealing Directive
95/46/EC  (ii) relevant guidelines and generally
accepted standards applicable to the conduct of the
Study, including without limitation the current Good
Clinical Practices Guidelines of the International
Council for Harmonization and the ethical principles of
the World Medical Association Declaration of Helsinki
and all Data Protection Laws as defined herein
(collectively, as amended from time to time, the
“Applicable Regulatory Requirements”).

b) Any modifications to the Protocol must be made
in accordance with the Applicable Regulatory
Requirements and approved in writing by the Sponsor.

C) The Sponsor shall execute the clinical trial
insurance in compliance with the Sec. 58 (2) of the Act
No. 378/2007 Coll., on Pharmaceuticals, as amended,
as required by the Applicable Regulatory
Requirements. The Institution and the Investigator
shall execute and maintain all insurance required by
the Applicable Regulatory Requirements.

d) The Parties acknowledge and agree that the
compensation and support provided to the Institution
and/or the Investigator pursuant to this Agreement
represents the fair market value for the services
provided, has been negotiated in an arms-length
transaction and has not been determined in a manner
that takes into account the volume or value of any
referrals or other business otherwise generated
between the Sponsor, PSI, the Investigator, and/or the
Institution. Nothing contained in this Agreement shall
be construed in any manner as an obligation or
inducement for the Institution or the Investigator to
purchase, or to recommend that any person or entity
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vyhlaskou €. 463/2021 Sb., o blizSich podminkéach
provadéni klinického hodnoceni humannich
léCivych pripravkl, zdkona ¢. 110/2019 Sb., o
zpracovani osobnich (daja, v platném znéni a
Nafizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych o0sob v souvislosti se zpracovanim
osobnich Udaji a o volném pohybu téchto Udajd a
o zruSeni smérnice 95/46/ES (i) vSemi
relevantnimi pokyny a obecné pfijimanymi
standardy vztahujicimi se na provadéni Studie,
zejména aktualné Platnymi postupy Spravné
klinické praxe z Mezinarodni konference pro
harmonizaci a etickymi zasadami Helsinské
deklarace Svétové l|ékafské asociace a vSemi
zakony o ochrané osobnich U(dajl, jak jsou
definovany v tomto dokumentu (souhrnné ,Platné
regulacni pozadavky“ v platném znéni).

b) VeSkeré Upravy Protokolu musi byt
provedeny v souladu s Platnymi regulaénimi
pozadavky a pisemné schvaleny Zadavatelem.

c) Zadavatel uzavie dle Platnych regulaénich
pozadavka  pojisténi  klinického  hodnoceni
v souladu s § 58 odst. 2 zdkona ¢. 378/2007 Sb. o
IéCivech, v platném znéni. Zdravotnické zafizeni a
Hlavni zkouSejici jsou povinni uzavfit a udrzovat
v platnosti veskera pojisténi vyzadovana Platnymi
regulac¢nimi pozadavky.

d)  Strany berou na védomi a souhlasi s tim, ze
odména a podpora poskytovana Zdravotnickému
zafizeni a/nebo Hlavnimu zkouSejicimu dle této
Smlouvy pfedstavuje férovou trzni hodnotu za
poskytnuté sluzby, byla vyjednana standardnim
zplisobem a nebyla stanovena zpusobem
beroucim vavahu objem nebo hodnotu
pripadnych doporu€eni nebo jinych obchodu jinym
zpusobem uskute€nénych mezi Zadavatelem,
PSI, Hlavnim zkouSejicim a/nebo Zdravotnickym
zafizenim. Zadna skutednost vtéto Smlouvé
nebude vykladana
povinnost nebo pobidku pro Zdravotnické zafizeni
nebo Hlavniho zkouSejictho nakoupit nebo

zplsobem  pfipoustéjicim
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purchase, services or products of the Sponsor or any
entity affiliated with the Sponsor.

1.3. Study Drug and Study Supplies

a) The Sponsor shall provide the Study Drug at no
costs in amounts sufficient for the conduct of the
Study. PSI or the Sponsor may also, at their sole
discretion, provide additional materials, supplies and
equipment (the “Study Supplies”). Immediately upon
receipt of the Study Drug and/or any Study Supplies,
the Institution and/or the Investigator shall provide PSI
or the Sponsor with a written acknowledgement of
receipt. The Institution and the Investigator shall
maintain control of the Study Drug and the Study
Supplies in accordance with: (i) Applicable Regulatory
Requirements; (ii) the manner outlined in the Protocol;
and (iii) instructions provided by PSI or the Sponsor.

b) The Study Drug shall be delivered to the
pharmacy of the Institution, always in properly
packaged containers intended for the Study Drug and
labelled in accordance with Article 66 of Regulation
No. 536/2014 of the European Parliament and of the
Council of April 16 2014 on clinical trials on medicinal
products for human use.

C) Deliveries of the Study Drug shall be made
between 7.00 a.m. and 2.00 p.m. Monday to Friday to
the Institution's pharmacy building No. 20.

d) The Sponsor shall not supply any equipment to
the Institution for the purpose of conducting the Study
without entering into a separate loan agreement.

e) The Institution and the Investigator shall ensure
that the Study Drug and the Study Supplies are solely
used for the purpose of conducting the Study in
accordance with the Protocol and for no other
purpose. Unless stated otherwise in writing by PSI or
the Sponsor, the Study Drug and the Study Supplies
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doporucit, aby fyzickd nebo pravnickd osoba
nakoupila sluzby nebo produkty Zadavatele nebo
pravnické osoby pfidruzené Zadavateli.

1.3. Studijni Iék a Studijni material

a) Zadavatel je povinen Zdravotnickému
zafizeni a Hlavnimu zkouSejicimu zdarma
poskytnout Studijni 1€k v mnoZzstvi dostate¢ném
pro provedeni Studie. PSI nebo Zadavatel smi téz
dle svého vyhradniho uvézeni poskytnout dalsi
materialy, potfeby a vybaveni (dale jen ,Studijni
material“). Zdravotnické zafizeni a/nebo Hlavni
zkousejici po obdrzeni Studijniho léku a/nebo
Studijniho materialu neprodlené pisemné potvrdi
pfijem PSI nebo Zadavateli. Zdravotnické zafizeni
a Hlavni zkouS$ejici jsou povinni naklddat se
Studijnim lékem a Studijnim materidlem v souladu
s: (i) Platnymi regulacnimi pozadavky, (ii)
zpusobem uvedenym v Protokolu a (iii) pokyny
udélenymi PSI nebo Zadavatelem.

b)  Studijni lék bude dodavan do Iékarny
Zdravotnického zafizeni, vzdy v fadné zabalenych
obalech uréenych pro Studijni 1€k a oznaceny v
souladu s ¢l. 66 Nafizeni Evropského parlamentu
a Rady ¢&. 536/2014 ze dne 16. dubna 2014 o

klinickych  hodnocenich  humannich Iécivych
pripravka.
c) Dodavky Studijniho Iéku se budou

uskutecnovat od Pondéli do Patku mezi 7.00 h a
14.00h do budovy Iékarny Zdravotnického
zarizeni ¢&. 20.

d) Zadavatel se zavazuje, Zze nedoda
Zdravotnickému zafizeni zadné vybaveni pro
UCely provadéni Studie, aniz by byla uzaviena
separatni smlouva o vypujcce.

e)  Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni zajistit, aby byl Studijni 1€k a Studijni
material pouzivan vyhradné pro Gcely provadéni
Studie v souladu s Protokolem a za zadnym jinym
Ucelem. Pokud nebude pisemné stanoveno jinak
PSI nebo Zadavatelem, je a zlistane Studijni 1€k a
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are and shall remain the sole property of the Sponsor.
The Institution and the Investigator shall be
responsible and accountable towards PSI and the
Sponsor for the use, storage, distribution, return
and/or destruction of Study Drug and the Study
Supplies entrusted to them and shall notify PSI or the
Sponsor immediately if any Study Drug or Study
Supplies are misused, lost, damaged or destroyed.
The Institution and the Investigator shall ensure that
the Study Drug and the Study Supplies are not
transferred to any third parties. The Institution and the
Investigator shall safeguard the Study Drug and the
Study Supplies with the same degree of care used for
its own property. Furthermore, the Institution and the
Investigator shall maintain complete, current and
accurate Study Drug and Study Supplies
accountability records, and shall promptly provide
such records to the Sponsor and/or PSI upon request.

f) Upon completion or termination of the Study or
at the Sponsor’s or PSl's request, the Institution and/or
the Investigator shall deliver all Study Supplies and/or
all unused Study Drug to the address indicated by PSI
or the Sponsor or destroy it/them, as instructed by PSI
or the Sponsor and in accordance with the Applicable
Regulatory Requirements. Neither the Institution nor
the Investigator shall destroy any Study Drug or Study
Supplies without the Sponsor's or PSI's express
written consent.

9) The Study Drug is investigational in nature and
along with the Study Supplies are provided by the
Sponsaor strictly on an “AS IS” basis. The Sponsor and
PSI hereby disclaim any warranties express or
implied, concerning any Study Drug, namely any
warranties of non-infringement, merchantability or
fitness for a particular purpose.
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Studijni material vyhradnim majetkem Zadavatele.
Zdravotnické zafizeni a Hlavni zkousejici budou
za jim svéfeny Studijni lék a Studijni material
odpovidat a rucit PSlI a Zadavateli za jejich
pouzivani, uschovavani, distribuci, vraceni a/nebo
likvidaci a jsou povinni neprodlené uvédomit PSI
nebo Zadavatele, pokud dojde ke ztrate,
poSkozeni nebo zni€¢eni Studijniho Iéku nebo
Studijniho materidlu. Zdravotnické zafizeni a
Hlavni zkousSejici jsou povinni zajistit, aby Studijni
lék a Studijni material nebyl pfedan tretim
stranam. Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni zajistit zabezpeceni Studijniho Iéku a
Studijniho materialu stejné peclivé jako u vlastniho
majetku. Zdravotnické zafizeni a Hlavni zkousejici
jsou dale povinni udrzovat kompletni, aktualni a
pfesnou evidenci Studijniho 1éku a Studijniho
materidlu a jsou povinni na zadost promptné
poskytnout tyto zaznamy Zadavateli a/nebo PSI.

f) Pfi dokonéeni nebo ukonceni Studie nebo
na zadost PSI, Zdravotnické zafizeni a/nebo
Hlavni zkouSejici doru¢i vesSkery nepouzity
Studijni material a/nebo Studijni 1€k na adresu
ur¢enou PSI nebo Zadavatele, nebo jej zni¢i dle

instrukci PSI nebo Zadavatele a v souladu
s Platnymi regulacnimi pozadavky. Ani
Zdravotnické zafizeni ani Hlavni zkouS$ejici

nebudou likvidovat Studijni 1€k ani Studijni material
bez vyslovného pisemného souhlasu Zadavatele
nebo PSI.

g) Studijni lék je svou povahou zkuSebni
piipravek a spole€né se Studijnim materialem je
Zadavatel poskytuje vyhradné, jak stoji a lezi.
Zadavatel a PSI timto odmitaji jakékoli zaruky,
zievné nebo implikované, tykajici se Studie, a to
zaruky neomezovéni, prodejnosti nebo vhodnosti
pro urcity ucel.
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1.4. Study Subjects

The estimated number of subjects to be enrolled at the
Institution by the Investigator [[ll. Institution and the
Investigator shall enroll subjects into the Study in
accordance with the Protocol and in compliance with
Applicable Regulatory Requirements. The Institution
and Investigator shall use best efforts to complete all
enrollment by the enrollment closing date, as
determined in accordance with the Sponsor’s
discretion and communicated by Sponsor or PSI. As
the Study is part of a multicenter trial, PSI and the
Sponsor may, at any time, request the Institution and
Investigator to immediately stop subject enroliment
and the Institution and Investigator agree to fully
comply with such notice upon receipt.

1.5. Information Provided to Study Subjects

The Investigator shall obtain, in compliance with all
Applicable Regulatory Requirements, the necessary
written informed consent of each Study subject prior to
performing any Study related procedures, including
processing of personal data of the Study subject. The
Informed Consent Form (the “Informed Consent
Form”) shall be properly signed by or on behalf of
each Study subject prior to the Study subject’s
participation in the Study. The Investigator shall use
the Informed Consent Form template(s) and other
templates for Study subjects’ information as provided
by the Sponsor, directly or through PSI, and approved
in accordance with the Applicable Regulatory
Requirements.
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1.4. Subjekty hodnoceni

Odhadovany pocet subjektt, které maji byt
Hlavnim zkouSejicim zafazeny do Studie ve
Zdravotnickém zafizeni |l  Zdravotnické
zafizeni a Hlavni zkouSejici budou do Studie
zafazovat subjekty v souladu s Protokolem a v
souladu s platnymi regulacnimi poZadavky.
Zdravotnické zafizeni a Hlavni zkouSejici vynalozi
veskeré usili, aby dokoncili veSkery nabor do data
ukong&eni naboru, které je stanoveno podle uvazeni
Zadavatele a komunikovano Zadavatelem nebo
PSI. Vzhledem ktomu, Ze Studie je soucasti
multicentrického klinického hodnoceni, smi PSI a
Zadavatel kdykoli pozadat Zdravotnické zafizeni a
Hlavniho zkouS$ejiciho, aby okamzité zastavili
nabor subjektd, a Zdravotnické zafizeni a Hlavni
zkouSejici se zavazuji, Zze po obdrzeni takového
oznameni mu plné vyhovi.

1.5. Informace poskytnuté Subjektim
hodnoceni

Pred provedenim jakychkoli procedur souvisejicich
se Studii vcéetné zpracovani osobnich Gdaja

Subjektu  hodnoceni mé& Hlavni zkouSejici
vsouladu se v8emi Platnymi regulaénimi
pozadavky povinnost ziskat od vSech Subjektu
hodnoceni informovany souhlas.  Formulaf
informovaného souhlasu (dale jen ,Formulaf
informovaného souhlasu“) musi byt Ffadné
podepsany Subjektem hodnoceni nebo jeho
jménem prfed zahdjenim (cCasti  Subjektu
hodnoceni ve Studii. Hlavni zkouSejici ma
povinnost pouzivat FormulaF informovaného

souhlasu a dalsi formuléfe k informovani Subjektl
hodnoceni poskytnuté pfimo Zadavatelem nebo
prostfednictvim PSI a schvalené v souladu se
vSemi Platnymi regulanimi pozadavky.
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1.6. Case Report Forms and Study Data

a) The Investigator shall record all data resulting
from the Study (the “Study Data”) in an accurate,
legible and complete manner.

b) The Sponsor shall ensure access to the
electronic case report forms to be used and completed
by the Investigator (the “CRFs”). The Investigator shall
ensure that the CRFs are duly completed, signed and
dated in a timely manner. Specifically, the Institution
and Investigator shall enter the data into CRF within
two (2) business days after the completion of the
relevant Study subject visit.

C) The Institution and the Investigator shall ensure
that they have implemented and maintain appropriate
security measures to protect the confidentiality,
integrity and availability of Study Data and to prevent
the loss, alteration and unauthorized access.

d) Institution shall own all right, title and interest in
and to a Study subject’s primary medical records kept
by Institution (“Medical Records”). Subject to
Applicable Regulatory Requirements and as permitted
by the Study subjects’ signed Informed Consent Form,
Sponsor and PSI shall have the right to access, use
and disclose the Medical Records during the term of
this Agreement and thereafter.

1.7. Biological Samples

The Institution shall collect, retain, analyze and/or use
biological samples from Study subjects solely
according to the Protocol and consistent with the
Informed Consent Form. All biological samples shall
be transferred to the Sponsor and shall be retained by
the Sponsor. The Sponsor shall own rights and
interest in biological samples collected in connection
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1.6. Zaznamy subjektu hodnoceni a Studijni
udaje
a) Hlavni zkousejici ma povinnost

zaznamenavat veSkeré Udaje ziskané v pribéhu
provadéni Studie (dale jen ,Studijni udaje“)
presné, Citelné a Uplné.

b) Zadavatel je povinen zajistit pfistup k
elektronickym formulafdm z&znamu subjektl
hodnoceni, které Hlavni zkouSejici pouzije a vyplni
(dale jen ,CRFs"). Hlavni zkouSejici je povinen
zajistit, aby byly CRFs fadné a v€as vyplnény,
podepsany a datovany. Zdravotnické zafizeni a
Hlavni zkouS$ejici konkrétné vlozi (daje do
formulafe CRF do dvou (2) pracovnich dnl po
ukonceni prislusné navstévy Subjektu hodnoceni.

c)  Zdravotnické zafizeni a Hlavni zkousejici
maji povinnost zajistit zavedeni a udrzovani
pfiméfenych opatfeni k ochrané duvérnosti,
integrity a dostupnosti téchto Studijnich Gdaju a
k pfedchazeni  jejich  ztraté, zméné a
neopravnénému pristupu k nim.

d)  Zdravotnické zafizeni bude vlastnikem
vSech prav, titulld a zajma k primarnim zdravotnim
zdaznamlm Subjektu hodnoceni uchovavanych
Zdravotnickym zafizenim (dale jen ,Zdravotni
zaznamy“). Svyhradou Platnych regulaénich
pozadavkl a v rozsahu povoleném Formulafem
informovaného souhlasu podepsanym Subjektem
hodnoceni bude mit Zadavatel a PSI pravo na
pristup, pouziti a pfedani Zdravotnich zaznami
bé&hem trvani této Smlouvy a poté.

1.7. Biologické vzorky

Zdravotnické zafizeni bude odebirat, uchovavat,
analyzovat a/nebo pouzivat biologické vzorky
ziskané od Subjektd hodnoceni vyhradné
v souladu s Protokolem a Formularem
informovaného souhlasu. VSechny biologické
vzorky budou predany Zadavateli a budou jim
uchovavany. Zadavatel bude vlastnikem vSech
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with the Study and shall have the sole right to use the
samples as permitted under the Informed Consent
Form and Applicable Regulatory Requirements.

1.8. Financial Disclosure

a) The Investigator shall complete and return to
the Sponsor or PSI the financial disclosure
document(s) provided by the Sponsor or PSI
concerning financial interests and other conflicts of
interest, which the Investigator and/or his/her family
members may have in the Sponsor and/or the Study
Drug. The Investigator shall also ensure that all sub-
investigators complete and provide the Sponsor or PSI
with such financial disclosure form(s). The Investigator
shall provide and shall ensure that the sub-
investigators provide PSI and the Sponsor with an
updated financial disclosure form(s) if the information
originally submitted changes during the course of the
Study or within one (1) year after the completion or
termination of the Study.

b) The Investigator and the Institution
acknowledge and agree that any payments made
under this Agreement will be disclosed to the local
governmental or regulatory authorities or any entity
representing such an authority by Sponsor or PSI as
required under the EFPIA (European Federation of
Pharmaceutical Industries and  Associations)
Disclosure Code or equivalent local legislation.

1.9. Immediate Notice

The Institution and the Investigator shall notify PSl and
Sponsor within the timelines defined in the Protocol, or
otherwise within twenty-four (24) hours after
occurrence, of any: (i) deviation from the Protocol;
(i) serious adverse events, other reportable adverse
events  as requested by the Protocol;
(iii) communications by a regulatory body having an
impact on the Study; (iv) any situation that might
require a replacement of the Investigator or any Study
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prav a zajml tykajicich se biologickych vzorki
odebranych v souvislosti se Studii a bude mit
vyhradni pravo pouzivat vzorky zpudsobem
povolenym Formulafem informovaného souhlasu a
Platnymi regulaénimi pozadavky.

1.8. Majetkové priznani

a) Hlavni  zkouSejici vyplni a odevzda
Zadavateli a PSI formulaf majetkového pfiznani
poskytnuty Zadavatelem nebo PSI tykajici se
finanénich zajm( a dale stfetu zajm, které Hlavni
zkouSejici a/nebo jeho rodina mohou uplatnit vici
Zadavateli a/nebo v souvislosti se Studijnim Iékem.
Hlavni zkouSejici také zajisti, aby tento vykaz
vyplnili i vSichni spolu-zkouSejici a odevzdali jej
Zadavateli nebo PSIl. Hlavni zkouSejici se
zavazuje, ze on i vsichni spolu-zkousSejici
poskytnou PSI a Zadavateli aktualizovany/é
formulaf/e majetkového pfiznani, pokud v prabéhu
Studie nebo béhem jednoho (1) roku od jejiho
dokonceni nebo ukonéeni dojde ke zméné
skute€nosti uvedenych v pavodnich formulafich.

b) Hlavni zkouSejici a Zdravotnické zafizeni
berou na védomi a souhlasi s tim, aby Zadavatel
nebo PSI sdélili veSkeré platby vyplacené dle této
Smlouvy lokalnim statnim nebo kontrolnim Gfaddm
nebo jiné pravnické osobé zastupujici tento Urad
dle pozadavkd Kodexu EFPIA (European
Federation of Pharmaceutical Industries and
Associations) pro zvefejiiovani nebo odpovidajici
lokalni legislativy.

1.9. Okamzité oznameni

Zdravotnické zafizeni a Hlavni zkouSejici maji
povinnost informovat PSI a Zadavatele bé&éhem
doby Protokolem nebo
pripadech béhem dvaceti ¢tyf (24) hodin od doby,
kdy dojde k (i) odchylce od Protokolu, (ii) vyskytu
zavazné nezadouci pfihody nebo reportovatelné
nezadouci pfihody dle pozadavkl Protokolu, (iii)
komunikaci s regulaénim Ufadem s dopadem na
Studii, (iv) jakékoli ktera by mohla

stanovené v jinych

situaci,
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Personnel; and (v) any incident that might affect the
safety and well-being of the Study subjects or the
integrity of the Study Data as well as any other
significant risks occurring in the Study. Provided that a
direct impact on the safety and health of the Study
subjects cannot be anticipated, the Institution may, in
situations under (iii) and (iv), notify PSI and the
Sponsor within three (3) working days as of
occurence.

2. COMPENSATION

a) The compensation for the conduct of the Study
under this Agreement is set out in the Financial
Arrangements enclosed as Attachment1. The
amount(s) included in the Financial Arrangements
represent the entire compensation under this
Agreement and it includes without limitation, all work
and care anticipated by the Protocol, the use of the
facilities and equipment, staff costs, administrative
costs, overhead, third party costs, taxes (except for
VAT, if applicable), travel and other expenses, etc.

b) The compensation for the Investigator and the
Study Personnel will be paid by the Institution
according to the Institution’s internal guidelines. The
Sponsor and PSI hereby undertake not to enter into
any other contractual agreement/s with any employee
of the Institution in connection with the Study.

C) The Institution and the Investigator
acknowledge that PSI and/or the Sponsor are not
obliged to pay for Protocol violations, incomplete
CRFs or any other improperly performed services.

d) The Institution and the Investigator shall not
charge a Study subject or any third-party payer for any
cost, which PSI or the Sponsor is obligated to pay.

CTA Template, EU, General_Sponsor, 05-MAY-2021
Approved, 27-NOV-2023

University Hospital Hradec Kralove

vyzadovat nahrazeni Hlavniho zkouSejiciho C¢i
kteréhokoli ¢lena Studijniho personalu a (v)
jakémukoli incidentu, ktery by mohl ovlivnit
bezpeénost a zdravi Subjektd hodnoceni nebo
integritu  Studijnich 0daju, jakoz i o dalSich
vyznamnych rizicich, ktera se ve Studii vyskytnou.
Za predpokladu, Ze neni mozné predpokladat
pfimy dopad na bezpe€nost a zdravi Subjektl
hodnoceni, mize Zdravotnické zafizeni v situacich
dle (iii) a (iv) informovat PSI a Zadavatele ve lhuté
tfi (8) pracovnich dnl od doby kdy situace nastane.

2. KOMPENZACE

a) Kompenzace za provedeni Studie dle této
Smlouvy je stanovena ve Finanénich ujednanich
pfilozenych k této Smlouvé jako Pfiloha 1. Tyto
¢astky uvedené ujednanich
predstavuji celkovou kompenzaci vyplacenou na
zakladé této Smlouvy a zahrnuji zejména
veSkerou praci a péci predpokladanou
Protokolem, pouziti zafizeni a vybaveni, naklady
na personal, administrativni naklady, naklady
tfetich stran, dané (pfipadné s vyjimkou DPH),
cestovni a dalSi vydaje atd.

ve Financénich

b) Odména bude Hlavnimu zkouSejicimu a
Studijnimu personalu vyplacena Zdravotnickym
zafizenim dle vnitfni smérnice Zdravotnického
zafizeni. Zadavatel a PSI se timto zavazuji, ze
v souvislosti se Studii neuzavfou zadnou jinou
smlouvu s zadnym zaméstnancem
Zdravotnického zafizeni.

c)  Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi, Ze PSI neni povinna provést
platbu v pfipadé poruseni Protokolu,
nevyplnénych CRF nebo jinych sluzeb, které
nebyly Fadné poskytnuty.

d)  Zdravotnické zafizeni a Hlavni zkousejici
nebudou Uc¢tovat Subjektdm hodnoceni ani jiné
treti strané zadné vydaje, za jejichZz zaplaceni je
odpovédna PSI nebo Zadavatel.
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e) The Institution and Investigator acknowledge
and agree that the Sponsor and/or PSI may disclose
information related to compensation and payments
hereunder as may be necessary to comply with
Applicable Regulatory Requirements.

3. CONFIDENTIALITY

a) “Confidential Information” means all
confidential or proprietary information or data, of any
kind whatsoever and however memorialized, that is:
(i) disclosed prior to or after the effective date of this
Agreement by or on behalf of PSI and/or the Sponsor
to the Institution, Institution affiliates, the Investigator,
the Study Personnel and/or any of Institution’s
employees, representatives, contractors or agents
(the “Recipients”) in connection with this Agreement;
or (ii) obtained, developed or generated by the
Institution, the Investigator, the Study Personnel
and/or any of Recipients in connection with or that
results from the Study or Sponsor’s Confidential
Information. The Confidential Information shall
include, without limitation, the Study, the Study Drug,
the Protocol, the Investigator's Brochure, the Study
Data, the Intellectual Property (defined below) and all
information regarding the Sponsor, PSI or any of their
affiliates. All Confidential Information shall belong
solely and exclusively to the Sponsor or PSI, as the
case may be and shall not be disclosed to any third-
party except as otherwise expressly permitted under
this Agreement.

b) Confidential Information does not include
information that: (i) is or becomes within the public
domain through no fault, action or failure to act on the
part of the Recipient; (ii) was, as evidenced by written
records or other competent proof, in the Recipient’s
possession on a non-confidential basis prior to its
disclosure; or (iii) enters the public domain as a result
of a third party’s activities who was legally entitled to
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e)  Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi a souhlasi s tim, ze Zadavatel
smi zverfejnit informace souvisejici s odménou a
platbami dle této Smlouvy v rozsahu nezbytném
pro zachovani souladu s Platnymi regulanimi
pozadavky.

3. DUVERNOST

a) Za ,Duvérné informace” se povazuji
veskeré divérné nebo soukromé informace nebo
Udaje jakéhokoli druh u a v jakékoli formé, které
jsou: (i) pred nebo po nabyti GCinnosti této
Smlouvy zpfistupnény PSI a/nebo Zadavatelem ¢&i
jejich  jménem  Zdravotnickému  zafizeni,
pridruzenym spoleénostem  Zdravotnického
zafizeni, Hlavnimu zkousejicimu nebo Studijnimu
personalu a/nebo zaméstnanci, predstaviteli,
dodavateli nebo zastupci Zdravotnického zafizeni
(dale jen ,Prijemci“) v souvislosti s touto
Smilouvou, nebo (i) ziskany, vyvinuty nebo
vytvofeny Zdravotnickym zafizenim, Hlavnim
zkouSejicim,  Studijnim  personalem a/nebo
Prijemci v souvislosti se Studii nebo Duavérnymi
informacemi Zadavatele nebo z nich vyplyvajicimi.
Diavérné informace zahrnuji zejména informace
tykajici se Studie, Studijniho léku, Protokolu,
Brozury Hlavniho zkousejiciho, Studijnich udaju,
Dusevniho vlastnictvi (definovano nize) a veskeré
informace tykajici se Zadavatele Studie, PSI nebo
kterékoli z jejich pobocek. Veskeré Dlvérné
informace jsou ve vyhradnim vlastnictvi
Zadavatele, popfipadé PSI (dle situace) a nesmi
byt zpfistupnény zadné treti strané, s vyjimkou
pfipadu, kdy to vyslovné povoluje tato Smlouva.

b) Davérné informace nezahrnuji informace,
které (i) jsou nebo se stanou vefejné dostupné,
bez zavinéni, kondni nebo nekonani na strané
Prijemce, (ii) byly dle pisemnych zdznam( nebo
jinych ddkazud ve vlastnictvi Pfijemce predtim, nez
mu byly poskytnuty, bez povinnosti zachovavat
jejich divérnost, nebo (iii) které se stanou verejné
dostupnymi na zakladé Cinnosti tfeti strany, ktera
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disclose such information, through no act or omission
by the Recipient.

C) The Institution and the Investigator shall, and
shall cause each of the Recipients to: (i) use
Confidential Information solely to conduct the Study;
(i) disclose Confidential Information only to persons
who have a need to know such Confidential
Information to conduct the Study and who are bound
in writing to protect the confidentiality of such
Confidential Information; (iii) instruct all persons to
whom Confidential Information is disclosed to abide by
these confidentiality obligations; and (iv) protect
Confidential Information using not less than the same
care with which they treat their own confidential
information, but at all times to use at least a
reasonable degree of care. The Institution and the
Investigator shall remain liable for any breach of this
Agreement by any Recipient.

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

c)  Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni dodrzovat nize uvedené a zajisti, aby
Pfijemce téz dodrzoval tyto podminky: (i) pouzivat
Davérné informace pouze pro Ucely této Smlouvy,
(i) pfedat Duavérné informace pouze osobam,
které tyto informace potfebuji pro provadéni Studie
a které jsou pisemné vazany chranit divérnost
téchto Davérnych informaci, (iii) podat instrukce
vSem osobam, jimz budou Duvérné informace
pfedany, aby plnily tyto povinnosti mi¢enlivosti a
(iv) chranit Davérné informace za pouziti stejné
péce, se kterou zachazeji se svymi divérnymi
informacemi, vzdy vSak vynalozit alespon
odpovidajici stupen péce. Zdravotnické zafizeni a
Hlavni zkouSejici zlistavaji odpovédni za jakékoli
poruSeni této Smlouvy Pfijemcem.

d) Vpfipadé, ze Zdravotnické zafizeni, Hlavni
zkousSejici nebo kterykoli jiny PFijemce obdrzi
platny soudni pfikaz v pfislusné jurisdikci nebo jiny
pravné zavazny pozadavek predat Duvérné
informace, jsou Zdravotnické zafizeni nebo Hlavni
zkousejici povinni neprodlené pisemné informovat
PSI a Zadavatele, jakmile se o takovém
prikazu/pozadavku dozvi, a pfedtim, nez budou
Davérné informace pfedany. Pfijemci jsou povinni
spolupracovat se Zadavatelem v Usili ziskat
omezeni nebo ochranu pred takovymto pfikazem
pozadujicim pfedani informaci. V pfipadé, ze PSI
a/nebo Zadavatel neuspéji se zadosti o toto
prfedani, je Pfijemce povinen pfedat pouze
minimum Davérnych informaci nutnych k vyhovéni
pozadavku. Aby se prfedeSlo pochybnostem,
zadné takové zpristupnéni podle tohoto Oddilu 3

pism. d) nezpusobi, ze takto zpfistupnéné
informace pfijdou osvou duavérnou a/nebo
chrdnénou povahu, a ve vSech ostatnich

pripadech a za v8ech okolnosti zdstanou tyto
informace duavérnymi informacemi a budou jako
takové nadale chranény Zdravotnickym zafizenim,
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4. PERSONAL DATA

a) The Parties shall comply with all applicable data
protection laws, including the General Data Protection
Regulation (EU) 2016/679 (“GDPR”) and the Act No.
110/2019 Coll.,, on Personal Data Processing, as
amended (collectively, the “Data Protection Laws”).
Due to the fact that Sponsor is located in a country
outside the European Union and the associated
transfer of personal data to a third country, both
Sponsor and Institution undertake to conclude the
Standard Contractual Clauses [Module FOUR:
processor to controller] approved by the EU
Commission in the sense of Art. 46 (2) c) GDPR (the
“SCC”) in order to ensure an adequate level of data
protection in the third country (Attachment 2). The
Institution is the data exporter and the Sponsor is the
data importer under the SCC.

b) For the purpose of the Data Protection Laws,
the Sponsor is the controller and the Institution and
PSI are processors of personal data processed for the
purpose of the Study. The Institution is the controller
of personal data processed for purposes other than
the Study, e.g. the provision of medical care. The
Investigator shall process personal data on behalf of
the Institution. PSI is the CRO engaged by the
Sponsor. PSI was not involved in the drafting of the
Protocol and does not determine the purpose or the
essential means of processing. Instead, when
processing the personal data for the purpose of the
Study, PSI acts upon instruction of the Sponsor and is
thus a processor on behalf of the Sponsor.

C) In order to reflect the specific functions that the
Sponsor and the Institution have in relation to the
Study, the Parties have agreed to further detail their
cooperation as well as the obligations that the
Institution has under article 28 of the GDPR by
supplementing the SCC with the following clauses. In

CTA Template, EU, General_Sponsor, 05-MAY-2021
Approved, 27-NOV-2023

University Hospital Hradec Kralove

ZkousSejicim a Prijemci v souladu s podminkami
této Smlouvy.

4. OSOBNIi UDAJE

a) Strany jsou povinny byt v souladu se vSemi
platnymi z&kony o ochrané U0daja, zejména
s Obecnym nafizenim o ochrané uadaji EU
2016/679 (dale jen ,GDPR") a zakonem C¢.
110/2019 Sb., o zpracovani osobnich uUdaja,
v platném znéni (dale jen souhrnné ,Zakony o
ochrané udaja“). Vzhledem k tomu, Zze Zadavatel
ma sidlo mimo Evropskou unii a vzhledem k s tim
spojenému predavani osobnich Gdaju do tretich
zemi, se jak Zadavatel, tak Zdravotnické zafizeni
zavazuji pfijmout Standardni smluvni dolozky
[Modul CTYRI: zpracovatel v&i spravci] schvalené
komisi EU ve smyslu ¢l. 46, odst. 2, pism. ¢c) GDPR
(dale jen ,SCC*) za Ucelem zajisténi adekvatniho
stupné ochrany Udaju ve treti zemi (Pfiloha 2).
Zdravotnické zafizeni je dle SCC vyvozcem Gdajl
a Zadavatel dovozcem udajl.

b) Pro Ucely Zakonu o ochrané Udaju je Zadavatel
spravcem udajd a Zdravotnické zafizeni a PSl jsou
zpracovateli osobnich 0daji zpracovavanych pro
UCely Studie. Zdravotnické zafizeni je spravcem
osobnich Udaji zpracovavanych pro jiné ucely,
nez je Studie, napf. pro Ucely poskytovani
zdravotni péce. Hlavni zkouSejici je povinen
zpracovavat osobni Udaje jménem Zdravotnického
zarizeni. PSI je CRO angazovana Zadavatelem.
PSI se nepodili na pfipravé Protokolu a neuréuje
Ucel nebo nezbytné zpusoby zpracovani. Misto
toho pfi zpracovavani osobnich Udaju pro ucely
Studie jedna PSI dle pokynu Zadavatele, a tudiz je
zpracovatelem jménem Zadavatele.

c) Za ucelem reflektovani specifickych funkci,
které maji Zadavatel a Zdravotnické zafizeni ve
vztahu ke Studii se Strany dohodly blize definovat
spolupraci i které ma
Zdravotnické zafizeni dle ¢lanku 28 GDPR, a to
doplnénim SCC o nize uvedené klauzule.
V pfipadé rozporu s SCC ma prednost SCC:

svou povinnosti,
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case of any conflict with the SCC, the SCC shall

prevail:

The Institution and the Investigator shall share
personal data with the Sponsor and/or PSI
only as required to comply with their
obligations under this Agreement or as
requested by the Sponsor in accordance with
the Applicable Regulatory Requirements. The
Institution and Investigator shall
pseudonymize any Study subject data before
entering them into the CRFs or otherwise
transferring them to PSI, the Sponsor or their
vendors.

The Institution and the Investigator shall
comply with the Technical and Organizational
Measures attached in Attachment3 and
implement any further measures necessary to
ensure a level of security appropriate to the
risk presented by the processing;

Prior to and during the course of the Study,
the Sponsor will process personal data of the
Investigator and the Study Personnel. In order
to inform the Investigator and the Study
Personnel about the processing of their
personal data, the Sponsor or PSI will provide
the Institution and/or the Investigator with data
protection notice(s) which the Institution and
the Investigator shall promptly distribute to
every member of the Study Personnel (even if
a member joins the Study Personnel at a later
stage). Any questions should be forwarded to
the Sponsor and/or PSI. The Institution shall
be responsible for informing the Investigator
and the Study Personnel about Institution’s
processing of their personal data.

In case a data subject exercises his/her data
protection rights in the context of the Study (a
“Data Subject Request”), the Institution and
the Investigator shall assist the Sponsor in
handling the Data Subject Request in
accordance with PSI's and Sponsor’s
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Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni sdilet osobni Udaje se
Zadavatelem a/nebo PSI pouze
v pozadovaném rozsahu, aby splnili své
povinnosti  vyplyvajici pro né ztéto
Smlouvy nebo dle pozadavk( Zadavatele
v souladu s Platnymi regulacnimi
pozadavky. Zdravotnické zafizeni a Hlavni
zkousejici jsou povinni pseudonymizovat
veSkeré udaje Subjektt hodnoceni pred
jejich zaznamenanim do CRFs nebo jejich
predanim PSI, Zadavateli nebo jejich
vendorlm jinym zplsobem.

Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni dodrzovat Technicka a
organizacni opatfeni pfipojena k této
Smlouvé PFilohou 3 a zavést dalsi opatieni
nezbytnd k zajisténi stupné zabezpeceni
odpovidajiciho riziku pfi zpracovani.

Pfed zahajenim a v prabéhu Studie bude

Zadavatel zpracovavat osobni (daje
Hlavniho  zkouSejiciho a  Studijniho
persondlu. Za Ucelem informovani
Hlavniho  zkouSejiciho a  Studijniho

personalu o zpracovani jejich osobnich
Udaju poskytne Zadavatel nebo PSI
Zdravotnickému zafizeni a/nebo Hlavnimu
zkouS$ejicimu oznameni o ochrané udaju,
které jsou Zdravotnické zafizeni a Hlavni
zkousSejici povinni promptné predat vSem
¢lendm Studijnimu persondlu (i kdyz se
néktery ¢len ke Studijnimu personalu
pfipoji pozdéji). VeSkeré dotazy budou
pfedany  Zadavateli a/nebo PSI.
Zdravotnické zafizeni bude odpovédné za
informovani  Hlavniho zkouSejiciho a
Studijniho personalu o zpracovani jejich
osobnich Udaju Zdravotnickym zafizenim.

V pfipadé, ze subjekt Udaji uplatni sva
prava na ochranu Udaju v kontextu Studie
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reasonable instructions and in compliance
with the Data Protection Laws. The Institution
and the Investigator shall inform the Sponsor
and PSI immediately (and no later than within
one (1) working day) of any Data Subject
Request they receive and forward the Data
Subject Request to the Sponsor in a
pseudonymised form (i.e. by replacing the
directly identifiable information with the Study
code).

In the event of any personal data breach by
the Institution as a processor of the Sponsor,
the Institution and the Investigator shall:
(1) within twenty-four (24) hours following
discovery of such personal data breach, send
written notice of the incident via e-mail to
privacy@psi-cro.com; (2) not make any
statements or notifications about the personal
data breach, as it relates to the processing for
the purpose of the Study, to any individual
affected by the incident, the public or any third
party without Sponsor’s prior written approval;
and (3) immediately take steps to investigate
and mitigate the personal data breach and
reasonably cooperate with the Sponsor and/or
PSI.

INTELLECTUAL PROPERTY

The Institution and the Investigator

acknowledge and agree that the Sponsor shall have
exclusive ownership rights to all
developments, discoveries, inventions, work or work
product (including but not limited to reports, writings,
designs and methods), know-how and other rights
(whether or not patentable), created, developed,
conceived and/or reduced to practice as a result of or

improvements,
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(dale jen ,Zadost subjektu udaji“) jsou
Zdravotnické zafizeni a Hlavni zkouSejici
povinni pomahat Zadavateli pfi feSeni
Zadosti  subjektu  Udaji v souladu
s odpovidajicimi  pokyny PSI a/nebo
Zadavatele a vsouladu se Zakony o
ochrané Udajl. Zdravotnické zafizeni a
Hlavni zkouSejici jsou povinni informovat
Zadavatele a PSI ihned (nikoli pozdéji nez
béhem jednoho (1) pracovniho dne) o
véech Zadostech subjektd Gdaju, které
obdrzi, a pfedat je Zadavateli
v pseudonymizované podobé (. po
nahrazeni Gdaji pfimo uréujicich totoznost
Studijnim kédem).

v. Vpfipadé PoruSeni ochrany osobnich
udaji Zdravotnickym zafizenim jakozto
zadavatelovym zpracovatelem Gdajl, maji
Zdravotnické zafizeni a Hlavni zkouSejici
povinnost (1) do dvaceti ¢tyr (24) hodin od
incidentu zaslat pisemné oznameni na
privacy@psi-cro.com; (2) bez pfedchoziho
pisemného souhlasu Zadavatele necinit
zadné prohlaseni ani oznameni o Poruseni
ochrany osobnich udajd, nebot souvisi se
zpracovanim udajd pro Gc¢ely Studie,
fyzické osobé dotéené incidentem, na
vefejnost nebo treti strané; a (iii) okamzité
podniknout kroky k vySetfeni poruseni
ochrany osobnich udaji a zmirnéni jeho
dopadu a pfiméfené spolupracovat se
Zadavatelem a/nebo PSI.

5. DUSEVNI VLASTNICTVi

a)  Zdravotnické zafizeni a Hlavni zkousejici
uznavaji a souhlasi, ze Zadavatel bude mit
vyhradni vlastnicka prava ke véem vylepSenim, k
vyvojum, k objevim, vyndlezdm, dilim ¢i
produktim c&innosti  (zejména ke
pisemnostem, designu a metodam), know-how (at

nikoli) a dalSim,
formulovanym a/nebo

zpravam,

uz patentovatelnym Ci
vytvofenym, vyvinutym,
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in connection with the conduct of the Study and/or the
use of the Study Drug or the Confidential Information,
together with all intellectual property rights relating
thereto (the “Intellectual Property”). The Institution
and the Investigator shall promptly disclose in writing
to PSI and the Sponsor all Intellectual Property made,
whether conceived or reduced to practice, by the
Institution, the Investigator and/or the Study Personnel
(whether solely or jointly with others) (each, an
“Inventor”).

b) The Institution and the Investigator hereby
transfer and assign, to the extent permissible under
Czech law, all of their rights, titles and interests in and
to any such Intellectual Property and cause each
Inventor promptly to take any actions necessary to
assign and transfer all of its, his or her rights in
Intellectual Property to the Sponsor without additional
compensation. In furtherance thereof, the Institution
and Investigator shall provide reasonable assistance
to the Sponsor and take all actions necessary or
reasonably useful for the Sponsor to obtain patents for
or perfect any rights, title and interests in and to any
Intellectual Property, including causing the execution
of any invention assignment or other documents. The
Institution and Investigator each hereby irrevocably
appoint the Sponsor, and the Institution shall, and
shall cause the Inventor, where applicable, irrevocably
to appoint the Sponsor, as its, his or her, as applicable,
attorney-in-fact for the purpose of executing such
documents in their respective names as may be
necessary or desirable to carry out the purposes of this
Section 5

C) To the extent that the applicable Czech law
does not allow for a transfer and assignment of any of
the Intellectual Property rights, the Institution and the
Investigator hereby grant the Sponsor an exclusive,
perpetual, irrevocable, worldwide and royalty free
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uvedenym do praxe v dusledku nebo v souvislosti
s provadénim  Studie, a/nebo  pouzivanim
Studijniho  1éku nebo Davérnych informaci
spole¢né s pravy duSevniho vlastnictvi s nimi
souvisejicimi (dale jen ,DuSevni vlastnictvi®).
Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni neprodlené pisemné informovat PSI a
Zadavatele o veskerém DuSevnim vlastnictvi, bez
ohledu na to, zda je vyvinuto nebo uvedeno do

praxe, vytvofeném Zdravotnickym zafizenim,
Hlavnim zkousejicim a/nebo Studijnim
personalem (samostatné nebo ve spolupraci

s jinymi osobami), (dale jen jednotlivé ,Plivodce).

b)  Zdravotnické zafizeni a Hlavni zkousejici
timto prevadi a postupuje v rozsahu povoleném
¢eskym pravem veSkera sva prava, vlastnicka
prava a zajmy tykajici se DuSevniho vlastnictvi na
Zadavatele bez dalsi odmény a zajisti, aby i kazdy
Pivodce promptné podnikl nezbytné kroky
k pfevedeni vSech svych prav na DusSevni
vlastnictvi na Zadavatele bez dalSi odmény.
K usnadnéni prevodu poskytnou Zdravotnické
zafizeni a Hlavni zkouSejici Zadavateli
pfiméfenou soucinnost a podniknou vSechny
nezbytné nebo pfimérené uzitec¢né kroky k ziskani
patentu nebo prohloubeni prav, vlastnickych prav
a zajmu tykajicich se DuSevniho vlastnictvi véetné
zajisténi podpisu dokumentd k pfevodu objevu
nebo jinych dokumentl. Zdravotnické zafizeni a
Hlavni zkouS$ejici timto jednotlivé a neodvolatelné
jmenuji  Zadavatele, a Zdravotnické zafizeni
zajisti, aby pfipadné Plvodce neodvolatelné
jmenoval Zadavatele za svého zastupce, a to pro
UcCely podpisu téchto dokument jejich jménem dle
nutnosti nebo vhodnosti situace za ucelem
uskute¢néni ucell tohoto Oddilu 5.

c) Vrozsahu, v némz platnd Ceska legislativa
neumoznuje prevést prava na DuSevni vlastnictvi,
timto Zdravotnické zafizeni a Hlavni zkousejici
udeéluji Zadavateli exkluzivni trvalé neodvolatelné
opravnéni platné po celém svété a bez licenénich
poplatkd, které je spojené s pravem udélit treti
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license, with the right to sublicense to any third party,
to use such Intellectual Property for any purposes.

6. PUBLICATION AND PUBLICITY

6.1. Publication

a) The Institution and the Investigator agree that
the Sponsor shall have the sole and exclusive right to
the first publication of the results of the Study. Such
Sponsor publication is intended to be a multi-center
publication of the Study results, collected from all
investigators and institutions participating in the Study
(the “Multi-Center Publication”). If the Investigator is
interested in contributing to or participating in the
Multi-Center Publication, he or she must contact the
Sponsor. Selection of authors/participants will be
governed by the Sponsor, considering individuals’
contribution to the Study.

b) The Institution and the Investigator may publish
or otherwise present the results of the Study based on
data generated at the Institution (an “Independent
Submission”) provided that all of the following
conditions have been satisfied: (i) the Multi-Center
Publication has been published; or, if no such
publication has occurred, at least eighteen (18)
months have passed since the completion, or earlier
termination, of the Study at all participating sites
(including the final database lock); (i) before
submitting the Independent Submission to a publisher,
reviewer or other outside party, the Institution and/or
the Investigator must submit the proposed
Independent Submission to the Sponsor and allow the
Sponsor at least thirty (30) days to review and provide
comments; (iii) if the Sponsor requests additional time
at any point during the thirty (30) day review, the
Institution and/or the Investigator shall delay the
publication or presentation of the Independent
Submission for up to sixty (60) additional days in order
to permit the Sponsor time to obtain Intellectual
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strané dil¢i opravnéni pouzivat toto Dusevni
vlastnictvi za jakymkoli Ucelem.

6. PUBLIKACE A PROPAGACE

6.1 Publikace

a)  Zdravotnické zafizeni a Hlavni zkousSejici
souhlasi s tim, ze Zadavatel bude mit vyhradni
pravo na prvni publikaci vysledkd Studie. Tato
publikace Zadavatelem bude provedena jako
publikace vysledkd multicentrického hodnoceni
ziskanych od v8ech zkousejicich a zdravotnickych
zafizeni podilejicich se na Studii (dale jen
.Publikace vysledki multicentrického
hodnoceni“). V pfipadé, Zze bude mit Hlavni
zkousSejici zajem prispét k Publikaci vysledki
multicentrického hodnoceni nebo se na ni podilet,
je treba, aby kontaktoval Zadavatele. Vybér
autord/participujicich bude Fidit Zadavatel pfi
zvazeni pfispéni jednotlivych zkouSejicich ke
Studii.

b)  Zdravotnické zafizeni a Hlavni zkousejici
sméji publikovat nebo jinak prezentovat vysledky
Studie ziskané ve Zdravotnickém zafizeni (dale
jen ,Nezavisla publikace“) za predpokladu, ze
byly spinény vSechny nasledujici podminky: (i)
vysledky  multicentrického  hodnoceni  byly
publikovany, nebo pokud nebyly, uplynulo od
dokonceni nebo pfed¢asného ukonéeni Studie ve
vS8ech participujicich centrech (v€etné finalniho
uzaméeni databaze) alespofi osmnéact (18)
mésicu, (ii) Zdravotnické zafizeni a/nebo Hlavni
zkouSejici jsou povinni pred zaslanim Nezavislé
publikace vydavateli, recenzentovi &i jiné ftreti
strané odevzdat Nezavislou publikaci
v navrhované podobé Zadavateli a ponechat
Zadavateli Ihatu v délce alespon tficeti (30) dnti na
kontrolu a predlozeni komentard, (i) pokud
Zadavatel kdykoli béhem tficetidenni (30) kontroly
pozada o dodatecnou Ihatu, Zdravotnické zafizeni
a/nebo Hlavni zkouSejici na zadost Zadavatele
odlozi publikaci nebo prezentaci Nezavislé
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Property protections; (iv) the Institution and/or the
Investigator shall, as requested by the Sponsor, delete
all references to Confidential Information (except the
information generated at the Institution during the
Study); and (v) the Institution and the Investigator shall
consider the Sponsor's comments and proposed
revisions in good faith.

6.2. Publicity

The Institution and the Investigator shall not use PSI’s
or the Sponsor's name, the names of any of their
employees, logos, symbols, or trademarks in any
advertising, sales promotional material, or press
release without the prior written permission of PSI or
the Sponsor, as applicable.

7. LIABILITY AND NOTIFICATION OF
CLAIMS

7.1. The Sponsor’s Indemnity Obligations and
Study Subject Injury Reimbursement

a) The Sponsor shall indemnify, defend and hold
harmless the Institution and its respective directors,
officers, employees, and agents, including the
Investigator and the individuals who perform the Study
under his or her supervision (each an “Institution
Indemnitee”, collectively, the “Institution
Indemnitees”) from and against any and all third party
claims, actions, suits and demands, as well as all
judgments, damages, liabilities, costs and expenses
resulting there from, for personal injury or death
(collectively a “Claim”), which may be brought against
an Institution Indemnitee by a Study subject as a direct
result of or directly arising out of: (i) the proper use or
administration of the Study Drug in strict compliance
with the Protocol; or (ii)a properly performed
procedure required by the Protocol that the Study
subject would not have otherwise undergone but for
his or her participation in the Study. Hereinafter, a
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publikace az o dalSich Sedesat (60) dnli za Gcelem
umoznéni Zadavateli ziskat ochranu DuSevniho
vlastnictvi, (iv) Zdravotnické zafizeni a/nebo
Hlavni zkousSejici na Zadost Zadavatele odstrani
veskeré odkazy na Duvérné informace (s vyjimkou
vysledkll  Studie ziskanych  Zdravotnickym
zafizenim a Hlavnim zkouSejicim) a (v)
Zdravotnické zafizeni a Hlavni zkouSejici zvazi
komentar Zadavatele a navrhované revize v dobré
vire.

6.2 Propagace

Zdravotnické zafizeni ani Hlavni zkouSejici
nebude pouzivat nazev PSI| nebo Zadavatele,
jména jejich zaméstnancu, loga, symboly ani
ochranné znamky v zadnych reklamnich, prodejné
propagacnich materialech ani tiskovych zpravach
bez pfedchoziho pisemného souhlasu PSI nebo
Zadavatele (dle situace).

7. ZAVAZKY A OZNAMENi NAROKU

7.1. Zavazky Zadavatele o odskodnéni
a nahrada ujmy na zdravi Subjektu hodnoceni

a) Zadavatel je povinen odSkodnit, branit a
zprostit odpovédnosti Zdravotnické zafizeni a jeho
feditele, funkcionare, zaméstnance a zmocnénce
véetné Hlavniho zkouSejiciho a fyzickych osob
provadéjicich Studii pod jeho dohledem (dale jen
jednotlivé ,0dskodnovana osoba
zdravotnického zafizeni* a v mnozném cdisle
,Odskodnované osoby zdravotnického
zafizeni“) v pfipadé vesSkerych narokl, Zalob,
soudnich fizenich tfeti strany a pfedvolani, jakoz i
z nich vyplyvajicich rozsudkl, Skod, zavazkd a
vydaju za Ujmu na zdravi €i umrti (déle jen
souhrnné ,Narok"), které mohou byt vzneseny ¢i
podany Subjektem hodnoceni proti
Odskodriované osobé zdravotnického zafizeni
v pfimém dusledku (i) fAdného uziti nebo podani
Studijniho Iéku ve striktnim souladu s Protokolem
nebo (ii) fadné vykonané procedury vyZzadované
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Study subject injury resulting from Sections 7.1 (a)(i)
or 7.1 (a)(ii) shall be referred to as a “Study Subject
Injury”.

b) The Sponsor shall provide the indemnification
detailed in this Section 7 only to the extent a Claim
does not result from or arise out of an Institution
Indemnitee’s: (i) failure to comply with, or deviation
from the Protocol or the written instructions of the
Sponsor or PSI; (ii) negligence, willful misconduct,
wrongful acts or omissions, professional malpractice
or breach of statutory duty of the Institution
Indemnitee; (iii) breach of this Agreement; (iv) failure
of an Institution Indemnitee to comply with all
applicable laws, rules, regulations, and good clinical
practice standards and guidelines, or any other
material breach; (v) failure to obtain informed consent
and/or provide the Study subject with proper and/or
sufficient instructions regarding the administration
and/or use of the Study Drug, if applicable; or (vi) any
violations of applicable laws, (including GCP, Helsinki
Declaration, National Health Regulations and other
applicable laws). Additionally, the Sponsor shall not
indemnify any Institution Indemnitee to the extent a
Claim is the result of: (a) the natural progression of a
Study subject’s pre-existing disease, condition or
underlying illness, whether previously diagnosed or
not (an “Existing Condition”); or (b) use of a drug or
product other than the Study Drug.

C) The Sponsor agrees to arrange or provide
payment or reimbursement for the reasonable, actual
and necessary costs incurred by the Institution or
Study Subject for the diagnosis and/or standard-of-
care treatment of any Study Subject Injury, as
determined by the Sponsor after consulting with the
Investigator and/or the Institution; provided, however,
that the Sponsor shall not be required to provide
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Protokolem, kterou by Subjekt hodnoceni jinak
nepodstoupil, pokud by se nelcastnil Studie. Dale
se vtéto Smlouvé na Ujmu na zdravi Subjektu
hodnoceni vyplyvajici z Oddilu 7.1 pism. a) odst.
(i) nebo 7.1 pism. a) odst. (ii) odkazuje jako na
,Ujmu na zdravi Subjektu hodnoceni.-

b)  Zadavatel je povinen poskytnout
odSkodnéni podrobné specifikované v tomto
Oddile 7 pouze v rozsahu, v némz Narok nevznikl
v disledku (i) nedodrzeni nebo odchyleni se od
Protokolu nebo pisemnych instrukci Zadavatele
nebo PSI;; (ii) nedbalosti, tmysiného pochybeni,
neopravnéného jednani nebo opomenuti,
profesniho pochybeni nebo poruseni zakonné
povinnosti; (i) poruSeni této Smlouvy; (iv)
nedodrzeni platnych zakonu, predpisli a zasad
spravné klinické praxe &i jiné podstatné porusent;
(v) neziskani informovaného souhlasu a/nebo
pfipadné neposkytnuti fadnych a/nebo
dostate¢nych pokynu ohledné podani a/nebo uziti
Studijniho 1éku Subjektu hodnoceni; nebo (vi)
poruseni platnych zakonu (véetné Spravné
klinické praxe, Helsinské deklarace, Narodnich
zdravotnich prfedpist a dalSich platnych zakon()
Odskodriovanou osobou zdravotnického zafizeni.
Zadavatel dale neodskodni zadnou
Odskodriovanou osobu zdravotnického zafizeni
vrozsahu, vnémZz je Narok (a) disledkem
pfirozené progrese jiz existujiciho onemocnéni,
zdravotniho stavu nebo zakladniho onemocnéni
Subjektu hodnoceni, at jiz drive
diagnostikovaného ¢i nikoli (dale jen ,Existujici
stav"), nebo (b) uziti jiného Iéku nebo pfipravku
nez Studijniho Iéku.

c) Zadavatel se zavazuje, Ze zajisti nebo
poskytne platbu nebo Uhradu odpovidajici
skuteénym a nezbytnym nakladdm vynalozenym
Zdravotnickym nebo  Subjektem
hodnoceni ke stanoveni diagnézy a/nebo na
standardni 1é8bu Ujmy na zdravi Subjektu
hodnoceni, jak uréi Zadavatel po konzultaci
s Hlavnim zkouS$ejicim a/nebo Zdravotnickym

zarizenim
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reimbursement to the extent the Study Subject Injury
is the result of: (i) any Institution Indemnitee action or
omission detailed in Section 7 herein; or (ii) an
Existing Condition; or (iii) if such costs are already
covered by a third party, provided, however, nothing in
this Agreement shall be interpreted to require
Institution to submit a claim for such payment to a
medical insurance company, except if submission of a
claim is required by the medical insurance company.

7.2. The Institution’s and the Investigator’s
Indemnity Obligations

To the extent not expressly prohibited by law, the
Institution and the Investigator shall indemnify, defend
and hold harmless the Sponsor, its affiliates including
their respective directors, officers, employees, and
agents and PSI, including PSI’s respective directors,
trustees, officers, agents, representatives and
employees, against any and all third party claims,
damages, losses and costs arising out of: (i) any
breach of this Agreement by the Institution and/or the
Investigator or any failure of an Institution Indemnitee
to comply with applicable law; or (ii) any negligence or
willful misconduct or acts or omissions of an Institution
Indemnitee.

7.3. Notification of Claims

The Institution and the Investigator shall immediately
serve a notice in writing to PSI and the Sponsor about
any Claim against an Institution Indemnitee. The
Sponsor will have the sole right to participate in the
defense, negotiation, and settlement of such Claim;
provided, however, that the Sponsor shall not settle
any Claim in a manner which admits fault on behalf of
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zafizenim, a to ovSem za pfedpokladu, ze od
Zadavatele nebude vyzadovano uhrazeni nakladu
v rozsahu, vnémz je Ujma na zdravi Subjektu
hodnoceni vysledkem (i) jednani nebo pochybeni
ze strany OdSkodriovanych osob zdravotnického
zafizeni podrobné uvedeného v Oddilu 7 této
Smlouvy, nebo (ii) Existujiciho stavu, nebo (iii)
pokud jiz tyto naklady byly uhrazeny tfeti stranou,
a to ovSem za predpokladu, ze zadna skutecnost
vtéto Smlouvé nesmi byt interpretovana jako
pozadavek, aby Zdravotnické zafizeni zaslalo
narok zdravotni pojistovné k uhrazeni s vyjimkou
situace, kdy podani naroku pozaduje zdravotni
pojistovna.

7.2. Zavazky Zdravotnického zafizeni a
Hlavniho zkousejiciho

V rozsahu, v némz to vyslovené zakon nezakazuje,
jsou Zdravotnické zafizeni a Hlavni zkouS$ejici
povinni odSkodnit, branit proti a zprostit
odpovédnosti  Zadavatele, jeho pfidruzené
spolecnosti, vcetné jejich pfislusnych fediteld,
vedoucich pracovnikl, zaméstnancu a zastupct, a
PSI v&etné prisluSnych Fediteld, zplnomocnéncd,
funkcionard, zmocnéncu, zastupcl a zaméstnancu
PSI proti v8em narokdm tfeti strany, za Skody,
ztraty a naklady vdusledku (i) poruseni této
Smlouvy Zdravotnickym zafizenim a/nebo Hlavnim
zkousejicim ¢&i nedodrzenim platnych zakont
Odskodriovanou osobou zdravotnického zafizeni
nebo (ii) nedbalosti nebo umysiného pochybeni &i
jednani nebo opomenuti ze strany OdsSkodnované
osoby zdravotnického zafizeni.

7.3. Oznameni naroku

Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni neprodlené zaslat PSI a Zadavateli
pisemné oznameni o kazdém Naroku vzneseném
Odskodriované osobé zdravotnického
zafizeni. Zadavatel si vyhrazuje vyhradni pravo
UCastnit se obrany, vyjednavani a narovnani
takového Néaroku, a to ovSem za predpokladu, Ze

vUCi
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an |Institution Indemnitee without such Institution
Indemnitee’s prior written consent, which shall not be
unreasonably withheld or delayed. To receive the
indemnification protections from the Sponsor pursuant
to this Section 7, the Institution Indemnitees shall fully
cooperate in all reasonable aspects upon request by
the Sponsor in the investigation and/or defense of
these claims or lawsuits, including, but not limited to,
providing the Sponsor with reasonable access to all
relevant records, and providing accurate testimony
and evidence.

7.4. Limitation of Liability

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

8. INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

8.1. Regulatory Inspections

a) The Institution and the Investigator shall
promptly notify PSI and the Sponsor of any inspection
or investigation relating to the Study by any regulatory,
governmental or law agency (including without
limitation the EMA and the US FDA) which they
become aware of, subject to the Applicable Regulatory
Requirements. PSI, the Sponsor and/or their
representatives shall have the right to attend and/or
participate in any such inspection or investigation,
subject to the Applicable Regulatory Requirements.
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Zadavatel nebude jménem OdSkodriované osoby
zdravotnického zafizeni narovnavat zadny Narok
zplsobem pfipoustéjicim vinu bez predchoziho
pisemného souhlasu Odskodriované osoby
zdravotnického zafizeni, kteryzto souhlas nesmi
byt bezdlivodné odepfen nebo zdrzovan. Pro
ziskani ochrany pfed odSkodnénim od Zadavatele
podle tohoto Oddilu 7 jsou OdSkodnované osoby
zdravotnického zafizeni povinny na pozadani
Zadavatele pIné spolupracovat ve vSech
pFisludnych aspektech pfi vySetfovani a/nebo
obhajobé proti témto narokim a pfi soudnich
fizenich, zejména  poskytnout Zadavateli
odpovidajici pfistup ke vSem relevantnim
zdznamum a podat pravdivé svédectvi.

7.4. Omezeni odpovédnosti

S vyjimkou souvislosti s porusenim Oddilu 3
(,Dlvérnost“) nebo Oddilu 5 (,Dusevni vlastnictvi*)
nebo povinnosti stran o od$kodnéni dle tohoto
Oddilu 7 nebude zadna strana dle této Smlouvy
v zddném pfipadé odpovédna druhé strané za
nepfimé, nahodilé, zvlastni, vyplyvajici, represivni
Ci typické Skody (zejména za Skody pfi ztraté
obchodniho zisku, pfi pferuseni obchodni ¢innosti
nebo pfi ztraté udaju), at jiz zplsobené innosti na
zékladé Smlouvy, prec€inu nebo jinak, vzniklé
z nebo v souvislosti s touto Smlouvou.

8. KONTROLY, AUDITY,
MONITOROVANIi A ZAZNAMY

8.1. Regulaéni kontroly

a) Svyhradou Platnych regulacnich
pozadavkl jsou Zdravotnické zafizeni a Hlavni
zkousSejici povinni neprodlené pisemné oznamit
PSI a Zadavateli kazdou regula¢ni kontrolu nebo
Setfeni tykajici se Studie, kterou provadi regulaéni,
statni nebo kterykoli jiny Ufad (v€etné EMA a
americké FDA) a o niz se dozvédi. S vyhradou
Platnych regula¢nich pozadavkd budou mit PSI,
Zadavatel a/nebo jejich zastupci pravo byt pfitomni
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b) Before the Institution or the Investigator submit
any materials or information to an agency in
connection with an inspection or investigation related
to the Study, PSI and the Sponsor shall have the right
to review, provide and/or comment on any such
materials and/or information. The Institution shall take
all Sponsor and PSI comments under reasonable
consideration and shall incorporate them in good faith.
The Institution and the Investigator shall: (i) cooperate
with any regulatory agency; (i) comply with the
reasonable requirements of any inspection; and
(iii) ensure they and Study Personnel are available to
explain and discuss any Records (defined below) and
documentation related to the Study. The Institution
shall keep the Sponsor and PSI fully apprised of the
regulatory inspection or investigation and the
accompanying findings and response in a timely
manner.

C) Within three (3) days as of receipt, the
Investigator and/or the Institution will send to the
Sponsor and PSI a copy of (or in the case of oral
interactions, summaries or minutes of) any
communications, reports, citations, inspectional
findings, establishment inspection reports, FDA Form
483s, warning letters, untitled letters, or other
assertions of noncompliance (collectively,
“Regulatory Correspondence”) received by the
Investigator and/or the Institution from a governmental
or regulatory authority that are related to or may
otherwise impact the Study. The Investigator and/or
the Institution shall promptly provide the Sponsor and
PSI with copies of (or in the case of oral interactions,
summaries or minutes of) any further Regulatory
Correspondence or other communications relating to
the subject matter of the initial Regulatory
Correspondence.
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u takovych kontrol a Setfeni a/nebo se na nich
podilet.

b)  PSI a Zadavatel budou mit pravo revidovat,
poskytovat a/nebo komentovat tyto materidly
a/nebo informace predtim, nez je Zdravotnické
zafizeni nebo Hlavni zkouSejici poskytnou
regulacnimu Ufadu v souvislosti s inspekci nebo
Setfenim souvisejicim se Studii. Zdravotnické
zafizeni je povinno odpovidajicim zpusobem
uvazit vSechny komentafe Zadavatele a PSI a
zapracovat je v dobré vife. Zdravotnické zafizeni
a Hlavni zkousejici jsou povinni: (i) spolupracovat
s regulacnim Gfadem, (ii) dodrzovat odpovidajici
pozadavky inspektorl a (iii) zajistit, aby oni a
Studijni personal byly k dispozici pro vysvétleni a
diskusi ohledné Zaznaml (definovanych nize) a
dokumentace souvisejici se Studii. Zdravotnické
zafizeni je povinno véas plné informovat
Zadavatele a PSI o inspekci kontrolniho Ufadu
nebo o vySetfovani a je doprovazejicich nalezech
a odpovédich.

c) Béhem tfi (38) dnl od obdrzeni zasle Hlavni

zkouSejici  a/nebo  Zdravotnické  zafizeni
Zadavateli a PSI kopii (nebo souhrn & zapis
v pfipadé ustni komunikace) veskerou
komunikaci, zpravy, citace, nalezy inspekce,

zpravy o inspekci vedeni, formulaf 483s FDA,
varovny dopis, dopis bez nazvu ¢&i jiné tvrzeni o
nedodrzovani (dale jen souhrnné ,Regulacni
korespondence”), které Hlavni zkouSejici a/nebo
Zdravotnické zafizeni obdrzi od statniho nebo
kontrolniho Ufadu a které souvisi se Studii ¢i na ni
muze mit dopad. Hlavni zkouSejici a/nebo
Zdravotnické zafizeni jsou povinni promptné
poskytnout Zadavateli a PS| kopie (nebo souhrn €i
zapis v pripadé ustni komunikace) dalsi Regulaéni
korespondence nebo jiné komunikace souvisejici
s pfedmétem puvodni Regulacni korespondence.
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8.2. Audit and Monitoring Visits by PSI and the
Sponsor

a) The Sponsor, PSI and their representatives
may audit, monitor and/or meet with the Investigator
and the Study Personnel at the Institution during
normal business hours and with reasonable frequency
for audits and visits to monitor the progress of the
Study and review Study records, documents,
information, data, and materials (including the Study
Data). The Institution and the Investigator shall assist
PSI, the Sponsor and their representative(s) in
scheduling such visits.

b) The Sponsor, PSI and their representative(s)
shall be entitled to: (i) examine and inspect the
facilities required for the performance of the Study; (ii)
inspect Medical Records and source documents; and
(iii) inspect, request correction of and copy all Study
Data (including, without limitation, Case Report
Forms, original reports of laboratory tests and
examination findings, and all other notes, charts,
reports, or memoranda related to the Study subjects
or to the conduct of the Study), which PSI and the
Sponsor are authorized to access by the signed
Informed Consent Form and/or the Applicable
Regulatory Requirements. The Investigator shall
cooperate with PSI and the Sponsor during audits and
monitoring visits and in the prompt resolution of any
questions regarding the Study Data.

8.3. Record Keeping

The Institution and the Investigator shall maintain
accurate, complete and current records of all Study
Data, including CRFs,  Medical Records,
documentation regarding Study Drug and Study
Supplies handling, including accountability records,
relevant source documents, any other essential
documents and materials, as required by the Protocol,
the Applicable Regulatory Requirements and PSl's
and the Sponsor's instructions (collectively the
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8.2. Audit a monitorovani provadéné PSI
a Zadavatelem

d) Zadavatel, PSI a jejich zastupci sméji
provadét audit, monitorovat a/nebo se setkavat
s Hlavnim zkousejicim a Studijnim personélem ve
Zdravotnickém zafizeni béhem bézné pracovni
doby a s pfiméfenou Cetnosti auditl a navstév za
Ucelem monitorovani postupu Studie a kontroly
Studijnich zaznam, dokumentd, informaci, adaji
a materidll  (v€etné  Studijnich  udaja).
Zdravotnické zafizeni a Hlavni zkouSejici jsou

povinni pomahat PSI, Zadavateli a jejich
zastupcum pfi planovani téchto navstév.
e) Zadavatel, PSI a jejich zastupci jsou

opravnéni: (i) prohlédnout a zkontrolovat zafizeni
pozadovana k provedeni Studie, (ii) kontrolovat
Zdravotni zaznamy a zdrojové dokumenty a (iii)
kontrolovat a kopirovat veskeré Studijni Udaje
(zejména  Individudlni  zdznamy  subjektd
hodnoceni, origindly zprav z laboratornich testd a
nélezy vysSetfeni a vSechny dalSi poznamky,
tabulky, zpravy ¢i memoranda souvisejici se
Subjekty hodnoceni nebo s provadénim Studie),
ke kterym maji Zadavatel a PS| opravnény pfistup
dle podepsaného Informovaného souhlasu a/nebo
Platnych regulaénich pozadavkd, a pozadovat
jejich opravu. Hlavni zkouSejici je povinen
spolupracovat s PS| a Zadavatelem béhem auditt
a monitorovacich navstév a pfi rychlém feSeni
dotazu tykajicich se Studijnich udaja.

8.3. Zaznamy

Zdravotnické zafizeni a Hlavni zkouS$ejici povedou
presné, Uplné a aktualni zaznamy o vSech
Studijnich 0dajich, které budou zahrnovat CRFs,
Zdravotni zdznamy, dokumentaci k nakladani se
Studijnim 1ékem a Studijnim materidlem vcetné
evidence, pfislusné zdrojové dokumenty a jakékoli
dal§i nezbytné dokumenty nebo materialy dle
pozadavkd Protokolu, Platnych regulacnich
pozadavku a pokynt PSI a Zadavatele (dale jen
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"Records"). The Institution and the Investigator shall
keep all the Records in a safe and secure location for
the period of twenty-five (25) years following
completion of the Study. Upon the completion of the
Study, the Institution shall archive the Records for a
fee in accordance with an Annex 1 to the Financial
Arrangements to this Agreement. The Sponsor shall
notify the Institution within six (6) months prior to the
end of above Records keeping period, whether they
insist on further archiving at the Institution or wish to
send the Records to another facility for storage and
shall pay the reasonable costs associated therewith.
Any transfer of the Records by the Institution shall
include a complete and detailed inventory of such
Records prepared by the Institution to the reasonable
satisfaction of the Sponsor. In the event that the
Sponsor fails to communicate a request to extend the
archiving at the Institution or to send the Records to
another facility, to further archive the Records, within
the above timeframe, or to pay the fee for further
archiving within the timeframe agreed with the
Institution the Institution is entitled to dispose of all
archived Records related to the Study, upon thirty (30)
days prior written notice to the Sponsor.

The Institution shall immediately notify the Sponsor of
any theft or other loss of any Records.

9. TERMINATION AND SUSPENSION

9.1. Term

This Agreement comes into effect as of the date of its
disclosure in the Contract Register in accordance with
Act No. 340/2015 Coll., on the Contract Register, as
amended (the “Effective date”). Unless terminated
earlier in accordance with this Section 9, this
Agreement shall remain in effect until the final Study
documentation required to be provided under the
Protocol is received and accepted by PSI and the
Sponsor, all queries have been resolved by the
Institution and Investigator to the reasonable
satisfaction of the Sponsor and Sponsor or PSI has
performed the Study closeout visit at the Institution.
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souhrnné ,Zaznamy"“). Zdravotnické zafizeni a
Hlavni zkousejici jsou povinni uchovavat veSkeré
Zaznamy na bezpecném a zabezpeceném misté
po dobu dvaceti péti (25) let od dokonceni Studie.
Zdravotnické zafizeni provede po ukonéeni Studie
archivaci Zaznamu zpoplatnénou podle Pfilohy 1
Finanéni ujednani k této Smlouvé. Zadavatel
v pfedstihu 6 mésicd od konce zpoplatnéné
archivace Zaznamd oznami Zdravotnickému
zafizeni, zda trva na dal§i archivaci ¢i si preje
zaslat Zaznamy do jiného zafizeni, kde budou
ulozeny a uhradi pfiméfené naklady s tim spojené.
Pfipadné predani Zaznam( Zdravotnickym
zafizenim bude zahrnovat kompletni a podrobny
soupis téchto Zdznamu k pfimérené spokojenosti
Zadavatele.V pfipadé, ze ve shora uvedené lhuté
Zadavatel nesdéli pozadavek na zaslani Zaznami
do jiného zafizeni, dal§i archivaci pfevysujici vyse
dojednanou l|hdtu, ¢i neuhradi poplatek za dal$i
archivaci ve Ihaté dohodnuté se Zdravotnickym
zafizenim, je Zdravotnické zafizeni opravnéno
k likvidaci vSech archivovanych Zaznam( v ramci
Studie.

V pfipadé kradeze nebo ztraty Zaznamu je
Zdravotnické zafizeni povinno ihned uvédomit
Zadavatele a/nebo PSI.

9. UKONCENIi A POZASTAVENI

9.1. Doba trvani

Tato Smlouva nabyva G€innosti dnem jejiho
uverejnéni v registru smluv v souladu se zdkonem
€. 340/2015 Sb., o registru smluv, ve znéni
pozdéjSich predpisl (,Datum uéinnosti®). Pokud
nebude tato Smlouva ukonéena predcasné dle
Oddilu 9, bude u¢innd, dokud PSI a Zadavatel
neobdrzi a nepfijmou findlni Studijni dokumentaci
pozadovanou protokolem, Zdravotnické zafizeni a
Hlavni zkouSejici nevyfeSi vSechny dotazy k
pfiméfené spokojenosti Zadavatele a dokud
Zadavatel nebo PSI nevykond zavérecnou
navstévu ve Zdravotnickém zafizeni.
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The anticipated duration of the Study is | GcNIEzzNzN

9.2. Termination by the Sponsor

The Sponsor may terminate this Agreement with
immediate effect: (i) if, subject to approval of
responsible ethics committee(s) and the competent
authority(ies), if applicable, and the appropriate wind-
down of the Study with respect to Study subjects, the
Institution and/or the Investigator is no longer able or
willing to conduct the Study, is threatened with
disqualification, debarment or otherwise being banned
from conducting clinical trials, or is in fact disqualified,
debarred, banned or excluded; (i) if the Study is
suspended or not initiated at the Institution for any
reason; (iii) if any regulatory authorization and/or
approval to perform the Study is withdrawn; or (iv) if
Sponsor believes such termination is necessary due
to its evaluation of risks to enrolled Study subjects.
The Sponsor may also terminate this Agreement
without cause upon thirty (30) calendar days’ advance
written notice, in which case, all services provided
before the termination date shall be paid in
accordance with the Financial Arrangements.

9.3. Mutual Termination

a) Either Party may be terminate this Agreement
immediately, subject to approval of responsible ethics
committee(s) and the competent authority(ies), if
applicable, and the appropriate wind-down of the
terminated Study with respect to Study subjects, upon
written notice to the other Party in the event of a
material breach (provided that the non-breaching
Party has provided notice of breach to the other Party,
setting forth with sufficient specificity the grounds for
breach, and the breaching Party has failed to cure the
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Ptedpokladana délka trvani Studie je | EGTGcGczczNNzG

9.2. Ukonceni Zadavatelem

Zadavatel smi ukoncit tuto Smlouvu s okamzitou
Gcinnosti pokud (i) s pfipadnou vyhradou souhlasu
odpovédné etické komise a kompetentni autority a
pfiméfenym  postupnym  ukonenim  Studie
s ohledem na Subjekty hodnoceni, Zdravotnické
zafizeni a/nebo Hlavni zkouS$ejici nejsou dale
schopni nebo ochotni provadét Studii, pokud jim
hrozi diskvalifikace, vylouéeni nebo jiny zakaz
provadéni klinickych hodnoceni, nebo pokud jiz
skute¢né byli diskvalifikovani, vylou€eni nebo jim
bylo provadeéni klinického hodnoceni zak&zano; (ii)
z jakéhokoli dlvodu dojde k preruSeni Studie ¢&i
jejimu nezahdjeni ve Zdravotnickém zafizeni; (iii)
dojde k odnéti schvaleni
a/nebo odvolani souhlasu s provadénim Studie;
nebo (iv) se Zadavatel domniva, Ze toto ukoncéeni
je nezbytné vzhledem k posouzeni rizik pro
zafazené Subjekty hodnoceni. Zadavatel smi tuto
Smlouvu ukongit také bez udani davodu, na
zakladé pisemného oznameni ftficet (30)
kalendarnich dnG prfedem, ve kterém pfipadé
budou vesSkeré sluzby poskytnuté pred datem

kontrolnim Ufadem

ukonéeni zaplaceny vsouladu s Finanénimi
ujednanimi.
9.3. Vzajemné ukonceni

a)  Kterakoli Smluvni strana smi po pisemném
oznameni druhé strané ukonéit tuto Smlouvu
s okamzitym G¢inkem s pfipadnou vyhradou
souhlasu odpovédné etické komise a kompetentni
autority a postupnym ukoncenim  Studie
s ohledem na Subjekty hodnoceni, a to v pfipadé
zavazného porudeni predpokladu, Ze
neporuSujici strana oznamila poruSeni druhé
strané a dostatecné podrobné vysvétlila podstatu
poruseni a poruSujici strana

(za

nenapravila
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noticed breach within thirty (30) days of receipt of
notice of breach).

b) The Sponsor and the Institution may also
terminate this Agreement immediately, upon written
notice delivered to the other party, provided that
(i) the Investigator resigns from this Agreement,
and/or ceases to perform its duties under this
Agreement, and/or terminates its employment
relationship with the Institution; and (ii) despite the
best efforts of the Institution, an adequate replacement
for the Investigator can be found and agreed to by the
Institution and Sponsor within fifteen (15) days after
the facts under (i) have been communicated to PSI.

9.4. Surviving Clauses

The termination or expiration of this Agreement shall
not relieve any Party of its obligation to the other with
respect to the following provisions: Section 1.1 g),
Section 1.3 e) and f) [Study Drug and Study Supplies],
Section 1.7  [Biological Samples], Section 1.8
[Financial Disclosure], Section 3 [Confidentiality],
Section 4 [Personal Data], Section5 [Intellectual
Property], Section 6 [Publication and Publicity],
Section 7 [Liability and Notification of Claims],
Section 8 [Inspections, Audits, Monitoring and Record
Keeping], Section 9.4 [Surviving Clauses], Section 9.6
[Effect of Termination or Suspension], Section 10 d)
[Non-Debarment and Anti-Corruption], Section 11
[Miscellaneous] and Section 12 [Applicable Law and
Place of Jurisdiction].

9.5. Suspension of the Study

The Sponsor may suspend the Study at any time for
any reason or no reason upon written notice.
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oznamené poruseni béhem fficeti (30) dnd od
obdrzeni oznameni o poru$eni).

b)  Zadavatel a Zdravotnické zafizeni mohou
rovnéz ukoncit tuto Smlouvu s okamzitym Uc¢inkem
na zakladé pisemného oznameni doru¢eného
druhé strané, a to za predpokladu, ze (i) Hlavni
zkouSejici  odstoupi od  této  smlouvy,
a/nebo pfestane vykonavat své povinnosti podle
této Smlouvy, a/nebo skonéi jeho pracovnépravni
vztah se Zdravotnickym zafizenim; a (ii) i pfes
vynalozeni maximalniho mozného Usili ze strany
Zdravotnického zafizeni neni mozné nalézt
odpovidajici nahradu za Hlavniho zkousejiciho, se
kterou by Zadavatel souhlasil do patnacti (15) dnd
po tom co byly skute¢nosti podle (i) oznameny
PSI.

9.4. Platnost po ukonéeni

Ukoné&eni nebo vyprseni této Smlouvy nezbavuje
zadnou ze smluvnich stran jejich povinnosti
k ostatnim strandm, a to s ohledem na nasledujici
ustanoveni: Oddil 1.1 pism. g), Oddil 1.3 pism. e)
a f) [Studijni 1€k a Studijni material], Oddil 1.7
[Biologické vzorky], Oddil 1.8 [Majetkové pfiznani],
Oddil 3 [Duvérnost], Oddil 4 [Osobni udaje], Oddil
5 [DuSevni vlastnictvi], Oddil 6 [Publikace a
propagace], Oddil 7 [Zavazky a oznameni narokd],
Oddil 8 [Kontroly, audity, monitorovani a zaznamy],
Oddil 9.4 [Platnost po ukon&eni], Oddil 9.6 [Ug&inky
ukon&eni nebo pozastaveni], Oddil 10 pism. d)
[Nevylouceni a protikorup¢ni ustanoveni], Oddil 11
[Razné] a Oddil 12 [Platné zakony a soudni
prislusnost].

9.5. Pozastaveni Studie

Zadavatel smi po pisemném oznameni Studii
kdykoli pozastavit z jakéhokoli divodu nebo bez
udani davodu.
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9.6. Effect of Termination or Suspension

Upon notice of termination or upon notice of
suspension of this Agreement, the Institution and
Investigator shall immediately cease enrollment of
Study subjects and, at the election of the Sponsor,
shall: (a) discontinue the Study with respect to the
enrolled subjects in an orderly and prompt manner and
pursuant to consultation with PSI’'s or Sponsor’s
clinical monitor, including any required follow-up
treatment with previously enrolled subjects, or (b)
cooperate to allow transfer the enrolled subjects to
another clinical site in accordance with Sponsor’s or
PSI’s instructions. The Sponsor or its designee shall
have the right to assume full control of any terminated
Study and the Institution shall turn over all Records
(except for those, that must remain at the site pursuant
to Applicable Regulatory Requirements) and materials
in its possession associated with the Study, including
all work product, as expeditiously as possible, and
shall handle the Study Drug in accordance with this
Agreement and shall provide such other assistance as
is necessary to ensure a smooth and orderly closure
or transition of the Study without any disruption of the
Protocol.

10. NON-DEBARMENT AND ANTI-
CORRUPTION

a) The Institution and Investigator represent and
warrant that neither they nor any of the Study
Personnel is or ever has been debarred, disqualified,
excluded or suspended from participation in clinical
research by any competent authority or agency in any
country (including in particular but without limitation
the US FDA), and that they shall not make use of, nor
involve in this Study any person or organization which
is or has been debarred, suspended, excluded or
disqualified by any competent authority to participate
in clinical research. In the event the Institution or the
Investigator or any person or organization involved in
the Study is or becomes threatened with or becomes
debarred, disqualified, suspended or excluded during
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9.6. Ucinky ukonéeni nebo pozastaveni

Po oznameni o ukonéeni nebo pozastaveni této
Smlouvy jsou Zdravotnické zafizeni a Hlavni
zkousejici povinni ihned ukonéit nabor Subjektl
hodnoceni a dle volby Zadavatele (a) ukon&i Studii
s ohledem na zafazené Subjekty hodnoceni, a to
faddnym a promptnim zputsobem a dle konzultace
s klinickym monitorem PSI nebo Zadavatele
véetné veSkeré pozZadované nésledné 1éCby u
dfive zafazenych subjektlt, nebo (b) bude
spolupracovat na umoznéni pfesunu zafazenych
subjektd do jiného klinického hodnoceni v souladu
s pokyny Zadavatele nebo PSI. Zadavatel nebo
jeho zastupce bude mit pravo prevzit kontrolu nad
ukongenou Studii a Zdravotnické zafizeni je
povinno predat veSkeré Zaznamy (s vyjimkou téch,
které museji zlOstat vcentru dle Platnych
regulaénich pozadavk(l) a materialy v jeho drzeni
souvisejici se Studii v€etné vS8ech pracovnich
produktd, jak nejrychleji to bude mozné, a je
povinno nalozit se Studijnim |ékem v souladu s
touto Smlouvou a poskytnout dal§i nezbytnou
pomoc k zajisténi hladkého a fadného uzavieni
nebo pfevodu Studie bez poruseni Protokolu.

10. NEVYLOUCENI A PROTIKORUPCNI
USTANOVENI

a)  Zdravotnické zafizeni a Hlavni zkousSejici
prohladuji a zarucuji, ze jim ani Studijnimu
personalu nebyla zakazana ani pozastavena ucast
v klinickém vyzkumu Zadnymi pfisluSnymi urady
ani organizacemi v zadné zemi (v€etné zejména
americké FDA) a ze nevyuziji ani do této Studie
nezapoji zadnou osobu ani organizaci, které je
nebo byla pfislusnym Gfadem zakazana nebo
pozastavena U€ast na klinickém vyzkumu, nebo
ktera byla prohlaSena nezplsobilou k UCasti na
klinickém  vyzkumu.  V pfipadé, Ze by
Zdravotnickému nebo
zkousSejicimu ¢i jakékoli osobé nebo organizaci
podilejici se na Studii méla byt nebo byla

zafizeni Hlavnimu
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the Study, the Institution shall notify Sponsor or PSl in
writing about this fact within five (5) days of its
discovery, and the Sponsor shall have the right to
immediately terminate this Agreement.

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

C) The Institution and the Investigator represent
and warrant that they have not been convicted of any
act of bribery or any other crime of unethical business
conduct and that they will not involve in the Study any
person convicted of bribery or any crime related to
unethical business conduct.

d) The Institution and the Investigator shall
promptly notify the Sponsor and PSI if either becomes
aware of any activities or circumstances, which may
constitute or lead to a violation of this Section and shall
stop utilizing the services of any person or
organization subject to any investigation about non-
compliance with this Section.

11. MISCELLANEOUS

a) This Agreement, including any exhibits attached
hereto, amendments duly executed hereunder and the
Protocol, constitutes the entire agreement between
the Parties concerning the subject matter contained
herein and supersedes any prior or contemporaneous
agreements and understandings between the Parties
concerning this subject matter. No amendment to this
Agreement (including its attachments) shall be
effective unless such amendment is made in writing
and signed by the Parties hereto. No waiver by the
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zakazana nebo pozastavena U€ast nebo byla
vylou€ena béhem Studie, Zdravotnické zafizeni je
povinno oznamit tuto skute€nost Zadavateli nebo
PSI, a to pisemné do péti (5) dnll poté, co se o této
skute¢nosti dozvi, a Zadavatel si vyhrazuje pravo
okamzité ukongcit tuto Smlouvu.

b)  Zdravotnické zafizeni a Hlavni zkouSejici
nebudou pfimo, nepfimo ani prostfednictvim treti
strany (i) platit nebo slibovat, Ze zaplati, pfijimat
zadné castky ani (i) poskytovat, prevadét ci
pfijimat zadné cenné pfedméty za ucelem (a)
presvédceni ¢&i ovlivnéni jakékoli osoby, aby
jednala  nebo naopak nejednala ur€itym
zplsobem, (b) pokusu o ziskani nebo udrzeni
obchodni prilezitosti, nebo (c) zajisténi necestné
vyhody.

c)  Zdravotnické zafizeni a Hlavni zkouSejici
prohlasuji a zaruéuji se, Ze nebyli obvinéni
z z&dného Uplatku ani jiného trestného ¢inu
neetického obchodu a Ze do Studie nezapoji
osobu obvinénou z Uplatku nebo trestného ¢inu
souvisejiciho s neetickym obchodem.

d)  Zdravotnické zafizeni a Hlavni zkou$ejici
jsou povinni promptné uvédomit Zadavatele a PSI,
pokud se dozvédi o ¢innostech nebo okolnostech,
které by mohly pfedstavovat nebo vést k poruseni
tohoto Oddilu a jsou povinni ukongit uzivani sluzeb
kterékoli osoby nebo organizace podléhajici
vySetfovani nedodrzeni tohoto Oddilu.

11. RUZNE

a) Tato Smlouva véetné v8ech k ni pfipojenych
pfiloh, Fadné podepsanych dodatku dle této
Smlouvy a Protokolu, pfedstavuje Uplnou dohodu
mezi Smluvnimi stranami tykajici se predmétu,
ktery je obsahem této Smlouvy, a nahrazuje
veSkeré predchozi nebo soucasné dohody a
interpretaci Smluvnimi stranami tykajici se tohoto
predmétu. Zadny dodatek k této Smlouvé (véetné
jejich pfiloh) nenabyde G¢innosti, pokud nebude
ucinén pisemné a podepsan Smluvnimi stranami.
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Parties of any breach or default of any covenants
contained in this Agreement shall be effective unless
made in writing by the waiving Party. No waiver by the
Parties of any breach or default of any covenants
contained in this Agreement shall be deemed a waiver
as to any subsequent and/or similar breach or default.

b) The Institution and the Investigator represent
that they are authorized to enter into this Agreement
under the Applicable Regulatory Requirements and
the internal rules of the Institution.

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

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

e) If any provision(s) of this Agreement shall be
declared invalid by a court of competent jurisdiction,
such determination shall not affect the remaining
provisions of this Agreement, which shall remain in full
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Zadné zreknuti se prava uginéné Smluvnimi
stranami a tykajici se poruseni nebo nedodrzeni
zavazkl uvedenych v této Smlouvé nenabyde
G&innosti, pokud nebude uginéno pisemné. Zadné
zfeknuti se prava tykajici se poruSeni nebo
nedodrzeni zavazkd uvedenych vtéto Smlouvé
nebude povazovano za zfeknuti se prava
vzhledem k naslednému a/nebo podobnému
poruseni ¢i nedodrzeni.

b)  Zdravotnické zafizeni a Hlavni zkouSejici
prohlasuji, Ze jsou opradvnéni uzavfit tuto Smlouvu
dle Platnych regulaénich pozadavkl a internich
predpisll Zdravotnického zafizeni.

c) Ani  Zdravotnické zafizeni ani Hlavni
zkouSejici nesmi postoupit sva prava nebo
angazovat subdodavatele na plnéni svych
povinnosti  vyplyvajicich ztéto Smlouvy bez

pfedchoziho pisemného souhlasu Zadavatele.
Jakékoli postoupeni, které porusSuje toto
ustanoveni, bude povazovano za neplatné. |
v pfipadé, Zze Zadavatel schvali delegovani ¢i
angazovani subdodavateld, zlstavaji
Zdravotnické zafizeni a Hlavni zkouSejici plné
odpovédni za plnéni veskerych delegovanych
povinnosti ¢€i povinnosti, na jejichz plnéni byli
angazovani subdodavatelé. Zdravotnické zafizeni
je povinno zajistit, aby vSechny ftreti strany
poskytujici sluzby jeho jménem plnili podminky
této Smlouvy. Tato Smlouva je zavazna pro
nastupce vSech Stran a pro vSechna povolena
postoupeni.

d) V pfipadé rozporu mezi anglickou a ¢eskou
verzi této Smlouvy bude skuteény Umysl
smluvnich stran stanoven vykladem obou verzi
v dobré vife. V pfipadé, ze rozpor nebude mozné
vyredit takovymto vykladem, prevazuje verze
Ceska.

e) Pokud bude nékteré ustanoveni této
Smlouvy prohldSeno zaneplatné soudem
pfisludné jurisdikce, nebude mit toto rozhodnuti
vliv na zbyvajici ustanoveni této Smlouvy a tato
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force and effect. The Parties hereto shall, however,
attempt to replace the provision(s) declared invalid as
aforesaid with legally valid provision(s), which
reflect(s) the same purpose of the invalid provision(s)
to the greatest extent possible.

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

9) Wherever provision is made in this Agreement
for the giving, service or delivery of any notice,
statement or other instrument, such notice shall be in
writing and shall be deemed to have been duly given,
served and delivered, if by overnight courier then on
the next business day from the date of deposit with the
overnight carrier;. For purposes of this Agreement,
“business day” means each Monday through Friday
except for such days as are legal holidays in the place
of business of recipient. All notices shall be addressed
as follows:

If to the Sponsor:

Kartos Therapeutics, Inc
275 Shoreline Drive, Suite 300
Redwood City, CA 94065

Attn: Sr. Vice President, Clinical Operations

With Copy to:

51 John F Kennedy Parkway, #120
Short Hills, NJ 07078
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zbyvajici ustanoveni zlstavaji v pIné platnosti a
ucginnosti. Smluvni strany se vSak pokusi nahradit
ustanoveni prohldSené za neplatné ustanovenim
platnym, které pini stejny Ucel jako neplatné
ustanoveni v co nejvét§im mozném rozsahu.

f) Smluvni strany uzaviraji tuto Smlouvu na
zakladé rovnosti postaveni stran. Na zakladé
zadné skutecnosti obsazené v této Smilouvé neni
mozné interpretovat vztah mezi Zdravotnickym
zafizenim/Hlavnim zkou$ejicim a PSI nebo
Zadavatelem jako spolecny podnik, vztah
zaméstnance a zaméstnavatele, partnerstvi nebo
vztah nadfizeného a podfizeného a =zaroven
zadné ze Smluvnich stran nezaklada tato Smlouva
pravo, pravomoc nebo opravnéni vykonavat nebo
vytvafet jménem ostatnich stran jakékoli
povinnosti, at’ jiz vyslovné ¢i nepfimo.

g)  Pokud je v této Smlouvé vydano ustanoveni
0 podavani, zajistovani nebo doruceni oznameni,
vyjadfeni nebo jiného nastroje, bude toto
oznameni ucinéno pisemné a bude povazovano
za fadné podané, zajisténé a dorucené, pokud
bylo zasldno expresni kuryrni sluzbou, tedy
nasledujici pracovni den od data ulozeni u
expresni kuryrni sluzby. Pro G€ely této Smlouvy se
za ,pracovni den“ povazuje kazdy den od pondéli
do patku svyjimkou statnich svatkd v sidle
pfijemce. VSechna oznameni budou adresovana
viz nize:

Pro Zadavatele:

Kartos Therapeutics, Inc

275 Shoreline Drive, Suite 300

Redwood City, CA 94065

K rukam: Sr. Vice President, Clinical Operations

S kopii pro:

51 John F Kennedy Parkway, #120
Short Hills, NJ 07078
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Attn: [

If to PSI:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

14800 Prague

Czech Republic

Attn: Legal

If to Institution:

Fakultni nemocnice Hradec Kralové
Legal department

Attn.: I

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové Czech
Republic

If to the Investigator:

Fakultni nemocnice Hradec Kralové, 4th Internal
Clinic of Hematology

Sokolska 581
500 05 Hradec Kralové — Novy Hradec Kralové
Czech Republic

h) The Parties acknowledge that Act No. 340/2015
Coll., on the Contract Register, as amended, obliges
the Institution to publish this Agreement. PSI shall
prepare a machine-readable electronic format of this
Agreement with redacted data that the Sponsor
considers to be a trade secret pursuant to Section 504
of Act No. 89/2012 Coll., the Civil Code. The Sponsor
considers the following data to be its trade secret: the
Study visits, procedures, payment overview and the
planned number of Study subjects at the Institution,
the names and functions of the persons authorised to
sign contracts (including this Agreement and
attachments, annexes, amendments, etc. thereto),
excluding statutory representatives. This data is not
normally available in the public domain or in the
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K rukam: [N

Pro PSI:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Praha

Ceska republika

K rukédm: Legal

Pro Zdravotnické zarizeni:

Fakultni nemocnice Hradec Kralové

Pravni odbor

K rukam: [ G

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

Pro Hlavniho zkousejiciho:

Fakultni nemocnice Hradec Kralové, IV. interni
hematologicka klinika

Sokolska 581
500 05 Hradec Kralové — Novy Hradec Kralové

Ceska republika

h)  Smluvni strany berou na védomi, ze
Zdravotnické zafizeni je povinno uvefejnit tuto
Smlouvu v souladu se zakonem ¢&. 340/2015 Sb.,
o registru smluv, v platném znéni. PSI pfipravi
strojové ¢itelnou verzi Smlouvy v elektronickém
formatu se znecitelnénymi 0daji které Zadavatel
povazuje za obchodni tajemstvi dle ust. § 504
zakona ¢&. 89/2012 Sb., obZanského zakoniku.
Zadavatel povazuje za své obchodni tajemstvi
nésledujici udaje: Studijni navstévy, procedury,
prehled plateb a planovany pocet Subjektd
hodnoceni v daném studijnim centru, jména a
funkce povéfenych osob k podpisu smluv vyjma
statutarnich zastupcl. Tyto Udaje jsou bézné
nedostupné verejné &i v prisluSnych obchodnich
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relevant business circles and is of competitive
importance to the Sponsor. Disclosure of such
personal data and trade secrets could thus be
detrimental to the interests of the Sponsor. The
Institution is required to obtain the consent of the
Sponsor before making any further changes to the
final version of the Agreement planned for publishing
as per this Section 11 h), beyond the data redacted by
Sponsor, as provided by PSIl. The Institution is
required to publish the Agreement no later than ten
(10) business days after receiving the Agreement with
the redacted data. Once the Institution publishes the
Agreement, the Institution shall inform PSI of the
publication via the PSI data box with identifier:
gw5vnbb and by email sent to info.prague@psi-
cro.com. The Act on the Contract Register also obliges
the Institution to publish the estimated value of this
Agreement. The parties agree that this amount shall
be defined as EUR 41,149.38.

12. APPLICABLE LAW AND PLACE OF
JURISDICTION

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

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

[SIGNATURE PAGE TO FOLLOW]
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kruzich a pro Zadavatele konkuren&né vyznamné.
Uverejnéni takovych osobnich Udajd a obchodnich
tajemstvi by tak mohlo poskodit zajmy Zadavatele.
Zdravotnické zafizeni je povinno ziskat souhlas
Zadavatele pred tim, nez bude findlni verzi
Smlouvy poskytnutou k uvefejnéni podle ¢lanku 11
h) dale ménit nad ramec znecitelnénych Udaju ze
strany Zadavatele. Zdravotnické zafizeni je
povinno uverfejnit Smlouvu nejpozdéji do 10
pracovnich dnd od podpisu Smlouvy a od obdrzeni
Smlouvy se znecitelnénymi Udaji. Zdravotnické
zafizeni bude PSI informovat o uvefejnéni
Smlouvy prostfednictvim datové schranky PSI s
identifikatorem: gw5vnbb a emailové adresy:
info.prague@psi-cro.com. Zdravotnické zafizeni
je povinno na zakladé Zakona o registru smiuv
rovnéz uverejnit predpokladané celkové finanéni
plnéni poskytnuté na zakladé této Smlouvy.
Smiluvni strany se dohodly, Ze jde o c&astku
41,149.38 euro.

12. PLATNE ZAKONY A SOUDNiI
PRISLUSNOST

a) Tato Smlouva se fidi a vyklada podle
platnych zékond Ceské republiky bez ohledu na
predpisy upravujici konflikt pravnich rada.

b)  Jakékoli naroky ¢i spory vzniklé v souvislosti
stouto Smlouvou ¢&i jeji poruSeni budou
predloZzeny k feSeni vyhradné soudim pfislusné
jurisdikce v Ceské republice. Bez ohledu na vyse
uvedené souhlasi Zdravotnické zafizeni s tim, ze
(i) veskera poruseni nebo hrozici poruseni Oddill
3 [Dlvérnost], 5 [DuSevni vlastnictvi], nebo 6
[Publikace a propagace] muze zplsobit Zadavateli
znaénou nebo nenapravitelnou Skodu a (ii)
Zadavatel mGze mit pravo na napravné soudni
fizeni Ci jiné spravedlivé fizeni soudu pfislusné
jurisdikce navic kjinym dle zakona dostupnym
napravnym opatienim.

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

The Institution | Zdravotnické zafizeni: Fakultni nemocnice Hradec Kralové

Name | Jméno: MUDr. Ale§ Herman, Ph.D.
Title | Pozice: Director / Reditel

Dated | Datum: 12. 12. 2024

The Investigator | Hlavni zkousejici: [ GcIcEIENGNGGEEEEEEEEEEEE

Name | Jméno: I

Title | Pozice: Principal Investigator / Hlavni
zkousejici

Dated | Datum: 9. 12. 2024

The Sponsor/Zadavatel: Kartos Therapeutics, Inc.

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

attorney/jménem Zadavatele, na zékladé piné moci )

Name | Jméno: N Name | Jméno: [N

Title | Pozice: Country Manager, by Power of Title | Pozice: Clinical Operations Manager, by
Attonery / na zakladé plné moci Power of Attorney/ Na zakladé pIné moci
Dated | Datum: 2. 12. 2024 Dated | Datum: 2. 12. 2024
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ATTACHMENT 1
FINANCIAL ARRANGEMENTS

1. FEES

a) The compensation to be paid under this
Agreement is defined in the Annex to the Financial
Arrangements attached hereto.

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

2. INVOICING

a) For the fees where the invoicing process is
initiated by the Sponsor through PSI, the Sponsor
shall ensure that PSI sends quarterly overviews to
the Institution, setting out the amounts earned by
the Institution, based on the Study visits and Study
procedures completed and the Study data reported
in compliance with this Agreement (each a
“Quarterly Overview”). If the Institution agrees
with the Quarterly Overview, the Institution shall
issue an invoice for the amount indicated in the
Quarterly Overview.

b) The Parties agree that if the Quarterly
Overview is planned to be sent to the Institution by
the Sponsor, through PSI, in December, they shall
use reasonable effort to send such no later than
December 15th of the current year.

C) For the fees where the invoicing process is
initiated by the Institution, the Institution shall
invoice these items not later than thirty (30) days
after they become invoiceable.

d) The Institution’s invoice shall comply with tax
requirements and indicate the Protocol number.
The Institution shall issue the final invoice not later

CTA Template, EU, General_Sponsor, 05-MAY-2021
Approved, 27-NOV-2023
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PRILOHA 1
FINANCNIi UJEDNANI

1. POPLATKY

a) Kompenzaci, ktera ma byt na zakladé této
Smilouvy vyplacena, stanovuje nize pfipojena
Pfiloha k finanénim ujednanim.

b) V8echny ¢&astky stanovené v téchto
Finan¢nich ujednanich jsou bez DPH, ktera bude
pfipadné pfipocitana.

2. FAKTURACE

a) V prfipadé poplatkd, u kterych fakturaéni
proces iniciuje Zadavatel prostfednictvim PSI,
zajisti Zadavatel, aby PSI zaslala Cctvrtletni
prehledy Zdravotnickému zafizeni, v nichz budou
uvedeny Céastky pfipadajici Zdravotnickému
zafizeni na zakladé provedenych Studijnich
navstév a Studijnich procedur a odevzdanych
Studijnich Udajd v souladu s touto Smlouvou (vzdy
,Ctvrtletni prehled*). Pokud Zdravotnické
zafizeni se Ctvrtletnim prehledem souhlasi,
vystavi fakturu na éastku uvedenou ve Ctvrtletnim
prehledu.

b)  Smluvni strany se dohodly, Ze pokud by byl
Zdravotnickému zafizeni Ctvrtletni pfehled zasilan
Zadavatelem prostfednictvim PSI
vyvinou nalezité Usili, aby byl zaslan nejpozdéji do
15. prosince bézného roku.

vV prosinci,

c) V prfipadé poplatk(, u kterych fakturacni
proces iniciuje Zdravotnické zafizeni, vystavuje
Zdravotnické zafizeni fakturu na tyto polozky
nejpozdéji tficet (30) dnd od okamziku, kdy se
stanou fakturovatelnymi.

d) Faktury Zdravotnického zafizeni

splfovat darfové pozadavky a uvadét Cdislo
Protokolu. Kone€nou fakturu vystavi Zdravotnické

museji
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than thirty (30) days after the closeout visit to the
Institution.

e) All invoices shall be addressed to PSI at the
following address:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

14800 Prague

Czech Republic

and sent to: [

f) If a change of the billing address or VAT
number occurs, Sponsor, through PSI, shall

promptly inform the Institution through the following

personnel:

Q) If Sponsor, through PSI, fails to pay a duly
issued undisputed invoice on time, the Institution
shall be entitled to claim statutory interest on late
payments in accordance with Section 1970 of Act
No. 89/2012 Coll., the Civil Code, as amended.

3. PAYMENTS

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

b) The Sponsor will only accept making
payments to bank accounts located in the country
where the services under this Agreement have
been performed.

C) The Sponsor shall be entitled to withhold the
last payment the Investigator has
appropriately answered all data clarification
requests, all Study Supplies and/or Study Drug has
been returned/destroyed as per the Sponsor or PSI
instructions, and the Sponsor or PSI has performed
a closeout visit to the Institution.

until
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zafizeni nejpozdéji tficet (30) dnG od zavérecné
navstévy Zdravotnického zafizeni.

e)  V8echny faktury budou adresovany PSI na
nize uvedenou adresu:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Praha

Ceska republika

a zasilany na: NN

f) Pokud dojde ke zméné fakturaéni adresy
nebo DIC, Zadavatel, prostfednictvim PSI,
neprodlené informuje Zdravotnické zafizeni
prostiednictvim  nasledujicich  osob: |l
I
I
|

9) Pokud Zadavatel, prostfednictvim PSI,
neuhradi fadné vystavenou a nespornou fakturu
v€éas, je Zdravotnické zafizeni opravnéno
pozadovat zdkonné Uroky z prodleni v souladu s
ust. § 1970 zakona ¢&. 89/2012 Sb., obc&ansky
zakonik, v platném znéni.

3. PLATBY

a) Zadavatel zajisti, aby PSI provedla platby v
eurech do ftficeti (30) dnll od obdrzeni nesporné
faktury.

b)  Zadavatel povoluje zasilani plateb pouze na
bankovni U&ty nachazejici se v zemi, kde byly
sluzby na zakladé této Smlouvy poskytovany.

c) Zadavatel ma pravo pozdrzet posledni
platbu, dokud Hlavni zkou$ejici nélezité nezodpovi
veskeré zadosti o objasnéni Udaju, nedojde k
vraceni/likvidaci veSkerého Studijniho materialu
a/nebo Studijniho 1éku dle pokynl Zadavatele
nebo PSI a Zadavatel nebo PSI
zavére€nou navstévu ve Zdravotnickém zafizeni.

nevykond
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Annex to the Financial Arrangements

Priloha k Finanénim ujednanim

This Annex defines the compensation to be paid under the Agreement.
Tato Pfiloha stanovuje odménu, kterd mé& byt vyplacena dle Smlouvy.

The column "Invoice initiated by" indicates if the payment of the particular fee will be initiated by PSI via a
Quarterly Overview or by the Institution via an invoice.

Sloupe&ek "Fakturu iniciuje" uvadi, zda platou konkrétni &astky iniciuje PSI prostfednictvim Ctvrtletniho
prehledu nebo Zdravotnické zafizeni prostfednictvim faktury.

1. Per Visit Fees | Platby za navstévy

The per visit fees shall be calculated in accordance with the below table based on (i) the number of Study
subjects and (ii) the number of visits performed and completed CRF sections verified by a PSI monitor with
respect to these Study subjects in compliance with the Agreement.

Platby za navstévy budou vypocitany v souladu s tabulkou nize na zakladé (i) poctu Subjektt hodnoceni a
(i) poctu uskuteénénych navstév a vyplnénych a monitorem PSI potvrzenych oddili CRF s ohledem na
tyto Subjekty hodnoceni v souladu se Smlouvou.

Name of the Visit/Nazev navstévy Invoice initiated Fees in EUR/Castka v eurech
by/Fakturu
iniciuje

Run-in Period/Pripravné obdobi

PSI

PSI

PSI

PSI

PSI

PSI

PSI

Randomized Period/Randomizované obdobi

PSI

PSI
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PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

PSI

il
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] PSI

Total/Celkem

2A. Additional Procedural Fees | Dodatec¢né poplatky

Further to the per visit fees, the following unscheduled and/or additional procedures or visits will be
compensated upon occurrence.

Dale budou mimo poplatkd za jednotlivé navstévy hrazeny také nize uvedené neplanované a/nebo
dodatec¢né procedury nebo navstévy dle jejich absolvovani.

Name of the Procedure or | Invoice Fees in EUR/Castka v Conditions/Podminky
Visit/Nazev procedury initiated eurech
nebo navstévy by/Fakturu
iniciuje
PSI H I
N I
I
I
I
I
I
PSI B ]
I I
I
I
|
I
]
I
PSI | I
I I
I
I
e
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I
|
I | Fs! i I
I I I
I
I
e
I
|
I PSI | —
I I I
I I
I I
—
I
|
I | Fs! i I
I I —
I I
I I
I e
I I
I
I
I
I
B i I
I I I
I I
I I
—
I
e
I
|
I
I |
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PSI [ |
]
PSI [ |
I
I s |
] ]
]
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PSI

PSI

PSI

PSI

NN M
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I
|
I | s i I
I I I
I
I
I
I
I
I | s | I
I I I
I
I
]
I
I
I | s | I
I I ]
I
I
I
I
I 4320
I PSI i e
I I I
I I
I I
| I
]
I
I PSI | I
I I I
I ]
I I
I I
| I
I 23—

CTA Template, EU, General_Sponsor, 05-MAY-2021

Approved, 27-NOV-2023

CONFIDENTIAL

45/88



KRT-232-115

University Hospital Hradec Kralove

— PSI i
I L
e

I
e

I

I PSI B
e L
e

e

e

I

e

I

I PSI B
L L
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PSI

PSI

PSI

PSI
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2B. Screen Failure/Neuspésny screening

Name of the Procedure/Nazev | Invoice Fees in Conditions/Podminky
procedury initiated EUR/Castka v
by/Fakturu eurech
iniciuje
I | Fs! I
I I
I
|
I | s i I
I I I
I
I s | I
I I
I
I | Fs 1 I
I N I
I I
I PSI B I
I I
I
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————— I
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e PSI i
e L
|
I PSI i
L
I | ~s! i
I L
I PSI i
L
I PSI i
|
| PSI i
I
I | Fs! i
I
e PSI i
e L
L
e PSI H
e L
L
e
I
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I
I
PSI H e
L I
—
|
PSI H I
L I
e
|
PSI | I
L e
I
I

2C. Pre-Randomization Failure/Neuspésné zarazeny subjekt pred randomizaci

Name of the Procedure/Nazev Invoice Fees in Conditions/Podminky
procedury initiated EUR/Castky v
by/Fakturu eurech
iniciuje
PSI [ |
I
PSI B
N
PSI
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I | s I
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I | s i I
I I I
I I
I I
| I
| PS| i I
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I
I
|
I PS| I
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I I
I
I
I s | I
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I
I
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I
I
I
I
I | S I
I
1
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I
|
I PS| I
| I
| I
I
I
I PS i I
| I
I
e
I
I | s H I
I I I
|
e
|
I PS| i I
I I I
I
I
I
I PS| I
I
I
I
I
I | s | I
I I I
I
I
I
I PSI I
I
I
I
I
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————— 1
I | S —
I I
I
I
———
I | S E—
——————— I
—
I
—————— H
E— = I
— I
—— I
I
—————— 1

3. Screen Failures and Pre-Randomization Failures | Neluspésny screening a neispésné zarazeny
subjekt pred randomizaci

"""Screen Failure™ shall mean a Study subject for whom the screening has been performed, including

signing the specific Informed Consent Form, but who could not be effectively included in the Study under
the exclusion/inclusion criteria set forth in the Protocol for enrolment (ruxolitinib run-in period) or for other
justified reasons. ""Pre-Randomization Failure" shall mean study subject enrolled into the ruxolitinib run-
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in part of the study but who could not be effectively randomized in the study under the inclusion/exclusion
criteria set forth in the Protocol for randomization.

Sponsor, through PSI shall pay in total for 3 (three) Screen Failure subjects in accordance with per-
procedure costs listed in respective table (Screen Failure), after which Sponsor's approval (email shall
suffice) will be required to resume screening procedures. Sponsor, through PSI shall pay for each Pre-
Randomization Failure subjects in accordance with per-procedure costs listed in respective table (Pre-
Randomization Failure).

An enroliment cap may be implemented by the Sponsor on screening at the site (e-mail shall suffice) if 5
or more Study subjects at the Institution are enrolled into the run-in period and 80% or more of them are
not suitable for the randomized add-on period."

Za "Neuspésny screening" bude povazovan screening Subjektu hodnoceni provedeny véetné podpisu
konkrétniho Informovaného souhlasu, kdy vSak subjekt nemohl byt efektivné zafazen do Studie dle kritérii
pro ne/zafazeni uvedenych v Protokolu pro nabor (pfipravné obdobi s ruxolitinibem) nebo z jiného
opravnéného divodu. Za "Nelspésny screening subjektu pfed randomizaci” bude povazovan screening
subjektu hodnoceni zafazeného do pfipravného obdobi s ruxolitinibem, kdy vSak subjekt nemohl byt
efektivné randomizovan do studie dle kritérii pro ne/zafazeni uvedenych v Protokolu pro randomizaci.
Zadavatel prostfednictvim PSI zaplati celkem 3 (tfi) NeUspésné screeningy v souladu s rozpisem nakladud
na jednotlivé procedury uvedenym v pfislusné tabulce (NelUspésny screening) a poté bude k pokracovani
ve screeningovych procedurach zapotrebi souhlas Zadavatele (postaci emailem). Zadavatel
prostfednictvim PSI uhradi naklady za vSechny Nelspésné zafazené subjekty prfed randomizaci v
souladu s rozpisem nakladd za jednotlivé procedury uvedenym v pfislusné tabulce (Neluspésné zarazeny
subjekt pfed randomizaci). Zadavatel smi nastavit strop pro nabor subjektd pro screening v centru
(postaci emailem), pokud bude Zdravotnickym zafizenim nabrano do pfipravného obdobi Studie 5 a vice
subjektd a 80% z nich €i vice nebudou splfovat kritéria pro randomizaci do obdobi s pfidavnou IéCbou.

4. Patient Travel Reimbursement | Nahrada cestovnich vydaji pacientiim

"Reasonable expenses (including travel-related expenses) incurred by Study subjects in connection with
their participation in the Study, where applicable as per the Informed Consent Form and Applicable
Regulatory Requirements, shall be reimbursed to Study subjects in the amount of || lGczIzEIN
I for cach Study-related visit. Higher amounts will be reimbursed upon Sponsor's approval,
required prior to the reimbursement, and subject to submission of supportive documentation (e.g.
receipts, tickets, checks, justifications, as well as other supporting documentation), attached to the
Reimbursement Log indicating the patient number, the visit number and date, travel details, type of
transport.

Furthermore, Study subjects will be reimbursed for possible discomfort in connection with the bone
marrow biopsy in amount of | | | S (o' cach test. Reimbursement of the expenses
shall be made through the Institution. Sponsor, through PSI, will provide the Institution with an advance
deposit based on the invoice issued by the Institution after the Site Initiation Visit (SIV). Reimbursements
of the expenses will be paid to the Study subjects through the financial accounting office of the Institution
from the advance payment provided by the PSI for these purposes. "
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Subjekttim hodnoceni budou uhrazeny odpovidajici vydaje (véetné cestovnich) ve vysi | (priblizné
B - <2 dou studijni navétévu vynalozené v souvislosti s jejich iéasti ve Studii, dle
Informovaného souhlasu a Platnych regula¢nich pozadavkud. Vy$Si ¢astky budou uhrazeny po schvaleni

Zadavatelem, které je vyZzadovano pred uhrazenim, a po predlozeni doklad(

(napf. Uctenek, jizdenek,

Sekd, oddvodnéni a dalSich dokladud) pfipojenych k vykazu cestovnich ndhrad (Reimbursement Log) s
¢islem pacienta, €islem a datem navstévy, podrobnostmi o cesté a druhem dopravy. Subjektdm
hodnoceni bude vyplacena kompenzace mozného diskomfortu v souvislosti s biopsii kostni dfené ve vySi
) - <o d¢ vysetieni. Nahrady bude vyplacet Zdravotnické zafizent.
Zadavatel Zdravotnickému zafizeni prostfednictvim PSI poskytne zalohy na zakladé faktury vystavené
Zdravotnickym zafizenim po Inicia¢ni navstéve centra (SIV). Nahrady budou Subjektim hodnoceni
vyplaceny prostfednictvim G¢tarny Zdravotnického zafizeni ze zaloh poskytnutych PSI pro tyto ucely.

5. Administrative Fees | Administrativni poplatky

Name of Fee/Nazev
poplatku

Invoice initiated
by / Fakturu

Fees in EUR/Castka v
eurech

Conditions/Podminky

iniciuje

Institution / [ |
Zdravotnické e
zarizeni
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Institution / B I
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I Institution / | I
I | Zdravotnické I I
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ATTACHMENT 2 PRILOHA C. 2

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

MODULE FOUR: Transfer Processor to Controller

SECTION |

Clause 1
Purpose and scope

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

(o)  The Parties:

(i) the natural or legal person(s), public
authority/ies, agency/ies or other body/ies
(hereinafter ‘entity/ies’) transferring the

CTA Template, EU, General_Sponsor, 05-MAY-2021
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STANDARDNI SMLUVNi DOLOZKY PRO
PREDAVANI OSOBNICH UDAJU DO
TRETICH ZEMi DLE NARIZENI
EVROPSKEHO PARLAMENTU A RADY
(EU) 2016/679

MODUL CTYRI Predani ze strany zpracovatele

spravci
SEKCE |
] Dolozka 1
Ucel a oblast pusobnosti
(a) Ugelem téchto standardnich smluvnich
dolozek je zajistit dodrzovani pozadavki

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

(0)

(i)  fyzickd nebo pravnickd osoba ¢i osoby,
organ ¢i organy vefejné moci, agentura i
agentury nebo jiny subjekt €i jiné subjekty

Strany:
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personal data, as listed in Annex IA

(hereinafter each ‘data exporter’), and

the entity/ies in a third country receiving the
personal data from the data exporter, directly
or indirectly via another entity also Party to
these Clauses, as listed in Annex LA
(hereinafter each ‘data importer’)

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

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

Clause 2
Effect and invariability of the Clauses

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

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

Clause 3
Third-party beneficiaries

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

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

Clause 7;
(i)  Clause 8.1 (b) and Clause 8.3(b);
V) Clause 13;

(

(vi) Clause 15.1(c), (d) and (e);
(vii)  Clause 16(e);

(vii)  Clause 18;
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(dale jen ,subjekt” &i ,subjekty”) prfedavajici
osobni Udaje, uvedené v pFiloze | ¢asti A
(dale jen ,vyvozce udaju“), a

subjekt Ci subjekty ve treti zemi, pfijimajici
pfimo nebo nepfimo prostfednictvim jiného
subjektu, jenz je rovnéz stranou téchto
dolozek, osobni Udaje od vyvozce udaju,
uvedené v pfiloze | ¢asti A (dale jen ,dovozce
udaja”),

se dohodly na téchto standardnich smluvnich
dolozkéach (dale jen ,dolozky").

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

] Dolozka 2
Uc¢innost a neménnost doloZek

(a)  Tyto dolozky stanovi vhodné zaruky, véetné
vymahatelnych prav subjektu Udajd a G¢inné pravni
ochrany, podle ¢l. 46 odst. 1 a ¢l. 46 odst. 2 pism.
c) nafizeni (EU) 2016/679 a s ohledem na
predavani (daju od spravcu zpracovatelim a/nebo
od zpracovatell zpracovatelim, standardni
smluvni dolozky podle ¢l. 28 odst. 7 nafizeni (EU)
2016/679, pokud nebudou zménény, s vyjimkou
vybéru vhodného modulu (vhodnych moduld) nebo
za UcCelem pfidani nebo aktualizace informaci v
dodatku. To smluvnim strandm nebrani v tom, aby
zahrnuly standardni smluvni dolozky stanovené v
téchto dolozkach do SirS§i smlouvy a/nebo pfidaly
dalsi dolozky nebo dodate¢né zaruky, pokud
nebudou pfimo nebo nepfimo v rozporu s té€mito
doloZzkami nebo nebudou dotéena zakladni prava
nebo svobody subjektd udaja.

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

Dolozka 3
Opravnéneé treti strany

(a)  Subjekty udaju se mohou jako opravnéné

tfeti strany ve vztahu k vyvozci a/nebo dovozci

Udaju dovolavat téchto dolozek a vymahat je, ato s

nasledujicimi vyjimkami:

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

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

(v) dolozka 13;

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

(vii) dolozka 16 pism. e);

(viii) dolozka 18.
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(o)  Paragraph (a) is without prejudice to rights
of data subjects under Regulation (EU) 2016/679.

Clause 4
Interpretation

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

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

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

Clause 5
Hierarchy

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

Clause 6
Description of the transfer(s)

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

SECTION Il - OBLIGATIONS OF THE
PARTIES

Clause 8
Data protection safequards

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

8.1

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

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

Instructions
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(o)  Pismenem a) nejsou dotéena prava subjektu
Udaji podle nafizeni (EU) 2016/679.

Dolozka 4
Vyklad

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

(o)  Tyto dolozky je tfeba ¢ist a vykladat s
ohledem na ustanoveni nafizeni (EU) 2016/679.

()  Tyto dolozky nebudou vykladany zadnym
zplsobem, ktery by byl v rozporu s pravy a

povinnostmi  stanovenymi v  nafizeni (EU)
2016/679.

Dolozka 5

Hierarchie

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

Dolozka 6
Popis predavani

Podrobnosti  tykajici se predavani, zejména
kategorie osobnich Gdaju, které jsou predavany, a
Ucel nebo ucely, pro které jsou pfedavany, jsou
uvedeny v priloze | ¢asti B.

ODDIL Il - POVINNOSTI STRAN

Dolozka 8
Zaruky ochrany udaja

Vyvozce Udaja zaruéuje, Ze vynalozil pfiméfené
usili, aby mohl stanovit, zda je dovozce udaju
schopen — zavedenim vhodnych technickych a
organizacnich opatfeni — plnit své povinnosti podle
téchto dolozek.

8.1

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

(b)  Vyvozce Udaju neprodlené informuje
dovozce Udajd, pokud neni schopen tyto pokyny
dodrzovat, v€etné pfFipadu, kdy tyto pokyny porusuji
nafizeni (EU) 2016/679 nebo jiné pravni predpisy
Unie nebo &lenského statu v oblasti ochrany udaju.

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

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

8.2 Security of processing

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

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

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

8.3 Documentation and compliance

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

(o)  The data exporter shall make available to the
data importer all information necessary to
demonstrate compliance with its obligations under
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(c) Dovozce Udaju se zdrzi pfijimani jakychkoli
opatfeni, ktera by vyvozci Udaja branila v plnéni
jeho povinnosti podle nafizeni (EU) 2016/679,
mimo jiné v kontextu dil¢iho zpracovani, nebo
pokud se jedna o spolupraci s prisluSnymi
dozorovymi Ufady.

(d)  Po skon&eni poskytovani zpracovatelskych
sluzeb vyvozce Udaju v souladu s volbou dovozce
Gdaju vymaze vSechny osobni Gdaje zpracovavané
jménem dovozce Udajl a potvrdi dovozci Udajd, ze
tak uginil, nebo dovozci daju vrati vSechny osobni
Udaje zpracovavané jeho jménem a vymaze
v8echny existujici kopie.

8.2 Zabezpeceni zpracovani
(@)  Strany zavedou vhodna technickd a
organizatni opatfeni k zajisténi zabezpeceni

udaju, a to i béhem pfedavani, a zajisti ochranu
pred poruSenim zabezpeceni vedoucim k
nahodnému nebo protipravnimu zniCeni, ztraté,
zméné, neopravnénému  poskytnuti  nebo
zpfistupnéni (dale jen ,poruSeni zabezpeceni
osobnich (daja“). Pfi posuzovani vhodné drovné
zabezpeceni strany nalezité zohledni aktualni stav
techniky, naklady na provedeni, povahu osobnich
Gdaju, povahu, rozsah, kontext a ucel nebo Ucely
zpracovani a rizika pro subjekty Udaji spojena se
zpracovanim, a zejména zvazi pouziti Sifrovani
nebo pseudonymizace, a to i béhem pfedavani,
pokud lIze timto zpdsobem splinit Ucel zpracovani.

(o)  Vyvozce Udaji poméaha dovozci udaji pfi
zajistovani odpovidajiciho zabezpecéeni Gdaju v
souladu s pismenem a). V pfipadé poruseni
zabezpec€eni osobnich 0daji tykajiciho se
osobnich 0daji zpracovavanych vyvozcem adaji
podle téchto dolozek vyvozce Udaju poda hlaseni
dovozci udajil bez zbyte¢ného odkladu poté, co se
0 ném dozvédél, a dovozci Udaji bude pfi FeSeni
uvedeného poruSeni napomocen.

()  Vyvozce udajl zajisti, aby se osoby
opravnéné zpracovavat osobni Udaje zavazaly k
mi¢enlivosti, nebo aby se na né vztahovala
zakonnd povinnost micenlivosti.

8.3 Dokumentace a plnéni povinnosti

(@) Strany musi byt
dodrzovani téchto dolozek.

(b)  Vyvozce (daju poskytne dovozci udaju
veSkeré informace potfebné k dolozeni toho, ze
byly spinény povinnosti stanovené v téchto

schopny  prokazat
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these Clauses and allow for and contribute to
audits.

Clause 10
Data subject rights

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

Clause 11
Redress

(@)  The data importer shall inform data subjects
in a transparent and easily accessible format,
through individual notice or on its website, of a
contact point authorised to handle complaints. It
shall deal promptly with any complaints it receives
from a data subject.

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

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

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

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

(d)  The Parties agree that if one Party is held
liable under paragraph (c), it shall be entitled to
claim back from the other Party/ies that part of the
compensation corresponding to its/their
responsibility for the damage

(¢) The data importer may not invoke the
conduct of a processor or sub-processor to avoid
its own liability.
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dolozkach, umozni provedeni auditll a bude k nim
pFispivat.

Dolozka 10
Prava subjekta udaja

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

Dolozka 11
Naprava

(a) Dovozce Udajl transparentné a ve snadno
pristupném formatu informuje subjekty Udajl
prostfednictvim individualniho oznameni nebo na
svych internetovych strankach o kontaktnim misté
opravnéném vyfizovat stiznosti. Takové misto
neprodlené vyfidi jakékoli stiznosti, které od
subjektu udaja pFijme.
Dolozka 12
Odpovédnost

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

(b) Kazda strana je odpovédna vlci subjektu
Udaju a subjekt Uudaji ma narok na nahradu jakékoli
hmotné nebo nehmotné UGjmy, kterou strana
zplsobi  subjektu  0dajd  poruSenim  prav
nalezejicich opravnéné treti strané na zakladé
téchto dolozek. Tim neni dotéena odpovédnost
vyvozce Udaji podle nafizeni (EU) 2016/679.

(c) Pokud je za Ujmu zplsobenou subjektu
Gdaju v dasledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou spole¢nou
a nerozdilnou odpovédnost vSechny odpovédné
strany a subjekt Udaju je opravnén proti kterékoli z
téchto stran podat zalobu u soudu.

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

(e) Dovozce 0dajd se nemuze dovolavat
jednani zpracovatele nebo dil¢iho zpracovatele,
aby se vyhnul své vlastni odpovédnosti.
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SECTION Il - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

Clause 14
Local laws and practices affecting
compliance with the Clauses

(@) The Parties warrant that they have no
reason to believe that the laws and practices in the
third country of destination applicable to the
processing of the personal data by the data
importer, including any requirements to disclose
personal data or measures authorising access by
public authorities, prevent the data importer from
fulfilling its obligations under these Clauses. This is
based on the understanding that laws and practices
that respect the essence of the fundamental rights
and freedoms and do not exceed what is necessary
and proportionate in a democratic society to
safeguard one of the objectives listed in Article
23(1) of Regulation (EU) 2016/679, are not in
contradiction with these Clauses.

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

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

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

(i) any relevant contractual, technical or

organisational safeguards put in place to

supplement the safeguards under these

Clauses, including measures applied during

transmission and to the processing of the

personal data in the country of destination.

(¢)  The data importer warrants that, in carrying
out the assessment under paragraph (b), it has
made its best efforts to provide the data exporter
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ODDIL il - MISTNI PRAVNi PREDPISY A
POVINNOSTI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

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

(@)  Strany zarucuji, Zze nemaji duvod se
domnivat, Ze pravni predpisy a postupy ve treti
zemi uréeni, které se vztahuji na zpracovani
osobnich (daju dovozcem Udaju, véetné jakychkoli
pozadavku na zpfistupnéni osobnich Udajd nebo
opatfeni, kterymi se povoluje pfistup organdm
vefejné moci, brani dovozci udaju pfi pInéni svych
povinnosti podle téchto dolozek. To je zaloZzeno na
predpokladu, Ze pravni predpisy a postupy, které
respektuji podstatu zakladnich prav a svobod a
neprekracuji to, co je v demokratické spole€nosti
nezbytné a pfimérené k zajisténi jednoho z cill
uvedenych v €l. 23 odst. 1 nafizeni (EU) 2016/679,
nejsou v rozporu s témito dolozkami.

(b)  Smluvni  strany prohlaSuji, ze pfi
poskytovani zaruky uvedené v pismenu a) nélezité
zohlednily zejména nasleduijici prvky:

(i) konkrétni okolnosti pfedani, véetné délky
zpracovatelského fetézce, poctu zapojenych
subjektll a pouzitych kanall pro pFenos

udaju, zamyslené dalSi predani, druh
prijemce, (cCely zpracovani, kategorie a
format predavanych osobnich  Udajd,

hospodarské odvétvi, v némz se predavani
uskute€nuje, misto, kde se predané udaje
uchovavaji;

(i) préavni predpisy a postupy tfeti zemé uréeni
— véetné téch, které vyzaduji zpfistupnéni
Udaju organum vefejné moci nebo povoluji
pFistup téchto organd — relevantni s ohledem
na konkrétni okolnosti predani, jakoz i
pouzitelnd omezeni a zaruky;

(iii)  veSkeré prislusné smiuvni, technické nebo

organizaéni zaruky zavedené za UcCelem

doplnéni zaruk podle téchto dolozek, véetné

opatfeni uplathovanych béhem predani a

zpracovani osobnich Udaju v zemi uréeni.

(c) Dovozce udaji zaruCuje, ze pfi provadéni
posouzeni podle pismene b) vynalozil maximalni
Usili, aby poskytl vyvozci (daju relevantni
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with relevant information and agrees that it will
continue to cooperate with the data exporter in
ensuring compliance with these Clauses.

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

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

) Following a notification pursuant to
paragraph (e), or if the data exporter otherwise has
reason to believe that the data importer can no
longer fulfil its obligations under these Clauses, the
data exporter shall promptly identify appropriate
measures (e.g. technical or organisational
measures to ensure security and confidentiality) to
be adopted by the data exporter and/or data
importer to address the situation. The data exporter
shall suspend the data transfer if it considers that
no appropriate safeguards for such transfer can be
ensured, or if instructed by the competent
supervisory authority to do so. In this case, the data
exporter shall be entitled to terminate the contract,
insofar as it concerns the processing of personal
data under these Clauses. If the contract involves
more than two Parties, the data exporter may
exercise this right to termination only with respect
to the relevant Party, unless the Parties have
agreed otherwise. Where the contract is terminated
pursuant to this Clause, Clause 16(d) and (e) shall

apply.
Clause 15

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

15.1. Notification

(@)  The data importer agrees to notify the data
exporter and, where possible, the data subject
promptly (if necessary with the help of the data
exporter) if it:

(i) receives a legally binding request from a
public authority, including judicial authorities,
under the laws of the country of destination
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informace, a souhlasi s tim, Ze bude pfi zajiStovani
dodrzovani téchto dolozek s vyvozcem Udajd i
nadale spolupracovat.

(d)  Strany souhlasi, ze posouzeni podle
pismene b) zdokumentuji a na pozadani zpfistupni
pFislusnému dozorovému uradu.

(e) Dovozce Udaji souhlasi s tim, ze
neprodlené uvédomi vyvozce Udajd, pokud ma po
vyjadfeni souhlasu s témito ustanovenimi a po
dobu trvani smlouvy didvod se domnivat, Ze se na
néj vztahuji, nebo se zacaly vztahovat pravni
predpisy nebo postupy, které nejsou v souladu s
pozadavky podle pismene a), a to i po zméné v
pravnich pfedpisech tfeti zemé nebo opatieni (jako
je napfiklad zadost o poskytnuti Udajl), jez svedci
o tom, Ze uplathovani téchto pravnich predpist v
praxi neni v souladu s pozadavky uvedenymi v
pismeni a).

(f) Po oznameni podle pismene e), nebo pokud
ma vyvozce Udaju jinak divod se domnivat, ze
dovozce Udaju jiz nemuze plnit své povinnosti na
zakladé téchto dolozek, vyvozce Udaji neprodlené
uréi vhodna opatfeni (napf. technicka nebo
organiza¢ni opatfeni k zajisténi bezpecénosti a
davérnosti), kterd& ma pfijmout vyvozce Uudajl
a/nebo dovozce udaju k fedeni situace. Vyvozce
Udaju pozastavi predavani daji, pokud se
domnivd, ze pro toto predavani nemohou byt
zajistény zadné vhodné zaruky, nebo pokud mu da
pokyn pfisluSny dozorovy Ufad. V tomto pfipadé je
vyvozce Udaju opravnén vypovédét smlouvu,
pokud jde o zpracovani osobnich Udaju podle
téchto dolozek. Jestlize smlouva zahrnuje vice nez
dvé smluvni strany, muze vyvozce Udajl toto pravo
na vypovézeni uplatnit pouze ve vztahu k pfislusné
strané, pokud se strany nedohodly jinak. Jestlize je
smlouva vypovézena podle této dolozky, pouzije se
dolozka 16 pism. d) a e).

Dolozka 15
Povinnost dovozce udaji v pripadé
pristupu organu verejné moci

15.1 Oznameni

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

() na z&kladé pravnich predpist zemé urceni
obdrzi pravné zavaznou Zadost od orgénu
verejné moci, véetné soudnich organd, o
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for the disclosure of personal data
transferred pursuant to these Clauses; such
notification shall include information about
the personal data requested, the requesting
authority, the legal basis for the request and
the response provided; or

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

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

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

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

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

15.2. Review of legality and data minimisation

(@) The data importer agrees to review the
legality of the request for disclosure, in particular
whether it remains within the powers granted to the
requesting public authority, and to challenge the
request if, after careful assessment, it concludes
that there are reasonable grounds to consider that
the request is unlawful under the laws of the
country of destination, applicable obligations under
international law and principles of international
comity. The data importer shall, under the same
conditions, pursue possibilities of appeal. When
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zpfistupnéni osobnich Gdaju pfedanych podle
téchto dolozek; takové oznameni obsahuje
informace o pozadovanych osobnich udajich,
dozadujicim organu, pravnim zakladu zadosti a
poskytnuté odpovédi, nebo

(i) se dozvi o jakémkoli pfimém pfistupu organu
vefejné moci k osobnim udajum preddvanym
podle téchto dolozek v souladu s pravnimi
predpisy zemé ur€eni; takové oznameni
obsahuje  vS8echny informace dostupné
dovozci.

(o) Pokud je podle pravnich pfedpisi zemé
uréeni dovozci Udaji zakdzano informovat vyvozce
Udaju a/nebo subjekt Gdaju, souhlasi dovozce
Udajl s tim, ze za u€elem co nejrychlejSiho sdéleni

co nejvétsiho mnozstvi informaci vynalozi
maximalni Usili, aby od tohoto zdkazu bylo
upusténo.  Dovozce udaju  souhlasi, ze

zdokumentuje své maximdlni Usili, aby je mohl na
zadost vyvozce Udajl prokazat.

()

Je-li to povoleno pravnimi pfedpisy zemé

uréeni, dovozce UUdaji souhlasi, ze bude
poskytovat vyvozci Udaji v  pravidelnych
intervalech po dobu trvani smlouvy co

nejrelevantnéjSi informace o pfijatych zadostech
(zejména informace o poc¢tu Zzadosti, druhu
pozadovanych (daju, dozadujicim organu nebo
organech, zda byly tyto zadosti napadeny a
vysledek takového napadeni atd.).

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

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

15.2. Pfezkum =zakonnosti a minimalizace
udaijii

(@)  Dovozce Udajl souhlasi s tim, Zze pfezkouma
zakonnost zadosti o poskytnuti idajl, zejména zda
neprekroCila meze  pravomoci  udélenych
doZadujicimu organu vefejné moci, a Zze zadost
napadne, pokud po peclivém posouzeni dojde k
zavéru, Zze existuji opodstatnéné duvody se
domnivat, Ze Zadost je podle pravnich predpist
zemé ur€eni, platnych  zavazkd  podle
mezinarodniho prava a zdsad mezinarodni
zdvofilosti protipravni. Dovozce Udaju za stejnych
podminek vyuziva moznosti odvolani. Pfi napadeni
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challenging a request, the data importer shall seek
interim measures with a view to suspending the
effects of the request until the competent judicial
authority has decided on its merits. It shall not
disclose the personal data requested until required
to do so under the applicable procedural rules.
These requirements are without prejudice to the
obligations of the data importer under Clause 14(e).

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

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

SECTION IV - FINAL PROVISIONS

Clause 16
Non-compliance with the Clauses and
termination

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

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

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

(i)  the data exporter has suspended the transfer
of personal data to the data importer
pursuant to paragraph (b) and compliance
with these Clauses is not restored within a
reasonable time and in any event within one
month of suspension;

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

the data importer fails to comply with a
binding decision of a competent court or
supervisory  authority  regarding its
obligations under these Clauses.
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zadosti dovozce Udaju pfijme predbézna opatfeni s
cilem pozastavit U€inky zadosti, dokud pfislusny
soudni organ nerozhodne o jeji opodstatnénosti.
Nezpfistupni poZadované osobni Udaje, dokud mu
takova povinnost nebude stanovena na zakladé
platnych procesnich pravidel. Témito pozadavky
nejsou dotéeny povinnosti dovozce Udaji podle
dolozky 14 pism. e).

(o)  Dovozce udaju souhlasi, Zze zdokumentuje
své pravni posouzeni i jakékoli napadeni zadosti o
poskytnuti Gdajd a v rozsahu povoleném pravnimi
predpisy zemé uréeni zpfistupni dokumentaci
vyvozci Udaju. Na pozadani ji rovnéz zpfistupni
pFislusSnému dozorovému Uradu.

(c) Dovozce Udajli souhlasi s poskytnutim
minimalniho pfipustného mnozstvi informaci pfi
odpoveédi na zadost o zpfistupnéni, a to na zakladé
pfiméfeného vykladu zadosti.

ODDIL IV - ZAVERECNA USTANOVENI

DolozZka 16
Nedodrzeni dolozek a vypovézeni

(@) Dovozce 0daju neprodlené informuje
vyvozce Udaji, pokud neni z jakéhokoli ddvodu
schopen tyto dolozky dodrzet.

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

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

(i)  vyvozce Udaju  pozastavil predavani
osobnich udaji dovozci Udaju podle pism. b)
a dodrzovani téchto dolozek neni v
pfiméfené |hdté a v kazdém pfipadé do
jednoho mésice od pozastaveni obnoveno;
(i)  dovozce udaju tyto dolozky podstatné nebo
trvale porusuje nebo
(i)  dovozce udaju nedodrzi zdvazné rozhodnuti
prislusného soudu nebo dozorového Ufadu
tykajiciho se jeho povinnosti podle téchto
dolozek.
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In these cases, it shall inform the competent
supervisory authority of such non-compliance.
Where the contract involves more than two Parties,
the data exporter may exercise this right to
termination only with respect to the relevant Party,
unless the Parties have agreed otherwise.

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

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

Clause 17
Governing law

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

Clause 18
Choice of forum and jurisdiction

Any dispute arising from these Clauses shall be
resolved by the courts of the Czech Republic.
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V takovych pfipadech o nedodrzeni informuje
pFislusny dozorovy Ufad . Pokud smlouva zahrnuje
vice nez dvé smluvni strany, miZze vyvozce udaju
toto pravo na vypovézeni uplatnit pouze ve vztahu
k pfislusné strané, pokud se strany nedohodly
jinak.

(d)  Osobni udaje shromézdéné vyvozcem Udaju
v EU, které byly prfedany pfed vypovézenim
smlouvy podle pismene c), musi byt neprodlené
vymazany v celém rozsahu, véetné veSkerych
jejich kopii. Dovozce Udaju potvrdi vyvozci udaju,
ze byly Gdaje vymazany. Dokud nejsou uUdaje
vymazany nebo vraceny, dovozce Udaju nadale
zajistuje soulad s témito dolozkami. V pfipadé, ze
se na dovozce Udaju vztahuji mistni pravni
predpisy, které mu zakazuji pfedané osobni Udaje
vratit nebo vymazat, dovozce udaju zarucuje, ze
bude i nadale zajistovat dodrzovani téchto dolozek
a bude Udaje zpracovavat pouze v takovém
rozsahu a tak dlouho, jak to uvedené mistni pravo
vyZaduje.

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

Dolozka 17
Rozhodné pravo

Tyto dolozky se Fidi pravem zemé, jez umozriuje
uplathovat prava nalezejici opravnéné treti strané.
Strany se dohodly, Ze se budou fidit pravem Ceské
republiky.
Dolozka 18
Volba soudu a prislusnost

Veskere spory vyplyvajici z téchto doloZek budou
feSeny soudy Ceskeé republiky.
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APPENDIX

ANNEX |

A. LIST OF PARTIES
Data exporter(s):

Name: Fakultni nemocnice Hradec
(University Hospital Hradec Kralove)

Address: Sokolska 581, 500 05 Hradec Krélové —
Novy Hradec Kralové, Czech Republic

Contact ierson’s name, ﬁosition and contact details:

Activities relevant to the data transferred under these

Clauses:

- Reporting on the results and progress of the clinical
trial (including through case report forms (CRFs)

- Performing safety reporting on serious adverse
events (SAEs) and notification on SAEs to the
regulatory authorities

- Archiving the clinical trials master file

- Allocating qualified and adequately
personnel for the conduct the study

- Obtaining of research-related payments and
reimbursement of administrative expenses

Kralove

trained

Signature and date: Signed by the director of the
Fakultni nemocnice Hradec Kralove (University
Hospital Hradec Kralove) by means of signature of
the Clinical Study Agreement

Role (controller/processor): Processor

Data importer(s):
Name: Kartos Therapeutics, Inc.

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

Contact ierson’s name, iosition and contact details:

Email: [

Activities relevant to the data transferred under these

Clauses:

- Reporting on the results and progress of the clinical
trial (including through case report forms (CRFs)
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DODATEK

PRILOHAI

A. SEZNAM SMLUVNICH STRAN
Vyvozci udaji:

Nazev: Fakultni nemocnice Hradec Kralové

Adresa: Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kréalové, Ceska republika

Jméno kontaktni osobi, iozice a kontaktni L’/dai'e:

Cinnosti relevantni k udajam pfeddvanym dle téchto

doloZek:

- HlaSeni vysledkl a postupu klinického hodnoceni
(zejména prostfednictvim zaznamu subjektl
hodnoceni (CRFs)).

- Bezpecnostni hlaSeni zavaznych nezadoucich
pfihod (SAEs) a oznameni SAEs kontrolnim
Gradam.

- Archivace hlavni slozky klinického hodnoceni.

- Alokace kvalifikovaného a adekvatné
vySkoleného personalu na provadéni Studie.

- Obdrzeni plateb souvisejicich s vyzkumem a
Uhrada administrativnich vydaja.

Podpis a datum: podepsal feditel Fakultni nemocnice
Hradec Kralové prostfednictvim podpisu Smlouvy o
klinickém hodnoceni

Uloha: (sprévce/zpracovatel): Zpracovatel

Dovozci udaiju:
Nazev: Kartos Therapeutics, Inc.

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

Jméno kontaktni osobi, iozice a kontaktni Udaje:

Email: [ I

Cinnosti tykajici se udaji predavanych dle této

klauzule:

- HIaSeni vysledkl a postupu klinického hodnoceni
(zejména prostfednictvim zaznamu subjektl
hodnoceni (CRFs)).
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- Performing safety reporting on serious adverse -
events (SAEs) and notification on SAEs to the
regulatory authorities

- Archiving the clinical trials master file -

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

- Providing of research-related payments and -
reimbursement of administrative expenses

University Hospital Hradec Kralove

Bezpecénostni hlaSeni zavaznych nezadoucich
pfihod (SAEs) a oznameni SAEs kontrolnim
ufaddm.

Archivace hlavni slozky klinického hodnoceni.
Alokace kvalifikovaného a adekvatné
vy$koleného personalu na provadéni Studie.
Poskytnuti plateb souvisejicich s vyzkumem a
Uhrada administrativnich vydaju.

Signature and date: Signed by Kartos Therapeutics, Podpis a datum: podepsal Kartos Therapeutics, Inc.
Inc. by means of signature of the Clinical Study prostfednictvim podpisu Smlouvy o klinickém

Agreement hodnoceni

Role (controller/processor): Controller Uloha: (sprévce/zpracovatel): Spravce

B. DESCRIPTION OF TRANSFER B. POPIS PREDANI

1. Study Subjects 1. Subjekty hodnoceni

Categories of data subjects whose personal data is Kategorie subjekt( udaju, jejichz osobni udaje jsou

transferred: Study subjects, pregnant partners predavany: subjekty hodnoceni, t€hotné partnerky

Categories of personal data transferred: Subject Kategorie pfedavanych osobnich udaju:

identification code (SIC), age/year of birth identifika¢ni kéd subjektu (SIC), vék/rok narozeni

Sensitive data transferred (if applicable) and applied  Pripadné predavané citlivé udaje a prijaté restrikce

restrictions or safequards: a bezpecnostni opatfeni:

- Categories of personal data: race/ethnicity; - Kategorie  osobnich  Udaji: rasa/etnicka
consumption of tobacco, alcohol and prisluSnost; spotfeba tabaku, alkoholu a
recreational drugs, assistance, physical rekreaCnich drog, asistence, fyzické cviceni,

exercise, diet and eating habits, leisure; lifestyle;
Information derived from the testing or
examination of a body part or bodily substance,
including from genetic data and biological
samples; disease, disability, disease risk,
medical history, clinical treatment or the
physiological or biomedical state of the data
subject independent of its source; vaccination
plans, vital signs, vital status; contraception,
data on ongoing and outcome of pregnancy.

- Restrictions or safeguards: pseudonymization,
data minimisation, purpose limitation, restricted
access, no unauthorized onward transfers,
limited retention.

vyziva a stravovaci navyky, volny ¢&as, zivotni
styl; informace odvozené z testl a vySetfeni ¢asti
téla nebo télesné latky véetné genetickych udajd
a biologickych vzork(; onemocnéni, postizeni,
rizika onemocnéni, zdravotni anamnéza, klinicka
Ié¢ba nebo fyziologicky €i biomedicinsky stav
subjektu Udajl nezavisle na zdroji, vakcinaéni
plany, zakladni zivotni funkce, vitalni stav,
antikoncepce, Udaje o probihajicim téhotenstvi a
jeho vysledku.

Restrikce  nebo  bezpecnostni  opatreni:
pseudonymizace, minimalizace udajd, omezeni
Gcelu, omezeny pfistup, Zzadné dalSi
neopravnéné pfedani, omezené uchovavani.

The frequency of the transfer: Continuous Frekvence predavani: pribézna

Nature of the processing: Collection/obtainment, Povaha zpracovani: shromazdovani/ziskavani,
storage, alternation, transfer/transmission, de- uchovavéani, alternace, pfedani, deidentifikace
identification (pseudonymisation, anonymisation, (pseudonymizace, anonymizace, agregace,
aggregation, masking, removal of data elements), maskovani, vyjmuti ¢asti udajd), vymaz/likvidace.

deletion/destruction

CTA Template, EU, General_Sponsor, 05-MAY-2021
Approved, 27-NOV-2023
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Purpose(s) of the data transfer and further
processing: Protection of health achieved through
the following processing activities

- Reporting on the results and progress of the
clinical trial (including through case report forms
(CRFs)

- Performing safety reporting on serious adverse
events (SAEs) and notification on SAEs to the
regulatory authorities

- Archiving the clinical trials master file

The period for which the personal data will be
retained, or, if that is not possible, the criteria used
to determine that period: From enrollment of the
study subject into the study to end of data retention
obligations

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

2. Healthcare professionals (site personnel)

Categories of data subjects whose personal data is
transferred: Healthcare professionals

Categories of personal data transferred: Name,
surname, sex, work address, work phone number,
signature, work fax number, work email address,
work mobile phone number, office e-mail address,
office phone number, company phone number,
work address/location, professional trainings and
licenses, education, work experience, language

skills, professional membership,  awards,
publications, position, function in the study,
obligations

Sensitive data transferred: None
The frequency of the transfer: Repetitive

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

Purpose(s) of the data transfer and further

processing: Administration of the Study achieved

through the following processing activities

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

- Obtaining of research-related payments and
reimbursement of administrative expenses.

CTA Template, EU, General_Sponsor, 05-MAY-2021
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Usel(y) predavani ddaju a dalsiho zpracovani:
Ochrana zdravi dosazend diky nize uvedenym
¢innostem:

- HIaSeni vysledkG a postupu klinického
hodnoceni (zejména prostfednictvim zaznamu
subjektd hodnoceni (CRFs)).

- Bezpecnostni hldSeni zadvaznych nezddoucich
pfihod (SAEs) a oznameni SAEs kontrolnim
Graddm.

- Archivace hlavni slozky klinického hodnoceni.

Obdobi, po které budou osobni udaje uchovavany,
nebo, pokud to neni mozZné, kritéria pouZita ke
stanoveni tohoto obdobi: od zafazeni Subjektu
hodnoceni do Studie do skonceni povinnosti
uchovavat Udaje.

U predani udaji (dilcim) zpracovatelum uved'te také
predmeét, povahu a délku zpracovani: nevztahuje se

2. Zdravotnicti odbornici (personal centra)

Kategorie subjektu udaja, jejichz osobni udaje se
predavaji: zdravotniéti odbornici

Kategorie predavanych osobnich uddaji: jméno,
prijmeni, pohlavi, adresa pracovisté, telefonni &islo
na pracovisté, podpis, fax na pracovisté, sluzebni
emailova adresa, sluzebni telefonni ¢islo, emailova
adresa do kancelafe, telefonni Cislo do kancelare,
telefonni  Cislo  spole€nosti,  adresa/lokalita
pracovisté, odborna skoleni a opravneéni, vzdélani,
pracovni zkuSenosti, jazykové dovednosti, profesni
¢lenstvi, ocenéni, publikace, pozice, role ve Studii,
povinnosti.

Predani citlivych udaji: neprobiha
Frekvence predavani: opakované

Povaha Zpracovani: shromazdovani/ziskani,
uchovavani, alternace, predani, deidentifikace
(pseudonymizace, anonymizace, agregace,
maskovani, vyjmuti ¢asti Udaju), vymaz/likvidace.

Usel(y) predavani (daji a dalsiho zpracovani:

organizace Studie dosazend prostfednictvim nize

uvedenych zpracovatelskych ¢innosti:

- Alokace kvalifikovaného a  adekvatné
vyskoleného personalu na provadéni Studie.

- Obdrzeni plateb souvisejicich s vyzkumem a
Uhrada administrativnich vydaju.
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The period for which the personal data will be
retained, or, if that is not possible, the criteria used
to determine that period: From the site identification
to end of financial obligations to end of study data
retention obligations.

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

CTA Template, EU, General_Sponsor, 05-MAY-2021
Approved, 27-NOV-2023
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Doba, po kterou budou osobni tdaje uchovavany,
nebo, pokud to neni mozZné, kritéria pouZzita ke
stanoveni této doby: od identifikace centra do
skon€eni finan¢nich povinnosti, do skonceni
povinnosti uchovavani studijnich tdaju.

U predani (dilcim) zpracovatelim uvedte také
predmét, povahu a délku zpracovani: nevztahuje
se.
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ATTACHMENT 3

TECHNICAL AND ORGANISATIONAL
MEASURES FOR THE INSTITUTION AND
THE INVESTIGATOR

Preamble

The present Attachment specifies the technical and
organisational measures described in the contract
data processing agreement in detail. In this
connection, the present state of the art, the cost of
implementation and the  type, scope,
circumstances and purposes of data processing
will be taken into account especially. In addition,
the different likelihoods of occurrence and the
severity of the risk for the rights and freedoms of
natural persons will be considered so as to achieve
an appropriate level of protection for natural
persons commensurate with the risk.

1 Pseudonymisation of personal data

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

Measures in connection with the pseudonymisation
of personal data:

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

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

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

Use of software allowing safe management of
pseudonymised data.

CTA Template, EU, General_Sponsor, 05-MAY-2021
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PRILOHA €. 3

TECHNICKA A ORGANIZACNi OPATRENI
PRO ZDRAVOTNICKE ZARIZENi A
HLAVNIHO ZKOUSEUJICIHO

Preambule

Souc¢asna Priloha podrobné specifikuje technicka a
organizatni opatfeni popsana ve smlouvé o
zpracovani udajl. Vtéto souvislosti se bude
pfedevsim jednat o technologickou Uroven, naklady
na zavedeni opatfeni a typ, rozsah, okolnosti a ucely
zpracovani  Udaju. Dale budou  zvazeny
pravdépodobnosti vyskytu a zavaznost rizik pro
prava a svobody fyzickych osob za uc¢elem dosazeni
odpovidajici Urovné ochrany osobnich Udajl
fyzickych osob Umérné riziku.

1 Pseudonymizace osobnich udaju

Pseudonymizaci se rozumi zpracovani osobnich
Udaju takovym zpusobem, Ze osobni daje nemohou
byt dale pfifazeny specifickému subjektu Udaju bez
dalSich informaci za pfedpokladu, Ze tyto dalsi
informace jsou uchovavéany oddélené a podiéhaji
technickym a organizaénim opatfenim zajistujicim,
Zze osobni Udaje nemohou byt pfifazeny
identifikované nebo identifikovatelné fyzické osobé.

Opatfeni v souvislosti s pseudonymizaci osobnich
Gdajl:

Vybér vhodné pseudonymizaéni metody dle
technickych moznosti.

Princip pseudonymizace je centralni
konceptu spole€nosti pro ochranu udaju.

prvek

Pseudonymizace Udaju zalozena na riziku dle
riznych kategorii pozadavku na zabezpeceni.

Pouziti softwaru umozfujiciho bezpeénou
sprévu pseudonymizovanych udajd.
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Safe storage of the cryptographic keys or
control lists used for pseudonymisation
(optionally, encoded storage of the control
lists).

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

The exporter (investigational site) is responsible to
implement  pseudonymization following the
importer (sponsor) instructions developed for the
implementation of pseudonymization and given to
the exporter.

2 Encoding of personal data

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

Measures in connection with the encryption of
personal data:

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

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

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

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

CTA Template, EU, General_Sponsor, 05-MAY-2021
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Bezpeéné uchovavani kryptografickych klicd
nebo  kontrolnich seznami pouzivanych
k pseudonymizaci (dobrovolné také zakddované
uchovavani kontrolnich seznama).

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

Vyvozce (vyzkumné centrum) je odpovédné za
zavedeni pseudonymizace dle pokynl dovozce
(zadavatele) vyvinutych pro Gcely pseudonymizace
Gdaju a poskytnutych vyvozci.

2 Koédovani osobnich udaju

Kédovéani osobnich Udaji je bézna praktika za
UCelem ochrany téchto Udaju pred jejich
zpristupnénim neopravnénym osobam. Kédovani se
hodi zejména k ochrané adajl proti vnéj§im vlivim,
napf. proti Utokam hacker( a Spionazi. Kédovani je
proces konverze ¢itelnych informaci na necitelné a
neinterpretovatelné sekvence znakd.

Opatfeni v souvislosti s kddovanim osobnich Gdaju:

Vhodné kryptograficka metoda bude vybrana
podle soucasné Urovné technologie a kategorie

pozadavkl na ochranu zpracovavanych
osobnich udaju.
Pouziti kodovacich metod v souladu

s konceptem ochrany udaju.

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

Pravidelna kontrola kédovani archivovanych
Udaju dle poslednich technologickych standardd
(zejména pfi zavadéni novych kédovacich metod
pfi zpracovani udajl).
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Processes for managing and protecting
cryptographic information (especially
authorisation concept for internal and external
staff with access to encoded information).

3 Ongoing confidentiality and integrity of
processing systems and services

Ensuring ongoing confidentiality of the data
processing systems is one of the key elements of
modern safety mechanisms and forms part of the
essential protection objectives of the GDPR.
Measures for implementing the principle of
confidentiality include those belonging to
admission and access control as well as access
inspection. The technical and organisational
measures taken in this connection have the
objective of ensuring appropriate security of the
personal data, including protection against
unauthorised or unlawful processing and against
accidental loss, destruction or damage.

3.1 Measures to ensure permanent
confidentiality
Confidentiality agreements with internal and

external staff.

Confidentiality agreements with external service
providers.

Security agreements with external service

providers.

Use of a comprehensive data protection concept.

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

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

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

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

CTA Template, EU, General_Sponsor, 05-MAY-2021
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Procesy pro spravu a ochranu kryptografickych
informaci (zejména koncept opravnéni pro
interni a  externi  personal s pfistupem
k zakbédovanym udajam).

3 Prabézné zajisténi duavérnosti a integrity
systému a sluzeb zpracovani udaju

Pribézné zajisténi  dlvérnosti systémi na
zpracovani Udaju je jednou zkliCovych slozek
modernich mechanism0 a nalezi k zakladnim cilim
ochrany Udaji GDPR. Opatfeni pro zavedeni
principu miéenlivosti zahrnuji opatfeni tykajici se
kontroly vstupu a pfistupu a inspekce. Cilem
technickych a organizaénich opatfeni pfijatych v této
souvislosti je zajiSténi odpovidajiciho zabezpeceni
osobnich adajl véetné ochrany proti
neopravnénému nebo nezakonnému zpracovani a
proti nahodilé ztraté, zni¢eni nebo poskozeni.

3.1 Opatieni  k zajisténi
zachovani davérnosti

permanentniho

Dohody o milcenlivosti uzaviené sinternim i

externim persondlem.

Dohody o milCenlivosti uzaviené s externimi

poskytovateli sluzeb.

Dohody o zabezpe€eni uzaviené s externimi

poskytovateli sluzeb.

Pouziti vSeobecného konceptu ochrany udaja.

Dodrzovani bezpec¢nostnich pokynd za ucelem
identifikace slabin ochrany osobnich Udaji a spravy
bezpecnostni infrastruktury.

Definice a kontrola pouziti pfijatelnych zdrojad,
zejména komunikacnich kanald.

Ochrana proti
hackeru).

vnéj§im vlivdm (Spionéz, utoky

Vyhrazené prostfedi (budovy, mistnosti, zejména
serverovna) vybavené pro zpracovani Udajl
v souladu s konceptem ochrany udaju.
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Taking into account the principles of privacy by
design and privacy by default in the data protection
concept.

Limitation of authorised staff to those who are
verifiably competent (locally, technically), properly
trained, reliable (optionally, have passed vetting)
and formally authorised and who have no conflicts
of interest when performing such work.

3.2 Measures to ensure ongoing integrity:

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

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

Documentation of the assignment of authorisations
and roles.

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

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

3.3 Measures to ensure ongoing resilience of
the systems and services

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

Load balancing.
Penetration tests.

Regular resilience tests of the data processing
systems.

34 Measures for  ensuring system
configuration, including default configuration

CTA Template, EU, General_Sponsor, 05-MAY-2021
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Zakomponovani principd zamérné a automatické
ochrany Udajt do konceptu ochrany Gdaja.

Omezeni poctu opravnéného persondlu na
prokazatelné kompetentni osoby (lokalné a
technicky) fadné vyskolené, spolehlivé (dobrovolné
podstoupily provérku), oficialné opravnéné a bez
stfetu zajmu pfi vykonavani uvedené cinnosti.

3.2 Opatreni k zajisténi priibézné integrity:

Pouziti kryptokonceptu pocinaje klasifikaci zaznamua
podle rizika vramci kategorii bezpecnostnich
pozadavku.

Pouziti kontrolnich souctl, elektronickych peceti a
podpisu  pfi  zpracovani  Udaju v souladu
s kryptokonceptem.

Dokumentace udéleni opravnéni a pfidéleni roli.

Zdokumentovani hardwarového a softwarového
vybaveni a Udrzba a evidence inventare.

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

3.3 Opatieni k zajisténi prabézné odolnosti
systému a dostupnosti sluzeb

Tato kategorie zahrnuje napfiklad opatfeni, ktera je
nutné prijmout béhem faze pfed zpracovanim udaju
zpracovatelem. Dale je vyzadovano nepretrzité
monitorovani systémda.

Rovnovaha zatizeni.

Testy prolomeni opatfeni.

Pravidelné testy odolnosti
udajh.

systémi zpracovani

3.4 Opatieni k zajisténi konfigurace systému
véetné zakladniho nastaveni
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Central procurement of hardware and software.

Change of system configuration only by system
administrators.

Data protection-friendly configuration of the
systems.

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

Installation of new software only with the

authorisation of a system administrator.

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

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

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

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

Separate storage of data records.

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

Regular testing of data recovery tools.
Emergency power supply.

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

Availability of back-up computers and software

solutions for emergency situations.
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Centralni ndkup hardwaru a softwaru.

Zména nastaveni

systému.

systému pouze spravcem

Nastaveni systému v zajmu ochrany udaja.

Pravidelné kontroly verzi standardniho softwaru
podle konceptu ochrany Udaji (intenzita kontrol
zavisi na pouzitém softwaru, avSak posouzeni by
mélo probéhnout alespon jednou ro¢né).

Instalace novych softwarli pouze se souhlasem
spravce systému.

4 Zajisténi schopnosti obnovit dostupnost,
pristup a zaznamenavani pifihod

Za Ucelem zajisténi obnovitelnosti jsou na jedné
strané pozadovana dostatecnd zabezpeceni a na
strané druhé plany opatfeni k obnoveni provozu
v pfipadé katastrofickych scénaf (a v pfipadé
potfeby zajiSténi zalohy).

4.1 Opatreni k zajisténi schopnosti véas obnovit
dostupnost a pristup kosobnim uddajim
v pripadé fyzického nebo technického incidentu

Pravidelna archivace zaznamenanych Udaji a
pouziti zrcadlovych proces(.

Oddélené uchovavani zaznamenanych udaju.

Akeni plan pro poruSeni ochrany udajl (plan Fizeni
v pfipadé poruseni ochrany udajd).

Pravidelné testovani nastroju obnovy Gdaja.
Nouzové zajisténi dodavky elektfiny.

Dvé nezavislé cesty pfistupu kexterni siti
(internetové pripojeni poskytované alespon dvéma

nezavislymi poskytovateli).

Dostupnost zalohovych pocitacl a softwarového
feSeni nouzovych situaci.
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4.2 Measures for ensuring events logging

Automated logging of data breaches.

Guidelines on handling data breaches.

5 Regular examination, assessment and
evaluation of the effectiveness of the measures

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

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

Internal and external test

evaluations.

reports and

Make regular assessments of test results and
adjustments.

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

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

6 Identification and authorisation of users
6.1 Access control

This means measures to ensure that individuals
authorised to use the data processing processes
have access only to personal data for which they
have access authorisation. In this connection, the
processor needs to take measures to ensure that
individuals working in data processing have access
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4.2 Opatreni k zajisténi zaznamenavani prihod

Automatické zaznamenavani
Gdaju.

poruSeni ochrany

Pokyny, jak fesit pfipady porudeni ochrany udaju.

5 Pravidelné testy, posuzovani a vyhodnoceni
efektivity opatreni

Opatfeni k nepretrzité kontrole, posouzeni a
vyhodnoceni zejména efektivity technickych a
organizacnich opatfeni zabezpeceni udaju, ktera jiz
byla pfijata za UCelem zajisténi zabezpeceni
zpracovani Udaju. Tato povinnost se vztahuje na
vS8echna technicka a organizaéni opatfeni (Oddil 1
az 12).

Opatfeni pro pravidelné testovani, posouzeni a
vyhodnoceni efektivity technickych a organiza¢nich
opatfeni:

Zpravy o internich a externich testech a
vyhodnoceni.

Pravidelné vyhodnoceni vysledku testl a Gpravy.

Pravidelné posouzeni hardwaru a softwaru podle
registru vybaveni a roc¢ni aktualizace registru
vybaveni.

Pravidelné posouzeni systému zpracovani adaja
a ¢innosti v ramci zpracovani udaji ke zjisténi
mezer v zabezpeceni, které by mohly vyplynout
z technického vyvoje nebo zmény v praktikdch
zpracovani.

6 Identifikace a opravnéni uzivatel(
6.1 Kontrola pfistupu

Timto se rozumi opatfeni k zajisténi, aby fyzické
osoby opravnéné pouzivat procesy ke zpracovani
osobnich (daju meély pfistup pouze k osobnim
Udajim, knimz maji povoleny pfistup. V této
souvislosti potfebuje zpracovatel pfijmout opatfeni
k zajisténi, aby fyzické osoby podilejici se na
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only to those data for which they have the
appropriate authorisation and that personal data
cannot be read, copied, changed or deleted without
authorisation during processing, use and after
saving.

Measures to prevent access to personal data by
unauthorised individuals:

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

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

Prohibition to pass on passwords.

Authorisation concept at application and data
level with differentiated authorisation levels
(profiles, rules, transactions and objects)

Log of access authorisations assigned.

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

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

Protection against access through screen-
savers.

6.2 Control of access to data processing
systems

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

Measures to prevent use of the data processing
systems by unauthorised individuals:
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zpracovani Udaji mély pfistup pouze k tém tdajam,
k nimz maji pfislusné opravnéni, a k zajisténi, aby
osobni Udaje b&hem zpracovani, pouzivani a po
uloZeni nemohly byt precteny, kopirovany, ménény
nebo vymazany bez opravnéni.

Opatfeni pro prevenci pfistupu k osobnim ddajum
neopravnénymi osobami:

Pouziti individualnich a personalizovanych
pfistupovych udaju.

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

Zakaz poskytovani hesel dalsim osobam.

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

Zaznam pridélenych opravnéni pristupu.

Pouziti podpist a certifikatd k ovéfeni autorstvi a
opravnéni ke ¢éteni.

Kédovani (daju a datovych nosicu v zavislosti na
potiebé& ochrany.

Ochrana proti pfistupu prostfednictvim Setfich
obrazovky.

6.2 Kontrola pristupu do systému zpracovani
udaja

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

Opatreni k prevenci pouziti systému pro zpracovani
Udaju neopravnénou osobou:
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Password system (among others,
characters, minimum length).

special

Prohibition to pass on passwords.

Automatic blocking of the screen when inactive
for a certain period of time.

Blocking of work stations and/or usernames in
the event of several failed attempts at access.
Regular evaluation of access authorisation.
Logging of the use of access authorisations.

Sealing of internal
firewall systems.

networks by installing

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

Encoding of smart phones.
Locking casings.
6.3 Admission control

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

Measures to deny unauthorised individuals

admission to data processing facilities:
Definition of authorised persons.
Admission control devices using personalised and

encoded ID cards with photographs.

Rules on admission of individuals not with the
company.
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Systém hesel (mimo jiné specidlni znaky,

minimalni délka).
Zakaz predavani hesel dalSim osobam.

Automatické uzamceni obrazovky, pokud je po
néjakou dobu neaktivni.

a/nebo
nékolika

Zablokovani pracovnich mist
uzZivatelskych  jmen v pfipadé
neuspésnych pokusl o pfistup.

Pravidelné hodnoceni opravnéni pfistupu.
Zaznamenavani pouziti opravnéni pfistupu.

Zabezpeceni internich siti prostfednictvim

firewallu.

Kédovani Gdaju a pevnych diskd v souladu
s konceptem kategorie ochrany udaj.

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

Timto se rozumi opatfeni odpirajici vstup
neopravnénym fyzickym osobam do budov a
vypocetnich center, kde dochazi ke zpracovani
osobnich Udaji. Vtéto souvislosti zpracovatel
potfebuje pfijmout opatfeni k zajisténi, aby do budov
a vypocetnich center byly vpustény pouze osoby
s fadnym opravnénim.

Opatieni k odepreni pfistupu osobam do zafizeni,
kde se zpracovavaji udaje.

Definice opravnénych osob.
Zafizeni kontroly vstupu pouzivajici
personalizované a zakdédované identifikacni karty

s fotografii.

Pravidla vpousténi osob, které nejsou zaméstnanci
spolecnosti.
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Establishment of different security zones with
different admission authorisations.

Documentation of the assignment and withdrawal
of admission authorisations.

Burglar alarm system connected to the

continuously manned security centre or the police.

Additional admission control measures and
monitoring the state of the doors leading to server
rooms.

Monitoring of emergency exits.

Restrictive rules on keys.

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

Obligation to wear ID.
Video recording in certain areas.

Video surveillance of entry doors.

Biometric admission blocking
rooms).

(e.g. to server

7 Protection of data during transmission

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

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

Encrypting data and data carriers depending on
the need for protection, especially by means of
hardware or software-based encoding of files
and hard disks (e.g. Secude Secure File,
SecureDoc Disk Encryption, Truecript).
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Ustanoveni rGznych bezpecénostnich zén s rlznou
Urovni opravnéni ke vstupu.

Zdokumentovani pfidéleni a odebrani opravnéni ke
vstupu.

Poplasny systém proti vloupani napojeny na
bezpecnostni centrum s nepfetrzitym provozem
nebo na policii.

Dal&i opatfeni kontroly vstupu a monitorovani stavu
dvefi vedoucich do serveroven.

Monitorovani nouzovych vychodu.

Restriktivni opatfeni tykajici se kli¢u.

Navstévy jsou vpuStény pouze za doprovodu
personalu zpracovatele udaju.

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

Kamerovy dohled nad vstupnimi dvefmi.

Biometrické
serveroven).

zabezpe€eni vstupu (napf. do

7 Ochrana udaji béhem pirenosu

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

Opatfeni k prevenci neopravnéného precteni a
k zajisténi dohledatelnosti a ochrany integrity Gdajl
béhem pfenosu dat:

Kdédovani udaji a datovych nosi¢t podle potfeby
jejich  ochrany, zejména  prostfednictvim
hardwarového a softwarového kédovani soubor
a pevnych diskd (napf. Secude Secure File,
SecureDoc Disk Encryption, Truecript).
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Encryption of data transfer, especially in case
of transfer through public networks (e.g. ssl,
tls).

Use of virtual private networks (VPN).
Electronic signature.
Careful selection of delivery staff.

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

8 Protection of data during storage

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

8.1 Measures to ensure permanent availability

Regular data back-up or use of

processes.

mirroring

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

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

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

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

Early warning system for fire, water and

temperature in the server rooms.
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Kédovani prenosu dat zejména v pripadé
prenosu prostfednictvim vefejnych siti (napt. ssl,
tls).

Pouziti virtualni privatni sité (VPN).
Elektronické podpisy.
Peclivy vybér dorucovaciho personalu.

Dovozce je odpovédny za pfipravu pokynd
ohledné tohoto typu opatfeni pro vyvozce.
Vyvozce (vyzkumné centrum) je odpovédné za
zavedeni opatfeni na ochranu Udaji pfi jejich
pfenosu podle pokynt dodanych dovozcem
(zadavatel).

8 Ochrana udajt béhem uchovavani

Timto se rozumi opatfeni k zajisténi ochrany
osobnich 0daji proti nahodilému zni¢eni nebo
ztraté. Tato opatfeni musi byt navrzena k zajisténi
permanentni dostupnosti tdaju.

8.1 Opatreni k zajisténi permanentni
dostupnosti
Pravidelné  zalohovani dat nebo pouziti

zrcadlovych procesu.

Likvidace hardwaru (zvlasté serverll) po kontrole
pouzitych datovych nosi¢l v daném hardwaru a
v pfipadé potfeby po zalohovani relevantnich
datovych zaznamd.

Neprerusitelna dodavka elektfriny (UPS).

Vicevrstva struktura antiviru a firewall.

Pravidelné testovani obnovy dat dle konceptu
ochrany dat.

8.2 Opatreni k zajisténi fyzického zabezpeceni
vSech mist, kde probiha zpracovani osobnich
udaju:

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

IT management by qualified staff trained on an
ongoing basis.

8.3. Separation rule

Logical and technical separation of data.
User profiles/separation of user accounts.
Different access authorisations.

Storage in specific memory zones.
Separation of the processing systems

9 Assignment control
contractors)

(transfers to sub-

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

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

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

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

Ensure that performance of the assignment is
controlled and documented.

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

10 Data minimization and data quality

This means measures that ensure compliance with
the principle of data minimization laid down in the
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Protipozarni dvere.

Rizeni IT kvalifikovanym prab&zné
personalem.

Skolenym

8.3 Pravidlo separace

Logicka a technickd separace dat.

Uzivatelské profily/ separace uzivatelskych Gcta.
Odli8na opravneéni pfistupu.

Uchovéavani ve specifickych pamétovych zénach.
Separace systému pro zpracovani udaju.

9 Kontrola dat

subkontrahentiim)

povéreni (predani

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

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

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

Podrobné pisemné definice (smlouva/dohoda)
smluvnich vztah(li a formalizace celé sekvence
predavani, tyka se téz pouzivani subdodavateld,
jednozna¢na pravidla pro kompetence a
povinnosti.

Zajisténi kontroly a dokumentace provedeni ukolu.
Pisemna dohoda se subdodavateli, aby zavazali

svlj persondl a externi persondl mléenlivosti
ohledné udaju.

10 Minimalizace dat a kvalita dat

Timto se rozumi opatfeni zajiStujici dodrzovani
principu minimalizace Udaju stanoveného GDPR a
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GDPR and measures that counteract data
retention. It shall be ensured that no more data is
processed than necessary for the respective
purposes. In addition, a high quality of data shall be
guaranteed, in particular with regard to the principle
of accuracy of data.

10.1 Measures for ensuring data minimisation

Regular evaluation of the processes for data
collection.

10.2 Measures for ensuring data quality

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

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

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

Input control (see Section 8).

11 Allowing data portability and ensuring
erasure and accountability

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

11.1 Measures for allowing data portability and
ensuring erasure

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

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

CTA Template, EU, General_Sponsor, 05-MAY-2021
Approved, 27-NOV-2023

University Hospital Hradec Kralove

opatfeni proti zadrzovani Udaju. Je tfeba zajistit,
aby nebyly zpracovavany Udaje jiné, nez Udaje
potfebné pro dané Ucely. Dale je tfeba zajistit
vysokou uroven kvality udajl, zejména s ohledem
na princip pfesnosti udaju.

10.1 Opatieni k zajisténi minimalizace dat

Pravidelné hodnoceni procest pro shromazdovani
Gdaju.

10.2 Opatieni k zajisténi kvality dat

Procesy zajistujici aktualizaci udaju.

Opatfeni k zajisténi permanentni integrity Gdajl
(viz Oddil 3.2).

Opatfeni k zajisténi schopnosti v€as obnovit
dostupnost osobnich Udajd a pfistup knim
v pfipadé fyzického nebo technického incidentu
(viz Oddil 4.1).

Kontrola na vstupu (viz Oddil 8).

11 Umoznéni prenosnosti
vymazu a evidence dat

dat a zajisténi

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

11.1 Opatreni k zajisténi prenosnosti a vymazu
dat

Koncept vymazani Gdaji zaloZzeny na klasifikaci do
kategorii podle pozadavkl na zabezpeceni (viz
Oddil 3.2).

Oddélené uchovavani soubor( udajl

shroméazdénych pro rizné Ucely nebo patficich do
riznych kategorii ochrany.
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Measures for separation control (see Section 8.3.).
Guidelines on the deletion of data.
11.2 Measures for ensuring accountability

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

Regular updating of the protocols on the measures.

12 Internal IT and IT security governance and
management

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

12.1 Measures for internal IT and IT security
governance and management

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

Guidelines for the handling of personal data.

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

12.2 Measures for certification/assurance of
processes and products

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

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

If the party engages sub-processors, the party shall
impose the same or no less stringent technical and
organisational measures on the processing by
these engaged sub-processors.
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Opatfeni pro separatni kontrolu (viz Oddil 8.3).
Pokyny pro vymaz Gdaju.
11.2 Opatieni k zajisténi evidence

Zaznam opatfeni pfijatych kfeSeni dotazl
vznesenych subjekty 0daji nebo dohlizejicimi
Urady.

Pravidelna aktualizace protokolu opatfeni.

12 Interni IT a zajiSténi a kontrola zabezpeceni
IT

Timto se rozumi opatfeni k zajiSténi existence
struktury, dle které zpracovani osobnich udajl
nevede ke zvysSeni rizika pro subjekty udaji. Tato
opatfeni zahrnuji struktury pro ukladani Gdaja a
procesy garantujici konstantni nebo zvySujici se
uroven kvality pouzivanych procest a systemu.

12.1 Opatieni pro interni IT a =zajisténi a
kontrolu zabezpeceni IT

Pravidelna Skoleni zaméstnancl (vedeni a dalSi
interni i externi personal) v souladu s principem
zajisténi  integrity a  milcenlivosti  ohledné
zpracovani udaju (alespofi jednou ro€né).

Pokyny pro nakladani s osobnimi udaji.

zaméstnanci  ohledné
udaji a systéma pro

Pravidelna  Skoleni
nakladani s osobnimi
zpracovani udajl.

12.2 Opatfeni pro certifikaci/zajisténi procesu a
produktt

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

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

Pokud strana angaZzuje dil¢i zpracovatele udaju, je
povinna jim ulozit stejnd ¢&i neméné prfisna
technickd a organizacni opatfeni tykajici se
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zpracovani udaju, na néz byli tito dil&i zpracovatelé
angazovani.
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