CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

This Clinical Trial Agreement (the
"Agreement") is made by and among Curis,
Inc., a Delaware Corporation having its
principal place of business at 128 Spring
Street, Building C, Suite 500, Lexington, MA
02421 (the "SPONSOR");

and

VSeobecna fakultni nemocnice v Praze,
having a business office at U nemocnice
499/2, 128 08 Praha 2, Czech Republic,
Registration number: 000 64165
("Institution™);

and

XXXXX
an employee of the Institution (the "Principal
Investigator” or “Investigator”); and

This Agreement shall commence after
signatures of all Contracting Parties (the
“Execution Date®) and it shall become
effective on the date of publication in the
Register of Contracts (the “Effective Date").

Institution and the
may hereafter be
“‘Party“ or

The SPONSOR, the
Principal Investigator
referred to individually as a
collectively as the “Parties”.

Tato smlouva o klinickém hodnoceni
(dale jen ,Smlouva“) uzaviena mezi
spole¢nosti
Curis, Inc., spole€nosti ze statu Delaware se
sidlem na adrese 128 Spring Street, Building
C, Suite 500, Lexington, MA 02421
(dale jen ,ZADAVATEL");

a

VSeobecna fakultni nemocnice v Praze, se
sidlem na adrese U nemocnice 499/2, 128 08
Praha 2, Ceska republika, IC: 000 64165,
(dale jen ,Zdravotnické zafizeni®);

a

XXXXX

zameéstnancem Zdravotnického zafizeni
(dale jen ,Hlavni zkouSejici“ nebo
.Zkousejici“); a

tato smlouva nabyva platnosti dnem podpisu
vSemi smluvnimi stranami (,Datum platnosti®)
a ucinnosti dnem uvefejnéni v registru smluv
(,Datum uc&innosti®).

ZADAVATEL, Zdravotnické zafizeni a Hlavni
zkouSejici mohou byt dale oznaCovani
jednotlivé jako ,Smluvni Strana“ nebo
spolecné jako ,Smluvni strany®.

WHEREAS Institution’s mission
among others includes research into new or
improved methods of treating cancer
including the design and execution of human
clinical trials to evaluate new agents for the
treatment of cancer and related diseases and
conditions.

VZHLEDEM K TOMU, ZE poslanim
Zdravotnického zafizeni je mimo jiné vyzkum
novych nebo vylepSenych metod I1éCby
rakoviny v€etné& navrhovani a provadéni
klinickych hodnoceni u lidi s cilem vyhodnotit
noveé latky pro IéCbu rakoviny a souvisejicich
onemocnéni a stava.




WHEREAS SPONSOR hereby retains
Institution to conduct the Study as further
described herein.

VZHLEDEM K TOMU, ZE
ZADAVATEL timto povéfuje Zdravotnické
zarizeni provadénim Studie, jak je dale
popsano v tomto dokumentu.

WHEREAS by separate agreement,
Sponsor has engaged Catalyst Clinical
Research, LLC, having a place of business at
2528 Independence Boulevard, Suite 100,
Wilmington, NC 28412 (hereinafter "CRO") to
act as SPONSOR’s contract research
organization to perform certain duties and
functions in relation to this Study.

VZHLEDEM K TOMU, ZE na zakladé
samostatné smlouvy zadavatel povéfil
spolecnost Catalyst Clinical Research, LLC
se sidlem na adrese 2528 Independence
Boulevard, Suite 100, Wilmington, NC 28412
(dale jen ,CRO*), aby pusobila jako smluvni
vyzkumna organizace ZADAVATELE a plnila
urcité povinnosti a funkce v souvislosti s touto
Studii.

Now, therefore, in consideration of the
mutual covenants and representations
hereinafter set forth, SPONSOR, Institution
and the Principal Investigator each hereby
agree as follows:

Nyni se tedy s ohledem na vzajemné
zavazky a prohlaseni uvedené nize,
ZADAVATEL, Zdravotnické zafizeni a Hlavni
zkousejici dohodli nasledovné:

1. Scope of Clinical Trial

1. Rozsah klinického hodnoceni

(a) Institution agrees to conduct a human
clinical study (the "Study") of XXXXX (the
"Study Drug") in accordance with the study
protocol entitled " XXXXX “ (Study Number:
CA-4948-101) (the "Protocol"), and as
approved by the Ethics Committee having
jurisdiction and standing (the "EC") and Statni
ustav pro kontrolu IéCiv (SUKL), including any
amendments thereto, is hereby incorporated
herein by reference and attached hereto as
Exhibit A.

The Study will be carried out under the
supervision of the Principal Investigator at 1.
Interni klinika - hematologie of the VSeobecna
fakultni nemocnice in Prague.

(a) Zdravotnické zafizeni souhlasi s tim,
Ze provede klinickou Studii na lidech (dale jen
»otudii“) XXXXX (dale jen ,Hodnoceny
pfipravek®) v souladu s protokolem Studie
nazvanym ,XXXXX* (Cislo studie: CA-4948-
101) (dale jen ,Protokol) a schvalenym
etickou komisi s pravomoci a postavenim
(dale jen ,EK*) a Statnim ustavem pro
kontrolu léCiv (SUKL), v€etné vSech jeho
dodatka, ktery je timto zac¢lenén do tohoto
dokumentu formou odkazu a pfiloZen jako

pfiloha A.

Klinické hodnoceni se bude provadét pod
dohledem hlavniho zkou$ejiciho na I. Interni
klinice — hematologie VSeobecné fakultni
nemocnice v Praze.

(b)

The Principal Investigator shall

(b)

Hlavni zkouSejici bude dohlizet na




supervise the Study on behalf of Institution
with the prior approval and ongoing review of
Institution and in accordance with all
applicable laws, and regulations and
guidelines, the International Conference on
Harmonization Guidelines for Good Clinical
Practices, and other good clinical and
medical practice requirements, all relevant
confidentiality, privacy, and security of patient
information laws, including but not limited to
the General Data Protection Regulation
2016/679 (“GDPR”), EC Clinical Trials
Directive 2001/20/EC; EC GCP Directive
2005/28/EC,; Clinical Trial Regulation (EU)
536/2014 and all relevant anti-corruption,
anti-bribery, and anti-fraud/abuse laws and
regulations, as well as any other mandatory
laws applicable in the Czech Republic where
the Study will take place and to which the
Institution and Principal Investigator are
subject to, and as such may be amended
from time to time (collectively, “Applicable
Law”). Institution shall provide appropriate
facilities and administrative support sufficient
to allow the Principal Investigator to conduct
the Study and shall be responsible for
compliance of the Principal Investigator and
its employees and agents with the terms
hereof. Sponsor shall have the Study
approved by the competent authority.
Institution shall not replace the Principal
Investigator without SPONSOR'’s prior written
consent, and any such replacement shall be
bound by the terms and conditions of this
Agreement. In the event the Principal
Investigator becomes either unwilling or
unable to perform the duties required by this
Agreement, Institution and/or the Principal
Investigator shall immediately notify
SPONSOR and cooperate, in good faith and
expeditiously, to find a replacement
investigator reasonably acceptable to
SPONSOR; provided, however, Principal
Investigator shall continue to be bound by all
the applicable obligations and conditions
under this Agreement including, without
limitation, the obligations under Sections 8,
and 9. In the event an acceptable
replacement investigator is not found, this
Agreement may be terminated by SPONSOR

Studii jménem Zdravotnického zafizeni

s pfedchozim souhlasem a pribéznou
kontrolou Zdravotnického zafizeni a v
souladu se vdemi platnymi zakony, pfedpisy
a pokyny, , pokyny Mezinarodni konference
0 harmonizaci pro spravnou klinickou praxi,

a dalSimi poZadavky na spravnou klinickou

a lékarskou praxi, vSemi pfisluSnymi zakony
o ddvérnosti, soukromi, a bezpec&nosti
informaci o pacientech, mimo jiné véetné
obecného nafizeni o ochrané osobnich udaju
2016/679 (,GDPR*), smérnice ES o klinickych
hodnocenich 2001/20/ES; smérnice ES

o spravné klinické praxi 2005/28/ES; nafizeni
0 klinickém hodnoceni (EU) 536/2014

a vSech pfislusnych zakonu a predpis

v oblasti boje proti korupci, uplatkarstvi

a podvodim / zneuzivani, jakoz i veSkerych
dal$ich zavaznych zakoni platnych v Ceské
republice, kde Studie bude probihat a kterym
Zdravotnické zafizeni a Hlavni zkouSejici
podléhaji, a mohou byt ¢as od ¢asu zménény
(dale souhrnné jen ,Rozhodné pravo®).
Zdravotnické zafizeni poskytne Hlavnimu
zkousejicimu odpovidajici zafizeni

a administrativni podporu dostate¢nou

k tomu, aby mohl Studii provadét a odpovida
za to, Zze Hlavni zkousSejici a jeho
zameéstnanci a zastupci dodrzuji podminky
této Smlouvy. Zadavatel necha Studii schvalit
kompetentnim organem. Zdravotnické
zarizeni nesmi nahradit Hlavniho
zkousejiciho bez pfedchoziho pisemného
souhlasu ZADAVATELE a jakakoli takova
nahrada je vazana podminkami této Smiouvy.
V pfipadé, Ze Hlavni zkouSejici nebude
ochoten nebo schopen plnit povinnosti
poZadované na zakladé této Smiouvy,
Zdravotnické zafizeni a/nebo Hlavni
zkousejici o tom neprodlené uvédomi
ZADAVATELE a v dobré vife a urychlené
spolupracuji ve snaze najit nahradniho
zkousejiciho, ktery bude pro ZADAVATELE
pfiméfené pfijatelny; Hlavni zkouSejici je v8ak
i nadale vazan vSemi platnymi zavazky

a podminkami podle této Smlouvy, mimo jiné
v&etné povinnosti podle ¢lank( 8 a 9.

V pfipadé, Ze nebude nalezen pfijatelny
nahradni zkousSejici, muze ZADAVATEL tuto
Smlouvu ukongit v souladu s ¢lankem 6 této




in accordance with Section 6 hereof.
Institution’s, and Principal Investigator’s
cooperation in finding an acceptable
replacement investigator does not negate
their obligation to perform this Agreement up
to the effective date of expiration or
termination of this Agreement.

Smlouvy. Spoluprace Zdravotnického
zafizeni a Hlavniho zkous$ejiciho pfi hledani
pfijatelného nahradniho zkousSejiciho
nezbavuje zkou$ejiciho povinnosti plnit tuto
Smlouvu az do data uplynuti platnosti nebo
ukoncéeni této Smiouvy.

(c) Institution and Principal Investigator
shall conduct the Study in strict accordance
with the terms of the Protocol as approved by
the EC and in accordance with Applicable
Law. Any modifications to the Study or the
Protocol shall be documented in writing, and
Institution and the Principal Investigator shall
not modify the Study and/or the Protocol
without EC approval and SPONSOR’s prior
written consent, except as provided for in
Section 1(e) below. In the event of any
conflict between the terms of the Protocol and
this Agreement, the provisions of this
Agreement shall govern. Institution and
Principal Investigator shall ensure that each
patient that enrolls in the Study is provided
with an informed consent form and shall
require each patient to review and sign an
informed consent form. SPONSOR
undertakes to provide the Institution for the
purposes of the Study with a sample form of
informed consent, which contains all the
requirements of the Sponsor, the Protocol
and relevant legal regulations and has been
approved by the regulatory authority and the
relevant ethics commissions (“Informed
Consent Form”). SPONSOR undertakes to
provide the Informed Consent Form both for
participation in the Study and for the
processing of personal data of the Study
subject. Institution shall not administer, and
shall not permit the Principal Investigator to
administer, the Study Drug (or if applicable,
an alternate therapy or a placebo) to a
patient, unless and until the patient has
received, reviewed and executed the
Informed Consent Form, and the patient has
acknowledged in writing his/her receipt and
understanding thereof and agreement
thereto.

(©) Zdravotnickeé zafizeni a Hlavni
zkouSejici musi provadét Studii v pfisném
souladu s podminkami protokolu schvalenymi
EK a platnymi pravnimi pfedpisy. Jakékoliv
upravy Studie nebo protokolu musi byt
pisemné zdokumentovany a Zdravotnické
zarizeni a Hlavni zkouS$ejici nesmi Studii
a/nebo protokolu zménit bez schvaleni EK

a pfedchoziho pisemného souhlasu
ZADAVATELE, s vyjimkou pfipad
uvedenych v ¢lanku 1(e) nize. V pfipadé
jakéhokoli rozporu mezi podminkami
protokolu a touto Smlouvou budou
rozhodujici ustanoveni této Smlouvy.
Zdravotnické zafizeni a Hlavni zkousejici
zajisti, aby kazdy pacient, ktery je zarfazen do
Studie, obdrzel formular informovaného
souhlasu a vyZzadaiji, aby si kazdy pacient
precCetl a podepsal formular informovaného
souhlasu. ZADAVATEL se zavazuje pfedat
Zdravotnickému zafizeni pro ucely Studie
vzorovy formulaf informovaného souhlasu,
ktery obsahuje veSkeré pozadavky
Zadavatele, Protokolu a pfisludnych pravnich
predpisu a byl schvalen regulaénim organem
a prislusnymi etickymi komisemi (dale jen
»Formulaf informovaného souhlasu®).
ZADAVATEL se zavazuje pfedat FormulaF
informovaného souhlasu jak pro ucast ve
Studii, tak i se zpracovanim osobnich udaju
subjektu Studie. Zdravotnické zafizeni
nepoda a nedovoli Hlavnimu zkouS$ejicimu
podat pacientovi Hodnoceny pfipravek (nebo
pfipadné alternativni Ié€bu nebo placebo),
dokud pacient neobdrzi, nepfezkouma

a nepotvrdi formulaf informovaného souhlasu
a pisemné nepotvrdi jeho prevzeti,
pochopeni a souhlas.




(d) Institution shall ensure that (i)
Principal Investigator and all additional
personnel engaged in the conduct of the
Study are under no contractual or other
obligations or restrictions which are
inconsistent with Institution’s obligations
under this Agreement and do not have a
financial or other interest in SPONSOR or the
outcome of the Study which might interfere
with their independent judgment, and (ii) none
of Principal Investigator or any additional
personnel performing duties directly related to
the Study have been debarred, or providing
services to, any pharmaceutical or
biotechnology company. Institution has
obtained and shall maintain all authorizations
and permits required by Applicable Law for
Institution and Principal Investigator to
conduct the Study under this Agreement.
Institution shall cause Principal Investigator
and all sub-investigators participating in the
Study to complete such financial disclosure
forms as may be required by SPONSOR in
order for SPONSOR to comply with
Applicable Law pertaining to financial
disclosures of clinical investigators. In
addition, Institution, Principal Investigator and
all additional personnel engaged in the
conduct of the Study acknowledge that
SPONSOR, and its respective affiliates, need
to adhere to the provisions of (i) the Bribery
Act 2010 of the United Kingdom (Bribery Act);
(ii) the Foreign Corrupt Practices Act 1977 of
the United States of America (FCPA) and (iii)
any other applicable anti-corruption
legislation. Institution and Investigator further
represent and warrant that neither they nor
any of their respective owners, directors,
employees, agents, or consultants, nor any
payee under this Agreement, will, in order to
assist SPONSOR to secure an improper
advantage or obtain or retain business,
directly or indirectly pay, offer or promise to
pay, or give any items of value to any person
or entity for purposes of (i) influencing any act
or decision; (ii) inducing such person or entity
to do or omit to do any act in violation of their
lawful duty; (iii) securing any improper

(d) Zdravotnické zafizeni zajisti, aby (i)
Hlavni zkouSejici a vSichni dalSi zaméstnanci
zapojeni do provadéni Studie neméli zadné
smluvni zavazky ani jina omezeni, které by
byly v rozporu se zavazky Zdravotnického
zafizeni podle této Smlouvy a neméli financni
ani jiny zajem na ZADAVATELI nebo
vysledku Studie, ktery by mohl narusit jejich
nezavisly usudek, a (ii) zadny z Hlavnich
zkousejicich ani zadny dalsi zaméstnanec
vykonavajici povinnosti pfimo souvisejici se
Studii, nebyl vylouc€en z prace nebo

z poskytovani sluzeb jakékoli farmaceutické
nebo biotechnologické spolecnosti, .
Zdravotnické zafizeni ziska a udrzuje
vSechna opravnéni a povoleni vyZzadovana
platnymi pravnimi pfedpisy, aby spolu

s Hlavnim zkous$ejicim mohli provadét Studii
podle této Smlouvy. Zdravotnické zafizeni
zajisti, aby Hlavni zkous$ejici a vSichni
spoluzkouseijici, ktefi se u€astni Studie,
vyplnili finanéni vykazy, které maze
ZADAVATEL vyZadovat k dodrzeni platnych
pravnich predpist tykajici se zvefejnéni
finan¢nich vykazl klinickych zkouSejicich.
Zdravotnickeé zafizeni, Hlavni zkou$ejici

a vSichni dalsi zaméstnanci podilejici se na
provadéni Studie dale berou na védomi, ze
ZADAVATEL a jeho pfislusné pfidruzené
spole¢nosti musi dodrzovat nasledujici
ustanoveni (i) zakon Spojeného kralovstvi

0 uplatkafstvi z roku 2010 (Zakon

o0 uplatkarstvi); (ii) Americky zakon

0 zahraniénich korupénich praktikach z roku
1977 (FCPA) a (iii) vSechny dalSi platné
protikorup&ni pravni pfedpisy. Zdravotnické
zarizeni a Zkousejici dale prohlasuji

a zarucuji, ze ani oni sami, ani Zadny z jejich
vlastnik(, feditell, zaméstnancu, zastupcu
nebo konzultantd, ani zadny pfijemce platby
podle této Smlouvy, nebude za tucelem
pomoci ZADAVATELI ziskavat nepatficnou
vyhodu nebo ziskavat &i udrzovat si obchodni
¢innost, pfimo nebo nepfimo platit, nabizet
nebo slibovat platbu nebo davat jakékoli
hodnotné predméty jakékoli osobé nebo
subjektu za ucelem (i) ovlivnéni jakéhokoli
jednani nebo rozhodnuti; (ii) pfimét takovou




advantage; or (iv) inducing such person or
entity to use influence with the government or
instrumentality thereof to affect or influence
any act or decision of the government or
instrumentality.

osobu nebo subjekt, aby ucinily nebo
opomenuly ucinit jakykoli ukon v rozporu se
svou zakonnou povinnosti; (iii) zajistit
jakoukoli nepatficnou vyhodu; nebo (iv)
pfimét takovou osobu nebo subjekt, aby
vyuzily vlivu na vladu nebo jeji organ

k ovlivnéni nebo ovlivnéni jakéhokoli ukonu
nebo rozhodnuti viady nebo organu.

(e) If the Principal Investigator determines
in his/her best medical judgment that a
deviation from the Protocol is necessary to
eliminate an apparent immediate hazard to
the health or safety of any subject
participating in the Study, he or she may
deviate from the Protocol; provided, however,
that the Principal Investigator shall (and the
Institution shall ensure that the Principal
Investigator shall) (i) at all times act in
accordance with generally accepted
standards of clinical study and medical
practice and any and all applicable laws and
regulations, and (ii) promptly notify Sponsor
in writing of the facts giving rise to the need
for the deviation and the alternate procedures
followed. Except as provided for in the
previous sentence, for the avoidance of
doubt, neither the Principal Investigator nor
the Institution shall amend or deviate from the
Protocol without the prior written approval of
Sponsor and any applicable foreign
regulatory agency in accordance with
applicable laws and regulations.

(e) Pokud Hlavni zkousejici podle svého
nejlepsiho Iékarského usudku zjisti, ze
odchylka je nezbytna odchylka od protokolu,
aby bylo odstranéno zjevné bezprostiedni
ohroZeni zdravi nebo bezpecnosti jakéhokoli
subjektu uc€astniciho se Studie, muze se od
protokolu odchylit za pfedpokladu, Ze (i) bude
vzdy jednat v souladu s obecné uznavanymi
standardy klinickych studii a Iékaiské praxe
a vSemi platnymi zakony a predpisy, a (ii)
neprodlené pisemné oznami Zadavateli
skutecnosti, které vedly k nutnosti odchylky
a k naslednym alternativnim postupdm.
(Zdravotnické zafizeni zajisti, aby tak Hlavni
zkousejici ucinil). S vyjimkou pfipadu
uvedenych v pfedchozi vété nesmi Hlavni
zkousejici ani Zdravotnické zafizeni zménit
Protokol nebo se od néj odchylit bez
pfedchoziho pisemného souhlasu Zadavatele
a pfipadné EK a FDA v souladu s i
pFislusnych regula¢nich organu v souladu

s platnymi zakony a predpisy.

() SPONSOR has retained the CRO to
assist SPONSOR in managing and
monitoring the Study. The Institution and
Principal Investigator acknowledge
SPONSOR’s right to assign, delegate, or
transfer, in whole or in part, without the
consent of the Institution or any Principal
Investigator, any of its rights or obligations
under this Agreement to the CRO. The
Institution shall permit such CRO to perform
any or all of SPONSOR’s rights under this
Agreement. The CRO retained by
SPONSOR is acting as an independent

) ZADAVATEL povéfil CRO, aby mu
pomahala pfi fizeni a monitorovani Studie.
Zdravotnickeé zafizeni a Hlavni zkousejici
berou na védomi pravo ZADAVATELE zcela
nebo ¢astecné postoupit, delegovat nebo
prevést sva prava nebo povinnosti vyplyvajici
Z této Smlouvy na CRO, a to bez souhlasu
Zdravotnického zafizeni nebo kteréhokoliv
Hlavniho zkousSejiciho. Zdravotnické zafizeni
povoli takové CRO vykonavat jakakoli nebo
vSechna prava ZADAVATELE podle této
Smlouvy. CRO, kterou ZADAVATEL poveéril,
jedna pfi vykonu prav a povinnosti




contractor for and on behalf of SPONSOR in
exercising SPONSOR'’s rights and obligations
under the terms of this Agreement. All
SPONSOR rights and obligations under this
Agreement including, but not limited to, the
obligation to compensate Institution and/or
Principal Investigator shall remain with
SPONSOR as contracting party. SPONSOR
is fully responsible for fulfilling the Sponsor's
obligations through the CRO.

The Sponsor or its designee is responsible
for the fulfillment of legal obligations in
relation to SUKL, ethical and other regulatory
authorities in connection with the Study,
including the notification of the start and end
of the Study, regular reporting and reporting
of adverse effects, notification of new facts
and measures taken and other information
obligations, approval informed consent and
its changes, approval of amendments of the
Protocol, and also for dealing with SUKL,
possibly other regulatory authorities, and
ethics committees in connection with this
study.

The Sponsor declares that all information
submitted for the purposes of conducting the
study (including the Protocol) is complete and
correct for the purposes of the study and
further that the system for entering data
processing from the study (eCRF) meets the
requirements for completeness, accuracy,
reliability, safe backup of entered data, is
suitable for the given purpose, its disclosure
and use will not violate any third party right
and the medical facility will not be responsible
for the loss, damage, destruction or misuse of
the transferred data.

The Sponsor undertakes to immediately
inform the Institution about the termination of
the Study (early or on the due date).
Furthermore, the SPONSOR is obliged to
inform the Institution immediately in the event
that SUKL suspends or prohibits conduction
of the Study and further if the approval of the
ethics commissions is (temporarily or
permanently) revoked. SPONSOR is also
obliged to immediately inform the Institution
of all facts that may adversely affect the

ZADAVATELE podle této Smlouvy jako
nezavisly dodavatel pro ZADAVATELE a jeho
jménem. Veskera prava a povinnosti
ZADAVATELE podle této Smlouvy, mimo jiné
vcetné povinnosti poskytnout Zdravotnickému
zarizeni a/nebo Hlavnimu zkouS$ejicimu
nahrady, zUstavaji ZADAVATELI jako
smluvni strané. Za pInéni povinnosti
zadavatele prostfednictvim CRO odpovida

v plném rozsahu ZADAVATEL.

ZADAVATEL nebo jim povéfena osoba
odpovida za pInéni zakonnych povinnosti ve
vztahu k SUKL, etickym a jinym regulaénim
Uradim v souvislosti se Studii, a to véetné
ohlaseni zahajeni a ukoncéeni klinického
hodnoceni, podavani zprav a hlaseni
nezadoucich ucinkl, oznameni novych
skute€nosti a pfijatych opatfeni a dalSich
informacnich povinnosti, schvaleni
informovaného souhlasu a jeho zmén,
schvaleni dodatk( k Protokolu, a také za
jednani vagi SUKL, pripadné jinym
regulacnim uradu, a etickym komisim v
souvislosti s touto studii.

ZADAVATEL prohlaSuje, Ze veSkeré
informace pfedané pro ucely provadéni
studie (v€etné Protokolu) jsou uplné a
spravné pro ucely studie a dale, ze systém
pro zadavani zpracovani udaju ze studie
(eCRF) splfiuje pozadavky na uplnost,
pfesnost, spolehlivost, bezpecné zalohovani
vloZenych dat, je vhodny pro dany ucel, jejim
zpristupnénim a pouzivanim nebude
poruseni jakékoliv pravo treti strany a
zdravotnické zafizeni nebude odpovédné za
ztratu, poskozeni, zni€eni nebo zneuziti
pfedanych dat.

ZADAVATEL se zavazuje neprodlené
informovat Zdravotnické zafizeni o ukon&eni
Studie (pfed€asném nebo v fadném
predpokladaném terminu). Déle je Zadavatel
povinen Zdravotnické zafizeni neprodlené
informovat v pfipadé, Zze SUKL pozastavi
nebo zakaze provadéni Studie a dale bude-li
souhlas etickych komisi (do¢asné nebo
trvale) odvolan. ZADAVATEL je rovnéz
povinen neprodlené informovat Zdravotnické
zafizeni o veSkerych skute¢nostech, které




safety or health of the study subjects or have
an impact on the further implementation of
the Study, including information arising from
the Study conducted at other study sites, and
to inform the Institution of all suspicions of
adverse events notified to it effects of the
investigational medicinal product.

mohou nepfiznivé ovlivnit bezpecnost nebo
zdravi subjektl hodnoceni nebo mit vliv na
dalSi provadéni Studie, v€etné informaci
vzeslych ze Studie provadéné na jinych
mistech hodnoceni a informovat Zdravotnické
zarizeni o vSech jemu oznamenych
podezfenich na nezadouci ucinky
hodnoceného lé€ivého pfipravku.

2. Study Drug/Biological Samples

2. Hodnoceny pripravek / biologické
vzorky

(a) SPONSOR agrees to provide
Institution with the required quantities of the
Study Drug, at no charge, for the sole
purpose of conducting the Study in
accordance with the Protocol. Institution and
the Principal Investigator shall not use the
Study Drug for any other purpose except as
provided herein, and in accordance with the
Protocol, and shall not conduct any other
studies with the Study Drug beyond the
scope of the Protocol.

(@) ZADAVATEL souhlasi s tim, ze
poskytne Zdravotnickému zafizeni bezplatné
pozadované mnozstvi Hodnoceného
pfipravku, a to vyhradné pro ucely provadéni
Studie v souladu s protokolem. Zdravotnické
zafizeni a Hlavni zkouSejici nesmi pouzit
Hodnoceny pfipravek k zadnému jinému
ucelu, nez tomu, jaky stanovi tento dokument
a v souladu s protokolem a nesmi provadét
s hodnocenym pfipravkem zadné jiné Studie
mimo rozsah protokolu.

(b) SPONSOR warrants that the Study
Drug has been produced in accordance with
all safety practices and standards required by
Applicable Law. SPONSOR further warrants
that necessary federal government
authorization has been obtained for the use
of the Study Drug provided to Institution by
SPONSOR in the Protocol.

SPONSOR undertakes to provide the
Investigational Product in the quantity and
time intervals required for the proper
execution of the Study.

SPONSOR declares that all the conditions
established by the relevant legal regulations
for the production (import) of the supplied
Investigational Product and its distribution to
the Institution are met.

(b) ZADAVATEL zarucuje, Ze Hodnoceny
pfipravek byl vyroben v souladu se vSemi
bezpe&nostnimi postupy a standardy, jak
vyzaduji platné pravni pfedpisy. ZADAVATEL
dale zaruéuje, Ze pro pouziti Hodnoceného
pfipravku, ktery poskytl Zdravotnickému
zarizeni ziskal v protokolu nezbytné
schvaleni federalni viadou.

ZADAVATEL se zavazuje zajistit Hodnoceny
pfipravek v mnozstvi a ¢asovych intervalech
potfebnych pro Fadné provedeni Studie.

ZADAVATEL prohlaSuje, Ze jsou spinény
veSkeré podminky stanovené pfisludnymi
pravnimi pfedpisy pro vyrobu (dovoz)
dodavanych Hodnoceného pfipravku a jeho
distribuci do Zdravotnického zafizeni.

ZADAVATEL  poskytne  Zdravotnickému
zafizeni [éCivo XXXXX potfebné pro provadéni




SPONSOR shall provide the Institution with studie.

the drug XXXXX required for conducting the

study.

(c) Institution and Principal Investigator (c) Zdravotnické zafizeni a Hlavni

shall be responsible for and shall take
reasonable steps to maintain appropriate
records and ensure appropriate supply,
handling, storage, distribution and usage of
the Study Drug in accordance with the
Protocol and any Applicable Law relating
thereto. Upon termination or completion of
the Study, Institution and Principal
Investigator shall complete an accounting of
the Study Drug as provided for in Section 7(c)
below.

zkouSejici odpovidaji za vedeni pfislusnych
zaznamu k zajisténi vhodnych dodavek,
manipulace, skladovani, distribuce a uzivani
Hodnoceného pfipravku v souladu

s Protokolem a veSkerymi platnymi zakony,
které se k nému vztahuji a pfijmou veskera
pfiméfena opatfeni. Po ukoncéeni nebo
dovrseni Studie provede Zdravotnické
zafizeni a Hlavni zkouSejici vyuctovani
Hodnoceného pfipravku, jak je uvedeno

v ¢lanku 7(c) nize.

(d) In the course of conducting the Study
in accordance with the Protocol, the Informed
Consent Form, and Applicable Law,
SPONSOR may request that Institution and
Principal Investigator collect certain biological
samples from each patient enrolled in the
Study. Biological samples include, without
limitation, blood, fluid, tissue biopsy samples,
any tangible material directly or indirectly
derived from such blood, fluid or tissue
samples, such as genes, gene fragments,
gene sequences, proteins, protein fragments,
protein sequences, probes, DNA, RNA, cDNA
libraries, plasmids, vectors, expression
systems, cells, cell lines, organisms,
antibodies or other biological substances and
any constituents, progeny, mutants, variants,
derivatives, replications, reagents or chemical
compounds thereof or therefrom in
performance of the Study (“Biological
Samples”).

(d) V prabéhu provadéni Studie v souladu
s Protokolem, formularem informovaného
souhlasu a platnymi zakony muze
ZADAVATEL poZadovat, aby Zdravotnické
zafizeni a Hlavni zkouSejici odebrali urcité
biologické vzorky od kazdého pacienta
zafazeného do Studie. Biologické vzorky
zahrnuji mimo jiné krev, tekutinu, vzorky
tkanove biopsie, jakykoli hmotny material
pfimo nebo nepfimo ziskany z takovych
vzorku krve, tekutiny nebo tkanég, jako jsou
geny, fragmenty genu, genové sekvence,
proteiny, fragmenty proteinu, proteinové
sekvence, sondy, DNA, RNA, knihovny
cDNA, plazmidy, vektory, expresni systémy,
buriky, bunécné linie, organismy, protilatky
nebo jiné biologické latky a jakékoli jejich
slozky, potomky, mutanty, varianty, derivaty,
replikace, €inidla nebo chemické slouceniny
nebo z nich ziskané pfi provadéni Studie
(souhrnné dale jen "biologické vzorky").

The Sponsor shall ensure the distribution of
the consignment of investigational product to
the pharmacy of the Institution, where the
assigned pharmacist will take them over and
check them, then the Investigator will pick up
the investigational product with the request

Zadavatel zajisti distribuci zasilky
hodnocenych pfipravkl do Iékarny
zdravotnického zafizeni, kde je odpovédny
farmaceut pfevezme a zkontroluje, nasledné
si na zadanku zkousSejici hodnocené
pfipravky vyzvedne na centrum, kde je za né




form at the center, whereafter he/she is fully
responsible for them. The Sponsor is obliged
to notify in advance when the shipment will
be delivered to the pharmacy of the
Institution.

The Sponsor undertakes to ensure, at its own
expense, that the unused investigational
product is handed over to the authorized
person for disposal in accordance with the
provisions of Act No. 541/2020 Coll., on
waste and its implementing regulations as
amended.

pIné zodpovédny. Zadavatel je povinen
oznamit pfedem kdy bude zasilka do Iékarny
zdravotnického zafizeni doru€ena.

Zadavatel se zavazuje, ze zajisti na vlastni
naklady pfedani nepouzitého hodnoceného
pfipravku k likvidaci opravnéné osobé

v souladu s ustanovenim zakona ¢&. 541/2020
Sb., o odpadech a jeho provadécimi pfedpisy
v platném znéni.

3. Data/Audit/Adverse Event 3. Hlaseni udalosti tykajicich se udaju
Reporting [ auditu / nezadoucich prihod
(a) Data Protection and Information (a) Ochrana udaju a zabezpeceni

Security The parties recognize a common
goal of protecting and securing personal data
in accordance with Applicable Law. The
Parties represent and warrant that they will
comply with all applicable data protection
laws, including the GDPR, the implementing
laws and regulations of Czech Republic, and
other regulations, laws and guidelines
applicable to the protection of personal data.
Institution represents and warrants that is has
and will maintain an appropriate information
privacy and security program (including
provisions regarding retention of records and
an incident response plan) that includes
appropriate administrative, organizational,
technical and physical safeguards and other
security measures appropriate to the size and
complexity of Institution’s operations, the
harm that might result from a security event
and the nature and scope of Institution’s
activities.

SPONSOR is fully responsible for obtaining
consent to the processing of personal data in
accordance with the relevant legal
regulations. The Parties agree to act and
SPONSOR declares that it or its CRO are the
sole administrators of personal data
processed in connection with the Study and

informaci Smluvni strany uznavaji spole¢ny
cil chranit a zabezpecit osobni udaje

v souladu s platnymi pravnimi pfedpisy.
Smluvni strany prohlasuji a zaruéuji, ze
budou dodrzovat vSechny platné zakony

0 ochrané osobnich udaja, véetné GDPR,
provadécich zakon(l a nafizeni Ceské
republiky a dalSich pfedpisu, zakonu

a pokynU vztahujicich se na ochranu
osobnich Udajl. Zdravotnické zafizeni
prohlaSuje a zaruCuje, Zze ma a bude udrzovat
odpovidajici program ochrany osobnich udaju
a bezpecnosti informaci (v€etné ustanoveni
tykajicich se uchovavani zaznamu a planu
reakce na incidenty), ktery zahrnuje pfislusna
administrativni, organizacni, technicka,
fyzicka a dalSi bezpeénostni opatieni
odpovidajici velikosti a slozitosti Cinnosti
Zdravotnického zafizeni, Skodam, které by
mohly nastat v disledku bezpec&nostni
udalosti, povaze a rozsahu ¢innosti
Zdravotnického zafizeni.

Za ziskani souhlasu se zpracovanim
osobnich udaju dle pfislusnych pravnich
predpisu odpovida v plném rozsahu
ZADAVATEL.

Smluvni strany souhlasi, Ze budou jednat

a ZADAVATEL prohlasuje, Zze on anebo CRO
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they fulfill all obligations set by the
administrator by the relevant legal
regulations, including information obligations
and the processing of personal data of
evaluation subjects in strict accordance with
the consent of the data subject.

In the transfer of personal data from the
Study to the USA or other countries outside
the European Economic Area (EEA), the
SPONSOR is obliged to ensure that this data
will be processed at a level corresponding to
data protection according to Czech
legislation.

jsou jedinymi spravci osobnich udajl
zpracovavanych v souvislosti se Studii a pIni
veskeré povinnosti stanovené spravci
pfislusnymi pravnimi pfedpisy, véetné
informacnich povinnosti a zpracovavani
osobnich Udajl subjektt hodnoceni v
pfisném souladu se souhlasem subjektu
udaju.

V pfedani osobnich Udaju ze Studie do USA
nebo jinych zemi mimo Evropsky
hospodarsky prostor (EHP) je ZADAVATEL
povinen zajistit, ze tyto udaje budou
zpracovavany na urovni odpovidajici ochrané
udaja podle Ceskych pravnich predpisa.

(b) Institution and Principal
investigator shall prepare and maintain
complete, accurate written records, accounts,
notes, reports and data relating to the Study
under this Agreement. At all times during
Institution’s normal business hours, upon
reasonable advance notice to Institution, and
at mutually agreeable times, Institution shall
make available to the site monitor designated
by SPONSOR ("Monitor") all Case Report
Forms (“CRFs”), including electronic and/or
paper versions thereof, and underlying
source documentation, and Monitor will be
provided with all completed CRFs at each
visit. Data will be entered into the eCRFs
directly by the Institution from the source
documents following each subject’s
screening, treatment, and final safety
evaluation visits. Data must be entered into
the eCRFs within ten (10) business days of
each visit. In addition, data for the screening
visit must be entered at least twenty-four (24)
hours prior to the Cycle 1 Day 1 visit to allow
for SPONSOR review and approval of each
subject to enroll and dose in this Study. The
CRFs will be reviewed for accuracy and

(b) Zdravotnickeé zafizeni a Hlavni
zkousSejici pfipravi a povedou uplné a presné
pisemné zaznamy, ucty, poznamky, zpravy
a udaje o Studii podle této Smlouvy. Po celou
dobu bézné pracovni doby Zdravotnického
zarizeni, po jeho pfedchozim upozornéni

a ve vzajemné pfijatelnych terminech
zpristupni Zdravotnické zafizeni
monitorujicimu pracovisti uréenému
ZADAVATELEM (dale jen "Monitor") vSechny
formulare pro hladeni pfipadu (dale jen
"CRF"), v€etné jejich elektronickych a/nebo
papirovych verzi a podkladovou
dokumentaci, pficemz pfi kazdé navstévé
Monitoru budou k dispozici vdechny formulare
CRF. Udaje budou do eCRF zadavany
Zdravotnickym zafizenim pfimo ze zdrojové
dokumentace po kazdé navstévé subjektu za
ucCelem screeningu, IéCby a zavére¢ného
hodnoceni bezpeénosti. Udaje musi byt do
eCRF zadany nejpozdéji do deseti (10)
pracovnich dnll od kazdé navstévy. Kromé
toho musi byt udaje pro screeningovou
navstévu zadany nejméné dvacet Ctyfi (24)
hodin pfed 1. dnem 1. cyklem navstévy, aby
ZADAVATEL mohl provést kontrolu a schvalit
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completeness by the Sponsor or Sponsor
representative (or designee) during on-site
monitoring visits. Any discrepancies found in
the CRFs will be resolved with the
Investigator or designees, as appropriate. All
CFR corrections must be made by the
Investigator or by authorized site personnel,
at no additional cost to SPONSOR.

zafazeni kazdého subjektu do této Studie
a davkovani. Pfesnost a Uplnost formularu
CRF bude pfezkoumavat Zadavatel nebo
jeho zastupce (nebo jeho povéfenec) béhem
monitorovacich navstév na pracovisti.
Jakékoli nesrovnalosti ve formulafich CRF
budou vyfeSeny se ZkouSejicim Iékafem,
pfipadné s povérenci. Veskeré opravy CFR
musi byt provedeny Zkous$ejicim nebo
opravnénym personalem pracovisté bez
dalSich nakladd pro ZADAVATELE.

(© SPONSOR shall own, and Institution
shall fully disclose and hereby assigns to
SPONSOR, the CRFs, any and all
information, data, documents, processes, and
any other information generated from the
Study, including results and conclusions
therefrom (collectively “Study Data”);
provided, however, that a Study subject’s
individual medical records, source
worksheets, x-rays, CT scans, MRIs, other
diagnostic images, and all other primary
patient records and Principal Investigator
notes (collectively “Source Records”) shall
remain the property of Institution. Institution
and the Principal Investigator shall not
provide the CRFs to any party other than
SPONSOR and Monitor, unless required to
do so by Applicable Law and Institution shall
advise SPONSOR of any such legal
requirement prior to so providing the CRFs.
SPONSOR shall have the unrestricted right to
freely utilize all Study Data in whatever
manner it desires in accordance with the
Informed consent form of study

subject. Institution shall provide SPONSOR
with reasonable access, as reasonably
requested to all Source Records and any and
all supporting source data and documentation
generated pursuant to the Protocol.

(©) ZADAVATEL vlastni a Zdravotnické
zafizeni plné zpfistupfiuje ZADAVATELI
formular CRF, veskeré informace, udaje,
dokumenty, postupy a vesSkeré dalsi
informace ziskané ze Studie, vCetné vysledki
a zavéru z nich vyplyvajicich (souhrnné dale
jen ,Udaje ze Studie*); avdak za predpokladu,
Ze jednotlivé zdravotni zaznamy subjektu
Studie, zdrojové pracovni listy, rentgenové
zareni, CT snimky, MR vySetfeni, jiné
diagnostické snimky, a vSechny dalSi
zaznamy o pacientech a poznamky Hlavniho
zkousejiciho (souhrnné dale jen ,zdrojové
zaznamy*) zGstanou ve vlastnictvi
Zdravotnického zafizeni. Zdravotnické
zarizeni a Hlavni zkouS$ejici neposkytnou
formulafe CRF Zadné jiné strané nez
Zadavateli a Monitorovi, pokud to nevyzaduji
platné zakony, a Zdravotnicke zafizeni pred
poskytnutim CRF informuje ZADAVATELE

0 jakémkoli takovém zakonném pozadavku.
ZADAVATEL ma neomezené pravo
svobodné vyuzivat vSechny udaje ze Studie
jakymkoli zpusobem v souladu

s informovanym souhlasem subjektu Studie.
Zdravotnicke zafizeni poskytne
ZADAVATELI, pokud o to pozada, pfiméreny
pFistup k veSkerym zdrojovym zaznamim

a veSkerym podpurnym zdrojovym udajim

a dokumentaci vytvofenych podle protokolu.

(d) Records relating to the Study,
including either the original or a copy of all
Informed Consent Forms of Study
participants, shall be retained by Institution in

(d) Zaznamy tykajici se Studie, vCetné
originalu nebo kopie vSech formulara

informovaného souhlasu udéastnikt Studie,
uchovava Zdravotnické zafizeni v souladu
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conformance with Applicable Law and for 25
years from the date of termination of the
clinical evaluation. SPONSOR will reimburse
Institution for any subsequent storage costs
plus management fee, such fees shall be
included in the CTA as an invoiceable item to
be billed at end of Study based on
requirements for retention, upon receipt of
invoice and supporting documentation from
Institution. If Institution destroys Study
records, it will do so in a manner that ensures
that confidentiality is protected. Institution
and Principal Investigator will notify
SPONSOR of any accidental loss or
destruction of Study records.

In case the SPONSOR is interested in further
archiving of study records, it is obliged to
apply its request in writing to the Institution at
least two months before the end of the
agreed archiving period, and the Institution
will ensure further archiving at the expense of
SPONSOR.

s platnymi zakony a po dobu 25 let ode dne
ukonc&eni klinického hodnoceni.

ZADAVATEL uhradi Zdravotnickému zafizeni
veskeré nasledné naklady na uchovavani,
plus spravni poplatek, pfi¢emz tyto poplatky
budou zahrnuty v CTA jako fakturovatelna
poloZka, ktera bude vyuctovana na konci
Studie na zakladé pozadavk( na uchovavani,
po obdrzeni faktury a podpurné dokumentace
od Zdravotnického zafizeni. Pokud
Zdravotnickeé zafizeni zaznamy ze Studie
znic¢i, ucini tak zpusobem, ktery zajisti
ochranu divérnosti. Zdravotnické zafizeni

a Hlavni zkousejici budou ZADAVATELE
informovat o jakékoli nahodné ztraté nebo
zni€eni zaznamu ze Studie. V pfipadé, ze ma
ZADAVATEL zajem na dalsi archivaci
zaznamu ze Studie, je povinen sv(j
pozadavek uplatnit pisemné u
Zdravotnického zafizeni nejméné dva mésice
pfed uplynutim sjednané doby archivace a
Zdravotnické zafizeni dalSi archivaci na
naklady zadavatele zajisti.

(e) Upon reasonable advance written
notice to Institution, during Institution’s normal
business hours, at mutually agreeable times,
Institution will permit SPONSOR, including its
agents, representatives, collaborators or
sublicensees to examine or audit the services
performed related to the Study and the
facilities at which the Study is conducted
solely to determine that the services
performed related to the Study are being
performed in accordance with the Protocol
and terms of this Agreement. In the course of
conducting such audit, SPONSOR, including
its agents, representatives, collaborators or
sublicensees may request records of the
Study including, without limitation, CRFs.
Upon such requests, Institution and/or the
Principal Investigator shall provide a copy of
any such records that they or it is allowed to
provide. In addition to any other remedies
SPONSOR may have, in the event that there
are any deficiencies discovered during the
audit, Institution and the Principal Investigator
shall work in good faith with SPONSOR to

(e) Na zakladé pisemného oznameni
zaslaného Zdravotnickému zafizeni

s pfiméfenym pfedstihem, umozni
Zdravotnickeé zafizeni Zadavateli, v€etné jeho
zastupcu, reprezentant(l, spolupracovniku
nebo drzitelu dil€ich licenci v bézné pracovni
dobé a ve vzajemné pfijatelnych terminech
provéfit nebo zkontrolovat sluzby provedené
v souvislosti se Studii a zafizeni, v nichZ je
Studie provadéna, a to vyhradné za ucelem
zjisténi, zda jsou sluzby poskytované

v souvislosti se Studii provadény v souladu

s Protokolem a podminkami této Smlouvy.

V pribéhu takového auditu si mize
ZADAVATEL, v€etné svych zastupcu,
reprezentantu, spolupracovnik( nebo drzitel(
dil€ich licenci vyzadat zaznamy o Studii,
mimo jiné v€etné formulafd CRF. Na zakladé
téchto zadosti poskytne Zdravotnické
zafizeni a/nebo Hlavni zkousejici kopie
takovych zaznamu, které je opravnéna
poskytnout. Kromé jakychkoli jinych
napravnych opatfeni, ktera muze mit
ZADAVATEL k dispozici v pfipadé, Ze budou
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correct any such deficiencies.

As part of the audit, the legal obligations of
the Institution will be respected, especially the
duty of confidentiality and protection of
personal data, as well as the protection of the
Institution's trade secrets. Without the prior
written consent of the Study subject (and
unless this consent is withdrawn) and only
within the terms determined by the informed
consent, no personal data relating to the
Study subject or other information on the
basis of which it would be possible to be
identified study subject will be made available
to the SPONSOR or other authorized
persons. The SPONSOR is fully responsible
for obeying the mandatory confidentiality of
the persons performing the inspection.
SPONSOR is obliged to ensure all persons
participating in the inspection observe the
obligation of confidentiality.

When performing monitoring, control and
audit directly in the Institution, SPONSOR
and its authorized persons are obliged to
respect the operating conditions of the
Institution, with the place and time of the
inspection determined by the Institution.

When performing monitoring/auditing,
authorized persons have the right to inspect
source documentation, including patients'
medical records, and compare them with
each other, they are not authorized to make
any records / copies, extracts from these
documents. It is also not permissible to apply
for the loan of source documentation. The
Investigator will always be present during
monitoring, control or audit.

Access for control (audit) purposes will be
allowed only to the rooms in which the Study
is conducted. Upon completion of the Study,
authorized persons will only enter the rooms
designated by the Institution to review
documentation relating to the Study, not the
rooms designated for archiving the Study
documentation.

béhem auditu zjiStény jakékoli nedostatky,
musi Zdravotnické zafizeni a Hlavni
zkousSejici v dobré vife spolupracovat se
ZADAVATELEM na napravé takovych
nedostatka.

V ramci kontroly budou respektovany
zakonné povinnosti Zdravotnického zafizeni,
predevsim povinnost mi¢enlivosti a ochrany
osobnich Udajl, a dale ochrana obchodniho
tajemstvi Instituce. Bez pfedchoziho
pisemného souhlasu subjektu Studie (a
nebude-li tento souhlas odvolan) a pouze v
rozsahu stanoveném informovanym
souhlasem, nebudou ZADAVATELI, ani jinym
povéfenym osobam zpfistupnény Zadné
osobni udaje tykajici se subjektu Studie nebo
jiné informace, na zakladé kterych by bylo
mozné identifikovat subjekt Studie. Za
dodrZovani povinné micenlivosti osob
provadgjicich kontrolu odpovida v plném
rozsahu ZADAVATEL. ZADAVATEL je
povinen zavazat veSkeré osoby podilejici se
na kontrole k zachovavani povinnosti
mi¢enlivosti.

Pfi provadéni monitorovani, kontroly a auditu
pfimo ve Zdravotnickém zafizeni je
ZADAVATEL, a jim povéfené osoby, povinen
respektovat provozni podminky
Zdravotnického zafizeni s tim, Zze misto a ¢as
kontroly stanovuje Zdravotnické zafizeni.

PFi provadéni monitoringu/auditu maji
povéiené osoby pravo nahlizet do zdrojové
dokumentace, v€etné zdravotni dokumentace
pacientl, a tyto navzajem porovnavat, nejsou
opravnéne pofizovat si jakékoli
zadznamy/kopie, vypisy z uvedenych
dokumentt. Rovnéz neni pfipustné zadat o
zapuj¢eni zdrojové dokumentace. Zkousejici
bude vzdy pfitomen pfi provadéni
monitoringu, kontroly ¢i auditu.

PFistup pro ucely kontroly (auditu) bude
umoznén pouze do mistnosti, ve kterych se
Studie provadi. Po ukon&eni Studie budou
opravnéneé osoby opravnéné vstupovat pouze
do mistnosti ur€enych Zdravotnickym
zafizenim za ucelem kontroly dokumentace
dotykajici se Studie, nikoli do mistnosti
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uréenych k archivaci dokumentace Studie.

() Institution and Principal Investigator
shall notify SPONSOR promptly of any
adverse event in the course of the Study of
which they become aware in accordance with
Protocol requirements and Applicable Law.

() Zdravotnické zafizeni a Hlavni
zkousejici neprodlené oznami ZADAVATELI
jakékoli nezadouci pfihody v prabéhu Studie,
o kterych se dozvi v souladu s pozadavky
protokolu a platnymi zakony.

4, Payment

4. Uhrada

Sponsor will, through CRO, pay the Institution
according to the Payment Terms and Budget
attached hereto as Exhibit B (“Budget &
Payment Terms”), and incorporated herein.
CRO shall exercise reasonable efforts to
ensure timely receipt of pass-through
payments from Sponsor. Institution shall
submit invoices, along with any inquiries
relating to payments for this Study to the
following with reference to the Protocol
Number and Investigator and/or Institution
name on the Invoice:

Zadavatel bude platit Zdravotnickému
zarizeni prostfednictvim CRO v souladu

s platebnimi podminkami a rozpocCtem, které
jsou k tomuto dokumentu pfipojeny jako
pfiloha B (dale jen ,rozpocet a platebni
podminky“) a jsou soucasti tohoto
dokumentu. Zdravotnické zafizeni predlozi
faktury spolu s pfipadnymi dotazy ohledné
plateb za tuto Studii s uvedenim &isla
protokolu a jména Zkousejiciho a/nebo nazvu
Zdravotnického zafizeni

Electronically: Email:  XXXXX

elektronicky: e-mailem na adresu:

XXXXX

Documents for invoicing, including a list of
done visits and assessments, shall be sent
to the institution electronically by e-mail:

XXXXX

Podklady pro fakturaci véetné seznamu
uskute¢nénych navstév a vykonu budou
zaslana zadravotnickému zafizeni
elektronicky na e-mail:

XXXXX

(@) Payee. The clinical study payments
will be made to the following payee and
address:

(@) Prijemce platby. Platby klinického
hodnoceni budou vyplaceny nasledujicimu
pfijemci platby na adresu:
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Payee Name: VSeobecna fakultni nemocnice
v Praze

Jmeéno pfijemce platby: VSeobecna fakultni
nemocnice v Praze

Payee Address: U nemocnice 2, 128 08
Praha 2, Ceska republika

Adresa prijemce platby: U nemocnice 2, 128
08 Praha 2, Ceska republika

Payee Tax ldentification Number:
CZ00064165

Dariové identifikacni Cislo pfijemce platby:
CZ00064165

Bank Name: Ceska narodni banka

Nazev banky: Ceska narodni banka

IBAN: CZ33 0710 0000 0000 2403 5021

IBAN: CZ33 0710 0000 0000 2403 5021

SWIFT: CNBACZPP

SWIFT: CNBACZPP

Bank Account Number:24035021/0710

Reference number: 5207923201

Cislo bankovniho Gétu:24035021/0710

Specificky symbol: 5207923201

Email address for remittance information:
XXXXX

E-mailova adresa pro zasilani informaci
0 platbach:; XXXXX

Updates to payee address and banking
information can be submitted in writing to
CRO via submission of applicable Payee
Update Forms but no amendment to this
Agreement shall be required. In order to
document a change in payee information, the
Institution or authorized Payee
representatives must submit a signed Payee
Update Form by reaching out directly to:
XXXXX

Aktualizace adresy pfijemce platby

a bankovnich informaci Ize CRO pfedlozit
pisemné prostfednictvim pfislusnych
formularl pro aktualizaci udaju o pfijemci
plateb, neni v3ak vyZadovan Zadny dodatek
k této smlouvé. Za ucelem dolozeni zmény
udaju o pfijemci plateb, musi Zdravotnické
zarizeni nebo opravnéni zastupci pfijemce
plateb odeslat podepsany formular pro
aktualizaci udaju o pfijemci plateb pfimo na
adresu: XXXXX

(b) Institution is an independent
contractor, and neither CRO nor Sponsor is
responsible for any employee benefits,
pensions, workers’ compensation,
withholding, or employment-related taxes as
to the Institution or its personnel.

(b) Zdravotnické zafizeni je nezavislym
dodavatelem a CRO ani Zadavatel nejsou
odpovédni za vyplaceni jakychkoli pozitku
zaméstnancu, ddchod(, nahrad pracovnikiim,
srazek nebo dani hrazenych za zaméstnance
bud Zdravotnickému zafizeni, nebo jeho
personalu.

(©) Investigator and any sub-investigators
will complete and sign a financial disclosure
form when reasonably requested to do so by
CRO or Sponsor. These forms shall be

(c) ZkousSejici a vsichni pfipadni
spoluzkousejici vypini a podepisi formular
finan€nich vydajl, pokud o to CRO nebo
zadavatel pfimérené pozadaiji. Tyto formulare
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promptly updated as needed to maintain their
accuracy and completeness during the Study
and for one year after its completion.

musi byt v pfipadé potfeby neprodlené
aktualizovany, aby po dobu Studie a jednoho
roku po jejim skon&eni zlstaly spravné

a uplné.

(d) Institution hereby agrees that no third
party will be charged for any aspect of
treatment or patient care for which the Payee
has invoiced or been paid under this
Agreement. Institution hereby agrees that
neither the Study Subjects (as defined below)
nor any third party will be charged for the
Study Drug or any comparator drugs provided
for this Study, nor shall Payee include such
cost in any cost report to third-party payers.

(d) Zdravotnické zafizeni timto souhlasi
s tim, Zze zadné treti strané nebude v Zzadném
ohledu uc¢tovana lé¢ba ani zdravotni péce,
kterou Pfijemce platby fakturoval nebo ktera
byla uhrazena v ramci této Smlouvy.
Zdravotnické zafizeni timto souhlasi s tim, ze
subjektum Studie (které jsou definovany nize)
ani zadné treti strané nebude uétovan
hodnoceny Iék nebo jiny Iék poskytnuty pro
tuto Studii a ze takovéto naklady nebudou
zahrnuty do Zadného vykazu nakladd pro
platce-treti strany.

(e) Unless otherwise agreed herein,
payments will be made for evaluable, eligible
patients only (“Study Subjects”). An eligible
patient is one who meets all of the inclusion
requirements and does not meet any of the
exclusion criteria of the Protocol, who was
enrolled by Investigator, and from whom
informed consent has been obtained. An
evaluable patient is one for whom CRFs have
been properly completed in accordance with
the Protocol, and who has completed the
appropriate Study procedures as set forth in
the Protocol, and undergone the evaluations
required by the Protocol.

(e) Pokud v této Smlouvé neni dohodnuto
jinak, platby budou provadény jen za
vyhodnotitelné a za zpUsobilé pacienty (dale
jen ,Subjekty Studie®). Zpusobily pacient je
ten, ktery spini vSechny podminky pro
zarazeni a nespliuje zadné z vylu€ovacich
kritérii uvedenych v Protokolu, ktery byl
zafazen ZkouSejicim a ktery udélil svuj
informovany souhlas. Pacient, kterého Ize
vyhodnaotit je ten pacient, u néjz byly
uspokojivé vyplnény formulafe CRF

v souladu s Protokolem a ktery absolvoval
pfislusné studijni ukony stanovené
Protokolem, a ktery absolvoval vySetieni
pozadovana Protokolem.

() The Parties acknowledge and agree
that the compensation provided to Institution
under the Agreement represents the fair
market value for the services conducted by
Institution and has been agreed
independently from any business the
Institution or the Investigator has made or
may make in relation to the ordering of
products or services of the Sponsor.
Institution acknowledges that Sponsor and/or
CRO may be obligated to disclose payments

) Smluvni strany uznavaji a souhlasi
s tim, Ze odména za plnéni Resitelského
centra na zakladé této Smlouvy pfedstavuje
spravedlivou trzni hodnotu sluzeb
poskytnutych Zdravotnickym zafizenim a byla
sjednana nezavisle na jinych obchodnich
vztazich, stavajicich nebo potencialnich,
Zdravotnického zafizeni nebo ZkouSejiciho
tykajicich se objednavek vyrobkl nebo
sluzeb Zadavatele. Zdravotnické zafizeni
bere na védomi, Ze Zadavatel a/nebo CRO
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and any provision of non-monetary items of
value. Institution acknowledges that, other
than stated herein, there will be no other
payments or inducements to conduct the
Study, and that any unused amounts must be
refunded to CRO.

mohou byt povinni zvefejnit platby a jakékoli
poskytnuti hodnotnych nepenéznich hodnot.
Zdravotnické zafizeni bere na védomi, zZe
kromé pfipad( uvedenych v této Smlouvé
nedojde k zadnym dal$im platbam nebo
pobidkam za provadéni Studie a ze veSkeré
nevyuzité ¢astky musi byt vraceny CRO.

(g) Unless otherwise stated in this
Agreement, no amounts specified in this
Agreement and its Appendices include VAT.
In the case that any payment for services is
subject to VAT, the Sponsor shall pay the
relevant VAT amount stipulated in legal
regulations effective as of the date of taxable
supply based on the relevant tax document
(invoice) that shall meet the requirements laid
down in applicable legal regulations. The
Center shall be responsible for paying any
other tax with respect to the payments made
based on this Agreement.

(g) Nestanovi-li tato Smlouva jinak,
vSechny ¢astky uvedené v této Smlouvé a
jejich pfilohach jsou uvedeny bez DPH.
Pokud nékteré platby za sluzby podléhaji
DPH, Zadavatel zaplati pfisluSnou ¢astku
DPH ve vysi dle pravnich pfedpisu ucinnych
ke dni uskute&néni zdanitelného pIlnéni na
zakladé pfislusného danového dokladu
(faktury), ktera bude splfiovat vSechny
naleZitosti pfedepsané pfislusnymi pravnimi
predpisy. Centrum nese odpovédnost za
uhrazeni vSech ostatnich dani v souvislosti
s platbami na zakladé této Smiouvy.

(h) The Sponsor will enter into a separate
agreement with the Principal Pnvestigator,
based on which the Investigator and the
study team will be remunerated for
conducting this clinical study.

(h) Zadavatel uzavie s hlavnim zkouSejicim
samostatnou smlouvu, na zakladé, které
bude zkousejici a studijni tym odménén za
provedeni tohoto klinického hodnoceni.

5. Ancillary Charges

Doplnrikové poplatky

SPONSOR agrees to reimburse Institution for
the reasonable, necessary and undisputed
charges for supplies and services provided to
Study Subjects on the Study for the diagnosis
or treatment of any injury or illness and not
covered in the Budget or by other payments
due under this Agreement ("Ancillary
Charges") which (i) are medically necessary
in the reasonable judgment of Institution or
Principal Investigator in each instance as
determined in consultation with SPONSOR,
only because the patient is receiving the
Study Drug in accordance with the Protocol

ZADAVATEL souhlasi s tim, ze
Zdravotnickému zafizeni uhradi pfimérené,
nezbytné a nesporné poplatky za dodavky
a sluzby poskytnuté Subjektiim Studie za
ucelem stanoveni diagn6zy nebo léCby
jakékoli ujmy na zdravi nebo onemocnéni,
které nejsou zahrnuty v rozpo¢tu nebo jinych
platbach splatnych podle této Smlouvy (dale
jen ,dodatecné poplatky®), které (i) jsou

Z lékarského hlediska nezbytné podle
rozumného Usudku Zdravotnického zafizeni
nebo Hlavniho zkouSejiciho v kazdém
pfipadé tak, jak je uréeno po konzultaci se
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or (ii) are provided by Institution or Principal
Investigator to comply with the Protocol or
instructions from the SPONSOR only
because the patient is receiving the Study
Drug; provided, however, that SPONSOR's
obligation under this Section 5 shall not apply
to any cost of care or treatment of such
illness or injury to the extent that it is
attributable to the (1) misconduct or
intentional misconduct of the Institution, the
Principal Investigator and/or their respective
employees, directors, officers, medical and
professional staff, employees, agents,
successors, heirs and assigns; (2) failure of
the Institution, the Principal Investigator
and/or any of their respective employees,
directors, officers, medical and professional
staff, employees, agents, successors, heirs
and assigns to adhere to the terms of the
Protocol, any written instructions of
SPONSOR, or all Applicable Law during the
course of the Study; (3) progression of the
patient’s underlying disease; and/or (4)
Protocol procedures that are also standard of
care (i.e., where the Study Subject would
have undergone such procedures for the
treatment of the underlying disease even if
not participating in the Study).

ZADAVATELEM, pouze proto, Ze pacient
dostava Hodnoceny pfipravek v souladu

s protokolem nebo ze (ii) Zdravotnické
zafizeni nebo Hlavni zkouSejici dostali pokyn
k dodrzeni protokolu nebo pokynu zadavatele
pouze proto, ze pacient dostava Hodnoceny
pfipravek; pokud se ovSem povinnost
ZADAVATELE podle tohoto bodu 5
nevztahuje na naklady na péci nebo Ié¢bu
takového onemocnéni nebo Ujmy na zdravi
v rozsahu, v jakém je lze pficist (1)
protipravniho jednani z nedbalosti nebo
umysiné Zdravotnického zafizeni, Hlavniho
zkousejiciho a/nebo jejich prislusnych
zameéstnancu, feditell, ufednika,
zdravotnického a profesionalniho personalu,
zameéstnancu, agentu, nastupcu, dédicu

a povérenych osob; (2) selhani
Zdravotnického zafizeni, Hlavniho
zkousejiciho a/nebo kteréhokoli z jejich
prislusnych zaméstnanc, feditell, afednik,
zdravotnického a profesionalniho personalu,
zaméstnancu, agentu, nastupcu, dédicl

a povérenych osob dodrzovat podminky
protokolu, jakékoli pisemné pokyny
ZADAVATELE, nebo vSechny platné zakony
v pribéhu Studie; (3) progresi zakladniho
onemocnéni pacienta; a/nebo (4) postupim
podle protokolu, které jsou také standardem
péce (tj. pokud by Subjekt Studie podstoupil
takové postupy pro Ié€bu zakladniho
onemocnéni, i kdyz by se neucastnil Studie).

Institution represents and warrants that it will
not bill SPONSOR for those Ancillary
Charges which Institution has submitted as
claims to the patient's health insurance carrier
or to other third-party payment source without
creating potential liability for Institution.

The Institution and the Principal Investigator
are entitled to refuse to comply with the
instructions of the SPONSOR and shall not
be bound by the obligation to comply with
these instructions if they are contrary to legal
regulations, the Protocol, the permission of
the regulatory authority or the concurring
opinion of the relevant ethics committees,

Zdravotnickeé zafizeni prohlasuje a zaruCuje,
Ze nebude uctovat ZADAVATELI ty
dodateCné poplatky, které pfedlozilo jako
naroky poskytovateli zdravotniho pojisténi
pacienta nebo jinému zdroji platby treti
strany, aniz by tim Zdravotnickému zafizeni
vznikla potencialni odpovédnost.

Zdravotnické zafizeni a Hlavni zkouSejici
jsou opravnéni odmitnout plnéni pokynu
ZADAVATELE a nebudou vazani povinnosti
tyto pokyny plnit, pokud jsou tyto v rozporu s
pravnimi pfedpisy, Protokolem, povolenim
regulacniho ufadu nebo souhlasnym
stanoviskem pfislusnych etickych komisi,
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good clinical practice, or if it can reasonably
be assumed that their fulfilment would
represent a disproportionate increase in the
health risk for the study subjects or a risk of
damage to the property of the Institution, or if
it can be reasonably assumed that their
performance would entail the incurrence of
costs on the part of the Institution not
foreseen by this Agreement or if the fulfilment
of these conditions for the Institution is
feasible only with disproportionate difficulty.
Should such a condition occur, SPONSOR,
Institution and Principal Investigator will work
in good faith to negotiate and remedy the
situation to the satisfaction of all Parties.

spravnou klinickou praxi, nebo Ize
odlvodnéné predpokladat, ze jejich pInéni by
predstavovalo neumérné zvySeni zdravotniho
rizika pro subjekty Studie nebo riziko Skody
na majetku Zdravotnického zafizeni, nebo Ize
odlvodnéné predpokladat, ze jejich pInéni by
znamenalo vznik nakladl na strané
Zdravotnického zafizeni nepfedpokladanych
touto Smlouvou nebo je pInéni téchto
podminek pro Zdravotnické zafizeni
proveditelné jen s nepfiméfenymi obtizemi.
Pokud takova podminka nastane,
ZADAVATEL, Zdravotnické zarizeni a Hlavni
zkousSejici budou v dobré vife pracovat na
vyjednavani a napravé situace ke
spokojenosti vSech stran.

6. Term; Termination 6. Platnost smlouvy; Ukoncéeni
smlouvy
(a) This Agreement shall a) Tato smlouva vstoupi v platnost k datu

commence on the Effective Date and
terminate upon the completion of the
Study when all final Study Data have been
provided to SPONSOR, unless as earlier
terminated as provided below. SPONSOR
may terminate this Agreement, in whole or
in part, effective immediately, upon written
notice to Institution: (i) prior to shipment of
Study Drug to Institution; or (ii) anytime
during the Study to protect the safety of
the patients enrolled into the Study.

The expected end date of the clinical trial is
September 2026.

ucinnosti a plati az do dokoncéeni Studie,
jakmile budou vSechny kone¢né udaje ze
Studie poskytnuty ZADAVATELI, pokud
nebude ukoncena dfive, jak je uvedeno nize.
ZADAVATEL muze tuto Smlouvu s okamzitou
platnosti vypovédét, a to zcela nebo z&asti na
zakladé pisemného oznameni
Zdravotnickému zafizeni: (i) pfed odeslanim
Hodnoceného pfipravku Zdravotnickému
zafizeni; nebo (ii) kdykoli v prubéhu Studie,
aby byla chranéna bezpecnost pacientu
zafazenych do Studie.

Predpokladany termin ukoné&eni klinického
hodnoceni je zafi 2026.

(b) SPONSOR may terminate this
Agreement in whole or in part upon thirty (30)
days written notice to Institution. Upon
receipt of a notice of termination, no further
patients may be enrolled into the Study, and
Institution agrees to cooperate with
SPONSOR in closing out the Study in an
orderly, medically acceptable manner.

(b) ZADAVATEL muze tuto Smlouvu
zcela nebo zC&asti vypovédét na zakladé
pisemného oznameni Zdravotnickému
zafizeni ve Ih(té tficeti (30) dnd. Po obdrzeni
oznameni o vypoveédi nesmi byt do Studie
zafazeni Zadni dalSi pacienti a Zdravotnické
zarizeni souhlasi, ze bude se
ZADAVATELEM spolupracovat pfi fadném
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SPONSOR shall promptly pay to Institution all
amounts on the Study to which the Institution
has been entitled until then, pursuant to
Sections 4 and 5 above for actual services
performed up to the effective date of
termination (to the extent payment therefore
has not been included in prior payments)
including all commitments incurred up to and
including the date of termination which cannot
be canceled.

a lékarsky pfijatelIném uzavieni Studie.
ZADAVATEL bezodkladné uhradi
Zdravotnickému zafizeni veSkeré ¢astky

v ramci Studie, na které vznikl
Zdravotnickému zafizeni do té doby narok,
podle vySe uvedenych odstavcl 4 a 5 vyse
za skuteéné provedené sluzby do data
ucinnosti vypovédi (v rozsahu, v némz platba
nebyla zahrnuta do pfedchozich plateb),
véetné v8ech zavazkd, které vznikly do data
vypovédi, které nelze zrusit.

(© Any Party may immediately terminate
this Agreement by written notice of breach by
another Party. For purposes of this
Agreement, “Breach” shall be defined as a
failure to materially comply with any provision
of this Agreement that is not cured within ten
(10) days following written notice of the
alleged breach from the other Party or if the
nature of the breach is such that it cannot
reasonably be cured within the ten (10) day
period, then the cure period may be
extended, in writing, by the non-breaching
Party/Parties.

(©) Kterakoli ze smluvnich stran muze
tuto Smlouvu okamzité vypovédét na zakladé
pisemného oznameni o jejim poruseni
druhou stranou. Pro ucely této Smlouvy se
»porusenim® rozumi podstatné nedodrzeni
jakéhokoli ustanoveni této Smlouvy, které
neni odstranéno do deseti (10) dnu od
pisemného ozndmeni druhé strany

0 udajném poruseni nebo pokud je povaha
poruseni takova, Ze jej nelze pfiméfené
odstranit v deseti (10) denni Ihuté, pak maze
byt Ihata pro napravu pisemné prodlouzena
stranou, ktera se poruseni nedopustila.

(d) The obligations of the Parties under
Sections 3, 4, 5, 7(b), 7(c) and 8 through 24
shall survive expiration or termination of this
Agreement.

(d) Povinnosti smluvnich stran podle
odstavcu 3, 4, 5, 7b), 7c) a 8 az 24 zustavaji
v platnosti i po vyprSeni nebo ukoncéeni
platnosti této Smlouvy.

7. Representation; Requlatory Audit; 7. Zastupovani; requlacéni audit;
Accounting vykazy
(a) The Principal Investigator represents | (a) Hlavni zkouSejici prohladuje

and warrants to SPONSOR that he/she has
not undergone an investigation of a clinical
study by the FDA or any other regulatory
agency having jurisdiction over clinical
studies which resulted in any restrictions on
the Principal Investigator in conducting
clinical studies, and that he/she is in good
standing as a clinical investigator with the

a zaruCuje ZADAVATELI, ze u ngj
neprobéhlo Setfeni klinické Studie ze strany
FDA nebo jiného regulaéniho organu

s pravomoci nad klinickymi Studiemi, které by
vedlo k jakymkoli omezenim Hlavniho
zkousejiciho pfi provadéni klinickych studii,a
Ze je v dobrém postaveni jako klinicky
zkousSejici u prislusnych regulacnich aradd,
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applicable regulatory agencies having
jurisdiction over clinical studies. Institution
and Principal Investigator shall promptly
notify SPONSOR in the event the Principal
Investigator becomes debarred or convicted
of a crime for which a person can be banned
from the activities of a doctor and/or
investigator in clinical trials. Upon receipt of
such notice, or if SPONSOR becomes aware
of such actual or written notice of a
threatened debarment of the Principal
Investigator, suspension, exclusion or
sanction, then, at SPONSOR’s request, the
Principal Investigator shall immediately cease
all activities relating to this Agreement, and
SPONSOR and Institution shall agree on and
appoint a new principal investigator. If a new
principal investigator cannot be agreed upon,
SPONSOR shall have the right to
immediately terminate this Agreement as
provided herein. The Principal Investigator
further represents and warrants that he/she
shall perform all services contemplated
herein and conduct the Study with the highest
professional conduct in a diligent and
competent manner in accordance with the
Protocol, generally accepted standards of
good medical practice and good clinical
practice, and all Applicable Law.

které maji jurisdikci nad klinickymi studiemi.
Zdravotnické zafizeni a Hlavni zkousejici
neprodlené informuji ZADAVATELE

v pfipadé, Ze Hlavnimu zkous$ejicimu bude
zakazana €innost nebo bude odsouzen za
trestny &in, za ktery mlze byt osobé
zakazana €innost Iékafe a/nebo zkoudejiciho
v klinickych studiich. Poté, co ZADAVATEL
takové oznameni obdrzi nebo se dozvi

o takovém skutecném nebo pisemném
oznameni o hrozicim zakazu Cinnosti
Hlavniho zkouSejiciho, pozastaveni,
vylou€eni nebo sankci, pak Hlavni zkouSejici
na zadost ZADAVATELE okam?Zité zastavi
veskere Cinnosti souvisejici s touto Smlouvou
a ZADAVATEL a Zdravotnické zafizeni se
dohodnou na novém Hlavnim zkousejicim

a jmenuji ho. Pokud se na novém Hlavnim
zkousejicim nelze dohodnout, ma
ZADAVATEL pravo tuto Smlouvu okamzité
podle jejiho ustanoveni vypovédét. Hlavni
zkousejici dale prohlasuje a zarucCuje, ze
poskytne vSechny sluzby, které jsou ve
smlouvé uvedeny. a Ze bude Studii provadét
maximalné moznym profesionalnim
zpUsobem v souladu s Protokolem, obecné
uznavanymi standardy spravné |ékarské
praxe a spravné klinické praxe a véemi
platnymi zakony.

(b) Institution shall notify SPONSOR
immediately of any inquiries, correspondence
or communications with or from the FDA or
any other governmental or regulatory
authority related to the Study, unless legally
prohibited from doing so. If the FDA or any
other governmental or regulatory authority
requests permission to or does inspect
Institution’s facilities or research records
relating to the Study, Institution shall make all
reasonable efforts to coordinate any
scheduling of such inspections to permit
SPONSOR to review the records before the
inspection and be present and available
during such inspections. Institution shall
provide, in writing, to SPONSOR copies of all
materials, correspondence, statements,
forms, and records which Institution receives,

b) Zdravotnické zafizeni neprodlené
informuje ZADAVATELE v pfipadé jakychkoli
dotaz(, korespondence nebo komunikace

s FDA nebo jinym vladnim nebo regulacnim
organem v souvislosti se Studii, pokud to
zakon nezakazuje. Pokud FDA nebo jiny
vladni nebo regulaéni organ pozada

0 povoleni nebo provede inspekci zafizeni Ci
zaznamu o vyzkumu Zdravotnického zafizeni
tykajicich se Studie, vynalozi Zdravotnické
zafizeni veSkeré pfimérené usili ke
koordinaci planovani takovych inspekci,
umozni ZADAVATELI pfed takovou inspekci
zkontrolovat zaznamy a bude pfitomen a k
dispozici b&hem takovych inspekci.
Zdravotnické zafizeni poskytne ZADAVATELI
pisemné kopie vSech material(,
korespondence, prohlaseni, formulara
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obtains or generates pursuant to any such
inspection or in connection with any inquiries,
communications or correspondence from the
FDA or any other governmental or regulatory
authorities related to the Study. Institution
shall make reasonable efforts to segregate,
and not disclose, any documents and
materials that are not required to be disclosed
during such an inspection of the Study.

a zaznamd, které obdrzi, ziska nebo vytvofi
na zakladé jakékoli takové inspekce nebo

v souvislosti s jakymikoli dotazy, sdélenimi
nebo korespondenci od FDA nebo jakychkoli
jinych vladnich ¢&i regulagnich organ

v souvislosti se Studii. Zdravotnické zafizeni
vynalozZi pfiméfené usili, aby oddélilo

a nezvefejnilo zadné dokumenty a materialy,
které nemusi byt béhem takové inspekce
Studie zverejnény.

(© At the completion or earlier
termination of the Study, an accounting shall
be made of the Study Drug provided by
SPONSOR for the Study and any such
supplies remaining shall be returned to
SPONSOR in accordance with the written
instructions of SPONSOR and at Sponsor’s
reasonable expense. In addition, upon the
conclusion or termination of the Study,
Institution and Principal Investigator shall
deliver to SPONSOR or dispose of all unused
Biological Samples collected in performance
of the Study in accordance with SPONSOR’s
instructions.

c) Po dokonéeni nebo pfedCasném
ukonceni Studie bude Hodnoceny pfipravek
poskytnuty ZADAVATELEM pro Studii
vyuctovan a veskeré zbyvajici zasoby budou
vraceny ZADAVATELI v souladu s pisemnymi
pokyny ZADAVATELE a na jeho pfiméfené
naklady. Kromé toho Zdravotnické zarizeni
a Hlavni zkousejici doru¢i ZADAVATELI
nebo zlikviduji vSechny nepouzité biologické
vzorky odebrané pfi provadéni Studie

v souladu s pokyny ZADAVATELE.

(d) Institution represents and warrants
that (i) it shall perform the services
contemplated herein and conduct the Study
with professional conduct in a diligent and
competent manner in accordance with the
Protocol, generally accepted standards of
good medical practice and good clinical
practice, and all Applicable Law; and (ii) it has
the experience, capability and resources,
including, but not limited to, personnel,
facilities and patient population, adequate to
perform the Study.

(d) Zdravotnické zafizeni prohlasuje

a zarucuije, zZe (i) poskytne sluzby, které jsou
zde uvedeny a provede Studii profesionalnim
zplUsobem, svédomité a kompetentné

v souladu s Protokolem, vSeobecné
akceptovanymi standardy spravné Iékarské
praxe a spravné klinické praxe a vSemi
platnymi zakony; ii) ma zkuSenosti,
schopnosti a zdroje, mimo jiné v&etné
personalu, zafizeni a populace pacient(,
které jsou pro provadéni Studie dostatecné.

8. Confidentiality

Duvérnost informaci
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(a) Performance of the Study by
Institution and Principal Investigator in the
manner contemplated by this Agreement will
require that Institution and the Principal
Investigator have access to information,
which is proprietary and confidential to
SPONSOR including, but not limited to, the
Study, Study Drug, Biological Samples,
Protocols, Investigator’s Brochures, CRFs
and any other information or material
pertaining to SPONSOR or the Study.
Institution and the Principal Investigator each
agree that all information communicated or
provided by SPONSOR and/or its agents,
including any information related to the Study
provided under confidentiality prior to this
Agreement, or developed by Institution, or
any Study Data or Principal Investigator in the
course of performing the services hereunder,
is the exclusive property of SPONSOR and
SPONSOR'’s confidential information
(“Sponsor Confidential Information”).
Institution and the Principal Investigator shall
ensure that SPONSOR’s Confidential
Information (i) shall be kept strictly
confidential by the Principal Investigator and
any person connected with the services
within the Study, (ii) shall not be disclosed to
any third party without prior written consent of
SPONSOR, and (iii) shall only be used for the
sole purpose of performing the services
hereunder. The Principal Investigator shall
communicate the results of the services
promptly to SPONSOR. The Principal
Investigator agrees that performance of the
Study on behalf of Institution hereunder shall
be within the scope of, and governed by the
terms of, this Agreement.

a) Zpusob, jakym bude Zdravotnické
zarizeni a Hlavni zkouSejici Studii podle této
Smlouvy provadét vyzaduije, aby
Zdravotnické zafizeni a Hlavni zkouSejici
méli pfistup k informacim, které jsou
vlastnictvim a divérnym majetkem
ZADAVATELE, mimo jiné v€etné& samotné
Studie, Hodnoceného pfipravku, biologickych
vzorku, protokoll, soubor( informaci pro
zkousejiciho, CRF a jakychkoli jinych
informaci nebo materiall tykajicich se
ZADAVATELE nebo Studie. Zdravotnické
zafizeni a Hlavni zkouS$ejici souhlasi s tim, ze
veskeré informace, které sdéli nebo poskytne
ZADAVATEL a/nebo jeho zastupci, v€etné
jakychkoli divérnych informaci pred
uzavienim této Smlouvy nebo informaci
vyvinutych Zdravotnickym zafizenim

v souvislosti se Studii nebo jakékoli udaje ze
Studie nebo o Hlavnim zkouSejicim

v pribéhu poskytovani sluzeb podle této
Smlouvy, jsou vyhradnim vlastnictvim
ZADAVATELE a ddvérnymi informacemi
ZADAVATELE (dale jen ,duvérné informace
zadavatele®). Zdravotnické zafizeni a Hlavni
zkousejici zajisti, aby Dlvérné informace
ZADAVATELE (i) byly Hlavnim zkou$ejicim
a jakoukoli osobou spojenou se sluzbami

v ramci Studie uchovavany jako pfisné
davérné, (ii) nebudou sdéleny zadné treti
strané bez predchoziho pisemného souhlasu
ZADAVATELE a (iii) budou pouzity vyhradné
pro ucely poskytovani sluzeb podle této
Smlouvy. Hlavni zkou$ejici neprodlené sdéli
ZADAVATELI vysledky sluzeb. Hlavni
zkousSejici souhlasi s tim, Zze Studie jménem
Zdravotnického zafizeni podle této Smlouvy
je provadéna v rozsahu této Smlouvy a fidi
se jejimi podminkami.

(b) Notwithstanding the provisions of
Section 8(a), Institution may include the name
of the drug being studied and a brief
description of the Study in a listing of all
investigational agents being studied by
Institution that is mailed by Institution to
referring oncologists from time to time and
posted on Institution’s web site. The name of

(b) Bez ohledu na ustanoveni ¢lanku 8(a)
muze Zdravotnické zafizeni zahrnout nazev
Hodnoceného pfipravku a stru¢ny popis
Studie do seznamu v8ech svych
hodnocenych lé€ivych pfipravkd, ktery ¢as od
Casu zasila doporucujicim onkologtim

a zvefejfiuje na svych internetovych
strankach. Nazev léku, ktery ma byt pouzit, je
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the drug to be used is as referenced at
Section 1(a), Study Drug, and the brief
description of the Study shall be agreed to by
the parties.

uveden v odstavci 1a), na hodnoceném
pfipravku a na popisu Studie se strany
dohodnou.

(© CRO Confidential Information.
Institution and Investigator shall keep strictly
confidential any information disclosed to it by
Sponsor and/or CRO regarding Sponsor’s
and/or CRO’s processes, pricing, systems
and procedures. Institution and Investigator
shall protect such confidential information of
Sponsor and/or CRO with the same degree of
care as Institution and Investigator would
protect their own confidential information.
Institution and Investigator shall require alll
Study personnel working on this Study to
comply with the terms of this provision.

The SPONSOR undertakes to maintain
confidentiality about all facts that it has
learned or learns about the Institution in
connection with this Agreement or the
conduct of the Study that are not publicly
accessible. SPONSOR undertakes to
maintain confidentiality even about facts that
the Institution designates as classified and
confidential. SPONSOR is also obliged to
maintain confidentiality about facts of such a
nature that they may cause harm to the
Institution if published, regardless of whether
they are of the nature of personal, business
or other information.

(©) Davérné informace CRO.
Zdravotnické zafizeni a zkouSejici jsou
povinni zachovavat pfisnou divérnost
veskerych informaci, které jim sdéli Zadavatel
nebo CRO ohledné svych procest, cen,
systému a postupll. Zdravotnické zafizeni
a Zkousejici chrani tyto davérné informace
Zadavatele a/nebo CRO se stejnou mirou
opatrnosti, jakou by chranili své vlastni
davérné informace. Zdravotnické zafizeni
a ZkousSejici musi vyZzadovat, aby veSkery
personal pracujici na této Studii dodrzoval
podminky tohoto ustanoveni.

ZADAVATEL se zavazuje zachovavat
micenlivost o vSech skutednostech, které se
dozvédél ¢i dozvi o Zdravotnickém zafizeni v
souvislosti s touto smlouvou &i provadénim
Studie a které nejsou verejné pristupné.
ZADAVATEL se zavazuje zachovavat
mi¢enlivost i o skuteénostech, které
Zdravotnicke zafizeni oznacCi jako skutecnosti
utajované a duvérné. ZADAVATEL je dale
povinen zachovavat mi€enlivost o
skute¢nostech, které jsou takového
charakteru, Ze mohou v pfipadé zvefejnéni
pfivodit Zdravotnickému zafizeni Ujmu bez
ohledu na to, zda maji povahu osobnich,
obchodnich &i jinych informaci.

9. Publications and Inventions

9. Publikace a vynalezy

@ Subject at all times to the provisions of
Section 8, SPONSOR agrees that the
Principal Investigator shall have the right to
publish or permit the publication of any
information or material relating to or arising
out of the services performed under this
Agreement and related to the Study after
prior submittal to SPONSOR provided that if

a) Za vSech okolnosti s vyhradou
ustanoveni ¢lanku 8, ZADAVATEL souhlasi
s tim, Ze Hlavni zkouSejici ma pravo zvefejnit
nebo povolit zvefejnéni jakychkoli informaci
nebo materiald, které se tykaji nebo
vyplyvajici ze sluzeb provadénych podle této
Smlouvy a souviseji se Studii po jejich
pfedchozim pfedlozeni ZADAVATELI za
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SPONSOR shall so request, the Investigator
will delay publication for a maximum of ninety
(90) days after submittal to SPONSOR to
enable SPONSOR to protect its rights,
including patent rights, in such information or
material. Any proposed publication or
presentation (e.g., manuscript, abstract or
poster) for submittal to a journal or scientific
meeting will be sent to SPONSOR no less
than sixty (60) days prior to submittal,
together with confirmation that any other
author(s) has seen and agreed to the
proposed publication or presentation.
SPONSOR will undertake to comment on
such documents within thirty (30) days of
receipt and may propose reasonable
modifications to the publication, which shall
not be unreasonably rejected by Principal
Investigator.

predpokladu, Ze o to ZADAVATEL pozada,
ZkouSejici pozdrzi publikaci maximalné

o devadesat (90) dni po pfedlozeni
ZADAVATELI, aby mu umoznil chranit sva
prava, v€etné patentovych prav k témto
informacim nebo materialim. Jakakoli
navrhovana publikace nebo prezentace
(napf. rukopis, abstrakt nebo poster) uréena
k predlozeni do ¢asopisu nebo k védeckému
setkani bude odeslana ZADAVATELI
nejpozdéji Sedesat (60) dni pfedem spolecné
s potvrzenim, ze jakykoli dal$i autor(autofi)
navrhovanou publikaci nebo prezentaci
vidél(i) a souhlasil(i) s ni. ZADAVATEL se
zavazuje, ze se k témto dokumentim vyjadfi
ve |h{té triceti (30) dnil od jejich obdrzeni

a maze navrhnout pfiméfené upravy
publikace, které Hlavni zkouSejici
bezdlvodné neodmitne.

(b) For multicenter studies, it is agreed
that, consistent with scientific standards,
publication of the results obtained by
Institution shall be made only as part of a
publication of the results from all sites
performing the Study; provided however that
if no such publication has been made within
twelve (12) months following the conclusion
of the Study at all participating sites,
Institution and Principal Investigator shall
have the right to publish a summary of its
results obtained, subject to the provisions of
this Section 9.

(b) V pfipadé multicentrickych studii je
dohodnuto, Zze bude zvefejnéni vysledk
ziskanych Zdravotnickym zafizenim pouze
soucasti publikace vysledkl ze vsech
pracovist provadéjicich Studii; pokud vSak

k takovému zverejnéni nedojde do dvanacti
(12) mésicl od ukonéeni Studie na vSech
zucastnénych pracovistich, maji Zdravotnické
zafizeni a Hlavni zkouS$ejici pravo zvefejnit
souhrn svych ziskanych vysledku, s vyhradou
ustanoveni tohoto odstavce 9.

(© If the Study is conducted at multiple
sites, the order of authorship credit shall be
based on the number of Study subjects
enrolled at each center and other significant
contributions to the conduct of the Study. In
accordance with scientific standards,
SPONSOR'’s scientific and medical staff who
contributed significantly to the research shall
be included as authors on all publications.

(© Pokud je Studie provadéna na vice
pracovistich, pofadi zapoctu autorstvi vychazi
z poctu subjektu Studie zafazenych do
jednotlivych center a dalSich vyznamnych
pfispévkl k provadéni Studie. V souladu

s védeckymi standardy musi byt védecky

a zdravotnicky personal ZADAVATELE, ktery
vyznamné pfispél k vyzkumu, uveden jako
autor vSech publikaci.

(d)

All rights and interests worldwide in

(d) VesSkera prava a celosvétové zajmy na
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any discoveries, invention, know-how or other
intellectual or industrial property rights,
whether patentable or not, which arise during
the course of and/or as a result of the
performance of the services according to this
Agreement, including the Study which is the
subject of the Protocol or which otherwise
arise from or pertain to the Study Drug, Study
Data or any information or materials supplied
by SPONSOR under this Agreement, are
hereby assigned to, and shall vest in and
remain the property of SPONSOR.
Whenever requested to do so by SPONSOR,
Institution shall, at SPONSOR's expense,
execute any and all documents or other
instruments and give testimony which
SPONSOR shall deem necessary to apply for
and obtain patent(s) in any country or to
otherwise protect SPONSOR's interests
therein. These obligations shall continue
beyond the termination of this Agreement and
shall be binding upon Institution, the Principal
Investigator, and Institution's assigns.

jakychkoli objevech, vynalezech, know-how
nebo jinych pravech dusevniho ¢i
priimyslového vlastnictvi, at uz
patentovatelnych €i nikoli, které vzniknou

v pribéhu a/nebo v dlisledku poskytovani
sluzeb dle této smlouvy, v€etné Studie jako
predmétu Protokolu, nebo které jinak
vzniknou z divodu Hodnoceného pfipravku,
udajl ze Studie nebo jakychkoli informaci €i
materiald dodanych ZADAVATELEM podle
této Smlouvy nebo se jich tykaji, se timto
prevadéji na ZADAVATELE a zlstavaji jeho
vlastnictvim. Kdykoli o to ZADAVATEL
pozada, Zdravotnické zafizeni na naklady
ZADAVATELE vyhotovi vesSkeré dokumenty
nebo jiné nastroje a poskytne svédectvi, které
ZADAVATEL povazuje za nezbytné pro
Zadost o patent (patenty) v jakékoli zemi
nebo pro jinou ochranu zajmi ZADAVATELE.
Tyto povinnosti pretrvaji i po ukon&eni
platnosti této Smlouvy a jsou zdvazné pro
Zdravotnické zafizeni, Hlavniho zkousSejiciho
a pravni nastupce Zdravotnického zafizeni.

(e) CRO Technology. All existing inventions
and technologies related to CRO’s eClinical
processes and systems belong exclusively to
CRO (“CRO Technology”). All rights and
interests worldwide in any discoveries,
invention, know-how or other intellectual or
industrial property rights, whether patentable
or not, which arise during the course of this
Agreement pertaining solely to CRO
Technology shall vest in and remain the
property of CRO. Institution shall, at CRO’s
expense, execute any and all documents or
other instruments and give testimony which
CRO shall deem necessary to apply for and
obtain patent(s) in any country or to otherwise
protect CRO's interests therein. This Section
9(e) survives termination of this Agreement.

e) Technologie CRO. VSechny stavajici
vynalezy a technologie souvisejici s eClinical
procesy a systémy CRO patfi vyhradné CRO
(dale jen ,technologie CRO"). VeSkera prava
a podily na jakychkoli objevech, vynalezech,
know-how nebo jinych pravech dusevniho
vlastnictvi Ci vlastnictvi v ramci odvétvi, at’ jiz
patentovatelnych €i nikoli, které vzniknou

v pribéhu této Smlouvy a tykaji se vyhradné
technologie CRO, nalezi a zlstavaji
majetkem CRO. Zdravotnické zafizeni na
naklady CRO vyhotovi veSkeré dokumenty
nebo jiné nastroje a poskytne svédectvi, které
CRO povazuje za nezbytné pro zadost

0 patent (patenty) v jakékoli zemi nebo pro
jinou ochranu zajmi CRO. Tento odstavec
9e) je platny i po ukonCeni této Smiouvy.

10. Indemnification

10. Odskodnéni

a) Indemnification by SPONSOR

a) Odskodnéni ze strany ZADAVATELE
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SPONSOR shall indemnify, defend
and hold harmless Institution and
the Principal Investigator and their
respective employees, directors,
officers, medical and professional
staff, employees, agents,
successors, heirs and assigns
(collectively the "Institution
Indemnitees") from and against
any liability, damage, loss, or
expense (including reasonable
attorney's fees and expenses of
litigation) (“Losses”) incurred by or
imposed upon the Institution
Indemnitees or any one of them in
connection with any third party
claims, suits, actions, demands or
judgments (“Claims”) to the extent
that such Claims: (A) arise out of
any of product liability the cause of
which is the Study Drug or any
modification of such Study Drug in
accordance with the Protocol
during the course of the Study; (B)
arise out of any personal injury
(including death) caused by proper
performance of the Study by the
Institution Indemnitees in
accordance with the Protocol (but
excluding progression of the
patient’s underlying disease); or
(C) arise out of damage to any
property resulting from and
occurring during performance of
the Study by the Institution
Indemnitees in accordance with
the Protocol. SPONSOR’s
indemnification obligations is
subject to the following conditions:
(1) Institution and the Principal
Investigator agree to notify
SPONSOR promptly of any such
Claim; (2) SPONSOR shall have
sole control and authority with
respect to the defense and
settlement of any such Claim
within the limits set by the relevant
legal regulations; and (3)

Povinnosti ZADAVATELE je
odskodnit, chranit a zbavit
Zdravotnickeé zafizeni a Hlavniho
zkousejiciho a jejich prislusné
zaméstnance, feditele, vedouci
pracovniky, zdravotnicky a odborny
personal, zaméstnance, zastupce,
nastupce, dédice a pravni nastupce
(souhrnné dale jen ,OdSkodriované
osoby Zdravotnického zafizeni®)
jakeékoli odpovédnosti za jakoukoli
8kodu, ztraty, nebo vydaje (v€etné
priméfenych poplatk( za pravni
zastoupeni a vydaju na soudni fizeni)
(souhrnné dale jen ,ztraty“), které
vznikly nebo byly uloZeny
Odskodnovanym osobam
Zdravotnického zafizeni nebo
kterémukoli z nich v souvislosti

s jakymikoli naroky, Zalobami, naroky
nebo posudky (souhrnné dale jen
»nharoky“) v rozsahu, v jakém tyto
naroky: (A) vyplyvaji z jakékoli
odpovédnosti za vyrobek, jejiz
pfic¢inou je Hodnoceny pfipravek nebo
jakakoli uprava tohoto Hodnoceného
pfipravku v souladu s Protokolem

v pribéhu Studie; (B) vzniknou

v disledku jakéhokoli Gjmy na zdravi
(v€etné smirti) zplsobené Fadnym
provadénim Studie ze strany
odskodriovanych osob Zdravotnického
zarizeni v souladu s Protokolem (s
vyjimkou progrese zakladniho
onemocnéni pacienta); nebo (C)
vzniknou v disledku poSkozeni
jakéhokoli majetku v disledku
provadéni Studie ze strany
Odskodrovanych osob
Zdravotnického zafizeni v souladu

s Protokolem. Povinnosti
ZADAVATELE k od8kodnéni podléhaji
nasledujicim podminkam: (1)
Zdravotnické zafizeni a Hlavni
zkouSejici souhlasi s tim, Ze budou
neprodlené informovat ZADAVATELE
0 jakémkoli takovém naroku; (2)
ZADAVATEL ma vyhradni kontrolu
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Institution Indemnitees agree to
cooperate fully with SPONSOR in
the handling thereof. SPONSOR
shall not, without the prior written
consent of the Institution
Indemnitees, agree to any
settlement of any such Claim that
does not include a complete
release of the Institution
Indemnitees from all liability with
respect thereto or that imposes
any liability, obligation or
restriction on the Institution
Indemnitees. The Institution
Indemnitees may participate in the
defense of any Claim through its
own counsel, and at its own
expense.

SPONSOR undertakes to provide Institution
with all documentation and cooperation
necessary for the defense of the Institution
against such a Claim, including legal and
other professional support.

a pravomoc, pokud jde o obhajobu

a vyporadani jakéhokoliv takového
naroku, a to v mezich stanovenych
pfislusnymi pravnimi pfedpisy; a (3)
Odskodnované osoby Zdravotnického
zarizeni souhlasi, ze budou pIné
spolupracovat se ZADAVATELEM pfi
jejich feSeni. ZADAVATEL nesmi bez
pfedchoziho pisemného souhlasu
Odskodnovanych osob
Zdravotnického zafizeni souhlasit

s zadnym urovnanim takového
naroku, které nezahrnuje uplné
zprosténi veSkeré odpovédnosti

v souvislosti s nim nebo které uklada
OdSkodriovacim osobam
Zdravotnického zafizeni jakoukoli
odpovédnost, zavazek nebo omezeni.
Odskodnované osoby Zdravotnického
zafizeni se mohou podilet na
obhajobé proti jakémukoli naroku
prostfednictvim svého vlastniho
pravniho zastupce a na své vlastni
naklady.

ZADAVATEL se zavazuje poskytnout
Zdravotnickému zafizeni veSkerou
dokumentaci a souc¢innost potfebnou pro
obranu Zdravotnického zafizeni vuci
takovému naroku, a to v€etné pravni a jiné
odborné podpory.

SPONSOR's indemnification under
Section (a)(i) above shall not apply to
any Claim to the extent that the same
is attributable to the: (1) tort of
negligence, or intentional misconduct
of the Institution Indemnitee seeking
indemnification hereunder; or (2)
failure of any Institution Indemnitee
seeking indemnification hereunder to
adhere to the terms of the Protocol
(except for reasonable and necessary
deviations from the Protocol for the
health and safety of Study Subject),
any written instructions of SPONSOR,
to comply with all Applicable Law,
generally accepted standards of good

Odskodnéni ZADAVATELE podle
vySe uvedeného odstavce a)(i) se
nevztahuje na zadny narok v rozsahu,
Vv jakém jej Ize pfiCist nasledujicim
skute€nostem: (1) protipravni jednani
z nedbalosti nebo umysiné
Odskodhované osoby Zdravotnického
zarizeni, ktera zada o odskodnéni
podle tohoto dokumentu; nebo (2)
nedodrzeni podminek Protokolu (s
vyjimkou pfiméfenych a nezbytnych
odchylek od protokolu z davodu zdravi
a bezpecnost subjektu Studie), vSech
pisemnych pokyntd ZADAVATELE,
nedodrzeni vSech platnych pravnich
predpisl, obecné uznavanych
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medical practice or good clinical
practice during the course of the
Study.

standardU spravné lékarské praxe
nebo spravné klinické praxe

v pribéhu Studie Odskodrované
osoby Zdravotnického zafizeni.

(b)

Indemnification by Institution

OdSkodnéni ze strany Zdravotnického

zarizeni

Institution shall indemnify and hold
harmless SPONSOR, its stockholders,
licensees, affiliates, directors, officers,
employees and agents and their
respective successors, heirs and
assigns (the "SPONSOR
Indemnitees”) against any Losses
incurred by or imposed upon
SPONSOR Indemnitees or any one of
them in connection with any Claims to
the extent that such Claims arise out
of or are attributable to the: (A)
negligent activities conducted contrary
to the Agreement or applicable legal
regulations due to negligence or
misconduct of any Institution
Indemnitee; or (B) failure of any
Institution Indemnitee to adhere to the
terms of the Protocol (except for
reasonable and necessary deviations
from the Protocol for the health and
safety of Study patient), any written
instructions of SPONSOR binding to
the Institution, all Applicable Law,
generally accepted standards of good
medical practice or good clinical
practice during the course of the
Study. Institution’s indemnification
obligations is subject to the following
conditions: (1) SPONSOR agrees to
notify Institution promptly of any
Claim; (2) Institution having sole
control and authority with respect to
the defense and settlement of any
such Claim; and (3) SPONSOR
agrees to cooperate fully with
Institution in the handling thereof.
Institution shall not, without the prior
written consent of the SPONSOR

Zdravotnické zafizeni odSkodni

a zbavi odpovédnosti ZADAVATELE,
jeho akcionare, nabyvatele licence,
pfidruzené spole¢nosti, feditele,
vedouci pracovniky, zaméstnance

a zastupce a jejich prislusné
nastupce, dédice a nabyvatele prav
(dale jen ,OdSkodriované osoby
ZADAVATELE®) za veSkeré ztraty
vzniklé nebo ulozené
Odskodnovanym osobam
ZADAVATELE nebo kterémukoli

Z nich v souvislosti s jakymikoli naroky
v rozsahu, v jakém tyto naroky
vznikaji nebo se pficitaji

k nasledujicim skuteCnostem: (A)
jednani v rozporu se Smlouvu nebo
pfislusnymi pravnimi pfedpisy

z nedbalosti nebo umysiné kterékoli
odSkodriované osoby Zdravotnického
zafizeni; nebo (B) nedodrzeni
podminek Protokolu (s vyjimkou
pfiméfenych a nezbytnych odchylek
od protokolu z divodu zdravi

a bezpecnost subjektu Studie), vdech
pisemnych pokynid ZADAVATELE
zavaznych pro Zdravotnické zafizeni,
nedodrzeni vSech platnych pravnich
predpisu, obecné uznavanych
standardl spravné lékarské praxe
nebo spravné klinické praxe

v pribéhu Studie ze strany
Odskodnované osoby Zdravotnického
zarizeni. Povinnosti Zdravotnického
zafizeni k nahradé Skody podléhaji
nasledujicim podminkam: (1)
ZADAVATEL souhlasi s tim, ze bude
neprodlené informovat Zdravotnické
zafizeni o jakémkoli takovém naroku;
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Indemnitees, agree to any settlement
of any such Claim that does not
include a complete release of the
SPONSOR Indemnitees from all
liability with respect thereto or that
imposes any liability, obligation or
restriction on the SPONSOR
Indemnitees. The SPONSOR
Indemnitees may participate in the
defense of any Claim through their
own counsel, and at their own
expense.

(2) Zdravotnické zafizeni ma vyhradni
kontrolu a pravomoc, pokud jde

0 obhajobu a vypofadani jakéhokoliv
takového naroku; a (3) ZADAVATEL
souhlasi, ze bude pIné spolupracovat
se Zdravotnickym zafizenim pfi jeho
feSeni. ZADAVATEL nesmi bez
pfedchoziho pisemného souhlasu
Odskodnovanych osob ZADAVATELE
souhlasit s zadnym urovnanim
takoveho naroku, které nezahrnuje
uplné zprosténi veskeré odpovédnosti
v souvislosti s takovym narokem nebo
které uklada Odskodriovacim osobam
ZADAVATELE jakoukoli odpovédnost,
zavazek nebo omezeni.
OdSkodriované osoby ZADAVATELE
se mohou podilet na obhajobé proti
jakémukoli naroku prostifednictvim
sveho vlastniho pravniho zastupce

a na sveé vlastni naklady.

Institution’s indemnification under
Section (b)(i) above shall not apply to
any Claim to the extent that the same
is attributable to the negligence,
reckless misconduct or intentional
misconduct of the SPONSOR or the
illegal conduct of the indemnified
person of SPONSOR, who seeks
indemnification hereunder.

Odskodnéni Zdravotnického zafizeni
podle vySe uvedeného odstavce b)(i)
se nevztahuje na jakykoli narok

v rozsahu, v jakém jej Ize pficist
nedbalosti, nedbalostnimu nebo
umysinému pochybeni odSkodnované
osoby ZADAVATELE, nebo
protipravnimu jednani odskodriované
osoby ZADAVATELE ktera usiluje

0 odskodnéni podle tohoto
dokumentu.

11. Insurance

11. Pojisténi

The Institution declares that it has arranged
insurance pursuant to Act No. 372/2011 Caoll.,
On Health Services, as amended.

SPONSOR hereby declares and assures that
it has concluded liability insurance for
damage caused by the Study in accordance
with the provisions of Act No. 378/2007 Coll.,
on Pharmaceuticals. SPONSOR is obliged to

Zdravotnické zafizeni prohlasuje, Ze ma
sjednano pojisténi dle zakona €. 372/2011 Sb.,
o zdravotnich sluzbach, ve znéni pozdé&jSich
predpisu.

ZADAVATEL timto prohlasuje a ujistuje, ze
uzaviel pojisténi odpovédnosti za $kodu
zpusobenou Studii v souladu s ustanovenimi

zakona €. 378/2007 Sb., o [éCivech.
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maintain a valid and effective insurance
contract throughout the duration of the Study.

ZADAVATEL je povinen udrzovat platnou a
ucinnou smlouvu o pojisténi po celou dobu
provadéni Studie.

Each Party shall provide to the other Party or
Parties with written evidence of such
insurance upon request. Additionally, each
Party shall provide to the other Party or
Parties with written notice at least thirty (30)
days prior to the cancellation, non-renewal or
material change in such insurance.

Kazda ze smluvnich stran poskytne druhé
smluvni strané nebo stranam na pozadani
pisemny dikaz o takovém pojisténi. Kromeé
toho kazda ze smluvnich stran druhé smluvni
strané nebo stranam pisemné oznami
nejméné tficet (30) dnd pfedem zruseni,
neprodlouzeni platnosti nebo podstatnou
zménu takového pojisténi.

EXCEPT FOR A BREACH OF SECTIONS 7,
8, OR 9 OF THIS AGREEMENT AND WITH
RESPECT TO EACH PARTY’S
INDEMNIFICATION OBLIGATIONS
HEREUNDER, IN NO EVENT SHALL
EITHER PARTY BE LIABLE TO THE OTHER
PARTY OR ANY OTHER PERSON OR
ENTITY FOR ANY REASON
WHATSOEVER, WHETHER IN CONTRACT
OR TORT, FOR ANY SPECIAL,
EXEMPLARY, INDIRECT, INCIDENTAL,
CONSEQUENTIAL OR PUNITIVE
DAMAGES OF ANY KIND OR NATURE
WHATSOEVER (INCLUDING, WITHOUT
LIMITATION, LOST REVENUES, PROFITS,
SAVINGS OR BUSINESS) IN CONNECTION
WITH OR ARISING OUT OF THIS
AGREEMENT, EVEN IF ADVISED OF THE
POSSIBILITY THEREOF.

S VYJIMKOU PORUSENi USTANOVENI

V ODSTAVCICH 7, 8, NEBO 9 TETO
SMLOUVY A S OHLEDEM NA POVINNOSTI
KAZDE SMLUVNIi STRANY K NAHRADE
SKODY PODLE TETO SMLOUVY, ZADNA
ZE STRAN V ZADNEM PRIPADE
NEODPOVIDA DRUHE STRANE ANI
ZADNE JINE OSOBE NEBO SUBJEKTU

Z JAKEHOKOLI DUVODU, AT UZ
SMLUVNIHO NEBO DELIKTNIHO, ZA
JAKEKOLI ZVLASTNI, EXEMPLARNI,
NEPRIME, NAHODNE, NASLEDNE NEBO
SANKCNE NAHRAZOVANE SKODY
JAKEHOKOLI DRUHU NEBO POVAHY
(MIMO JINE VCETNE USLYCH PRiJMU,
ZISKU, USPOR NEBO OBCHODNICH
PRILEZITOSTI) V SOUVISLOSTI S TOUTO
SMLOUVOU NEBO VYPLYVAJICi Z TETO
SMLOUVY, A TO ANI V PRIPADE, ZE BYLA
UPOZORNENA NA JEJICH MOZNOST.

12. Restriction on Advertising

12. Omezeni reklamy

Except as provided in Section 8(b), no party
to this Agreement shall use the name of any
other party or of any staff member, officer,
director, stockholder, employee or agent of
any other party in any advertising,
promotional or sales literature or in any
publicity without the prior written approval of

S vyjimkou pfipadu uvedenych v odstavci 8
pism. b) nesmi Zadna smluvni strana pouzit
jméno druhé strany nebo jakéhokoli Clena
personalu, vedouciho pracovnika, feditele,
akcionare, zaméstnance nebo zastupce
druhé strany v jakékoli reklamni, propagacéni
nebo prodejni literatufe nebo v jakékoli
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the other. SPONSOR shall review and
approve all advertisement of the Study and
the Study Drug by Institution and/or the
Principal Investigator prior to the release of
any such advertisement.

propagaci bez pfedchoziho pisemného
souhlasu druhé strany. ZADAVATEL
pfezkouma a schvali veSkerou reklamu na
Studii a Hodnoceny pfipravek ze strany
Zdravotnického zafizeni a/nebo Hlavniho
zkousejiciho pred zverejnénim jakékoli
takové reklamy.

13. Governing Law

13. Rozhodné pravo

This Agreement shall be construed in
accordance with the laws of Czech Republic
without giving effect to such state's conflict of
laws principles and the obligations, rights and
remedies of the parties under this Agreement
shall be governed by such laws.

The Parties agree that any disputes arising
from or in connection with this Agreement
shall be decided by a competent court in the
Czech Republic. The territorial jurisdiction of
the court will be determined by the seat of the
Institution. In the event of a discrepancy
between the two language versions, the
Czech version shall prevail.

Tato smlouva je vykladana v souladu se
zakony Ceské republiky a bez ohledu na
kolizni normy tohoto statu a povinnosti, prava
a opravneé prostfedky smluvnich stran podle
této Smlouvy se fidi timto pravnim fadem.
Smluvni strany se dohodly, ze pfipadné spory
vzeslé z této Smlouvy, nebo v souvislosti s ni,
budou rozhodovany pfislusSnym soudem v
Ceské republice. Mistni pfislusnost soudu
bude dana sidlem Zdravotnického zafizeni.

V pfFipadé rozporu mezi obéma jazykovymi
verzemi je rozhodujici ¢eska verze.

14. Further Documents

14. DalSi dokumenty

Each party hereto will execute all such
documents and take all such actions as the
other parties may reasonably request in order
to accomplish the purposes of this Agreement
and to consummate the transactions
contemplated hereby.

Kazda smluvni strana vyhotovi vSechny
dokumenty a podnikne veskeré kroky, které si
druha strana mlze vyzadat, aby bylo
dosazeno ucelu této Smlouvy a aby byly
uskute€nény transakce, které jsou touto
Smlouvou zamysSleny.

15. Entire Agreement; Amendment

’

15. Uplina smlouva; dodatek

This Agreement and all of the exhibits
annexed hereto, and documents and

Tato smlouva a vSechny pfilohy k ni
pfipojené a dokumenty a dohody v ni
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agreements referred to herein (each of which
is hereby incorporated by reference and
made a part hereof) set forth the entire
understanding of the Parties hereto with
respect to the subject matter hereof, and any
previous agreements or understandings
between or among the Parties with respect to
such subject matter are superseded by this
Agreement. This Agreement may be
modified or amended only by an amendment
signed by each of the Parties hereto.

uvedené (které jsou timto za¢lenény
odkazem a tvofi jeji sou€ast) stanovi Uplné
ujednani smluvnich stran s ohledem na
predmét této Smlouvy a tato smlouva
nahrazuje veskeré predchozi dohody nebo
ujednani mezi smluvnimi stranami s ohledem
na predmét smlouvy. Tuto smlouvu Ize ménit
nebo doplfiovat pouze prostfednictvim
dodatku podepsaného kazdou ze smluvnich
stran.

16. Participation

16.  Ugast

Each of the Parties to this Agreement has
jointly participated in the negotiation and
drafting of this Agreement. In the event an
ambiguity or a question of intent or
interpretation arises, this Agreement shall be
construed as if drafted jointly by the Parties
hereto and no presumption or burden of proof
shall arise favoring any Party by virtue of the
authorship of any of its provisions.

Kazda ze stran této Smlouvy se spole¢né
podilela na vyjednavani a vypracovani této
Smlouvy. V pfipadé nejasnosti nebo otazek
tykajicich se zaméru nebo vykladu se tato
smlouva vyklada, jako by byla sepsana
spole¢né smluvnimi stranami a nevznika
zadna domnénka ani dukazni bfemeno ve
prospéch nékteré ze stran z diivodu autorstvi
nékterého z jejich ustanoveni.

17. Severability of Provisions

17. Oddélitelnost ustanoveni

If any one or more of the covenants,
agreements, provisions or terms of this
Agreement shall be for any reason
whatsoever held invalid then the same shall
be deemed severable from the remaining
covenants, agreements, provisions or terms
of this Agreement and shall in no way affect
the validity or enforceability of the other
provisions of this Agreement.

Pokud bude néktera nebo vice smluv, dohod,
ustanoveni nebo podminek této Smlouvy

z jakéhokoli dlivodu shledana neplatnou,
bude povazovana za oddélitelnou od
ostatnich smluv, dohod, ustanoveni nebo
podminek této Smlouvy a nebude mit zadny
vliv na platnost nebo vymahatelnost ostatnich
ustanoveni této Smlouvy.

18. Assignment

18.  Postoupeni

No party to this Agreement may assign its
rights and obligations hereunder without the

Zadna ze stran této Smlouvy nesmi postoupit
sva prava a povinnosti z ni vyplyvajici bez
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prior written consent of the other parties
hereto, and any assignment in violation of this
Section 18 shall be void; provided that
SPONSOR may assign this Agreement to a
third party without consent in connection with
any merger, reorganization, license or sale of
all or substantially all of its assets to which
this Agreement relates.

pfedchoziho pisemného souhlasu ostatnich
stran této Smlouvy a jakékoli postoupeni

v rozporu s timto odstavcem 18 je neplatné;
za predpokladu, ze ZADAVATEL muze tuto
Smlouvu postoupit tfeti strané bez souhlasu
v souvislosti s fuzi, reorganizaci, licenci nebo
prodejem veSkerého nebo podstatného
mnozstvi svého majetku, kterého se tato
smlouva tyka.

19. Relationship Between the Parties

19. Vztah mezi smluvnimi stranami

The relationship between SPONSOR and
each of Principal Investigator and Institution
in the performance of this Agreement is that
of independent contractors.

Vztah mezi ZADAVATELEM a kazdym

z Hlavnich zkousSejicich a Zdravotnickym
zafizenim pfi plnéni této Smlouvy je vztahem
nezavislych dodavatel.

20. Notices

20. Oznameni

Any notice or other communication required
or permitted to be given hereunder shall be in
writing and shall be deemed to have been
delivered: when delivered personally or by
courier; when sent by facsimile transmission
with issuance by the transmitting machine of
a confirmation of a successful transmission
(with a copy also sent by another means
herein provided for); when sent by certified,
registered or express mail, postage pre-paid;
or five (5) days after the date of deposit in the
regular mail Postal Service addressed as
follows:

Jakékoliv oznameni nebo jina komunikace
vyzadovana nebo povolena na zakladé této
Smlouvy musi mit pisemnou formu a je
povazovana za dorucenou: pfi osobnim
doruceni nebo doruceni kuryrem; pfi zaslani
faxem s vydanim potvrzeni o Uspésném
prenosu vysilacim zafizenim (s kopii
zaslanou také jinym zpusobem stanovenym
v této smlouvé); pfi odeslani doporu¢enou
nebo expresni postou s pfedplacenym
postovnym; nebo pét (5) dni po datu ulozeni
na bézné posté postovnich sluzeb

s nasledujici adresou:

If to SPONSOR:

Pokud je uréeno ZADAVATELI:

Curis, Inc.

Curis, Inc.

128 Spring Street

128 Spring Street

Building C, Suite 500

Building C, Suite 500

Lexington, MA 02421

Lexington, MA 02421
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Attn: Legal Dept.

K rukam: Pravni oddéleni

With a copy to:

S kopii pro:

Catalyst Clinical Research, LLC

Catalyst Clinical Research, LLC

Attn: XXXXX

K rukam: XXXXX

2528 Independence Boulevard

2528 Independence Boulevard

Suite 100

Suite 100

Wilmington, NC 28412

Wilmington, NC 28412

If to Institution:

Pokud je uréeno Zdravotnickému

zarizeni:

VSeobecna fakutini nemocnice v
Praze

VSeobecna fakultni nemocnice v
Praze

U nemocnice 2

U nemocnice 2

] 128 08 Praha 2,
Ceska republika

; 128 08 Praha 2,
Ceska republika

Attn: XXX

K rukam: XXX

If to the Principal Investigator:

Pokud je uréeno pro Hlavniho
zkousejiciho:

XXXXX

XXXXX

I. Interni klinika — hematologie
VSeobecna fakultni nemocnice v Praze

I. Interni klinika — hematologie
VSeobecna fakultni nemocnice v Praze

U nemocnice 2
1v28 08 Praha 2,
Ceska republika

U nemocnice 2
1v28 08 Praha 2,
Ceska republika

21. Binding Effect

21. Vazbovy ucinek
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This Agreement shall inure to the benefit of
and be binding upon the parties hereto and
their respective legal successors and
permitted assigns.

Tato smlouva je zavazna pro vSechny
smluvni strany, jejich pfislusné pravni
nastupce a je jim ku prospéchu.

22. Headings

22. Nadpisy

All headings are inserted for convenience
only and shall not affect any construction or
interpretation of this Agreement.

VSechny nadpisy jsou vloZzeny pouze pro
usnadnéni a nemaiji vliv na konstrukci nebo
vyklad této Smlouvy.

23. No Waiver

23.  Zadné zieknuti se prav

No delay or omission to exercise any right,
power or remedy accruing to any party upon
any breach by any other party under this
Agreement shall impair any such right, power
or remedy of such non-breaching party, nor
shall it be construed to be a waiver of any
such right, power or remedy for any present
or future breach or default. Any waiver,
permit, consent or approval of any kind under
this Agreement or any waiver on the part of
any party of any provision or condition of this
Agreement, must be in writing and shall be
effective only to the extent specifically set
forth in such writing. All remedies under this
Agreement or by law or otherwise afforded to
any Party shall be cumulative and not in the
alternative.

Z4dné zpozdéni nebo opomenuti uplatnit
jakékoli pravo, pravomoc nebo opravny
prostiedek, ktery vznikne kterékoli strané pfi
jakémkoli poruseni ze strany druhé strany
podle této Smlouvy, neomezi Zadné takove
pravo, pravomoc nebo opravny prostfedek
této strany, ktera se nedopustila poruseni, ani
nebude vykladano jako vzdani se jakéhokoli
takového prava, pravomoci nebo opravného
prostifedku pro jakékoli souc¢asné nebo
budouci porudeni nebo neplnéni. Jakékoli
vzdani se prava, povoleni, souhlas nebo
schvaleni jakéhokoli druhu podle této
Smlouvy nebo jakékoli vzdani se prava ze
strany kterékoli strany jakéhokoli ustanoveni
nebo podminky této Smlouvy musi mit
pisemnou formu a je uéinné pouze v rozsahu
vyslovné uvedeném v takové pisemné formé.
Veskeré opravné prostredky podle této
Smlouvy nebo podle zakona &i jinak
poskytnuté kterékoli strané jsou kumulativni
a nikoli alternativni.

24. Counterparts

24. Stejnopisy

This Agreement may be executed in multiple
counterparts, all of which together shall

Tuto smlouvu Ize vyhotovit v nékolika
stejnopisech, z nichZ vSechny dohromady

37




constitute one original document.

tvofi jeden originalni dokument.

IN WITNESS WHEREOF, the Parties have
caused this Clinical Trial Agreement to be
duly executed by their authorized
representatives as of the date of last
execution (“Execution Date”).

NA DUKAZ CEHOZ smluvni strany nechaly
tuto Smlouvu o klinickém hodnoceni fadné
uzavfit svymi opravnénymi zastupci k datu
posledniho podpisu (,Datum platnosti).

Curis, Inc. Spoleénost Curis, Inc.
Sponsor Zadavatel

By: Podpis:

Name: XXXXX Jméno: XXXXX

Title: XXXXX Funkce: XXXXX

Date: Datum:

VSeobecna fakultni nemocnice v Praze
Institution

VSeobecna fakultni nemocnice v Praze
Zdravotnické zafizeni

By: Podpis:

Name: XXX Jméno: XXX
Title: XXX Funkce: XXX
Date: Datum:

XXXXX XXXXX

Principal Investigator Hlavni zkouSejici
By: Podpis:

Date: Datum:
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Exhibit A Priloha A
Protocol Protokol
" XXXXX (Study Number: CA-4948-101)" XXXXX (Cislo Studie: CA-4948-101)"
(“The Protocol”) as approved by the EC, (,Protokol”), tak jak jej schvalila EK, vCetné
including any amendments thereto, is hereby | jeho pfipadnych zmén je timto zaclenén do
incorporated herein by reference. tohoto dokumentu formou odkazu.
Exhibit B Priloha B
Budget and Payment Terms Rozpocet a platebni podminky
Sponsor: Curis, Inc.
Zadavatel:
Protocol No: CA-4948-101
Cislo protokolu:
Protocol Version: XXXXX
Verze protokolu:
XXXXX
XXXXX
XXXXX
1. Subject Recruitment. Enrollment for 1. Nabor subjektti. Zafazeni do této
this study is competitive. CRO wiill Studie je kompetitivni. CRO bude
advise on recruitment progress and pisemné informovat pracovisté
notify sites in writing when recruitment 0 prubéhu naboru a upozorni jej na
is complete. Neither CRO nor Sponsor dokonc&eni naboru. CRO ani zadavatel
shall be responsible for payment for nenesou odpovédnost za platby
patients enrolled after notification is pacientim zafazenym po pisemném
provided to site that recruitment is oznameni pracovisti, Ze je nabor
complete. dokoncen.
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The Principle Investigator plans to
include approximately 6 subjects in the
Study.

Hlavni zkouS$ejici planuje pfiblizné
zaradit 6 subjektl do klinického
hodnoceni.

Payment Method. SPONSOR through
CRO will make payments in Czech
Koruna by domestic ACH in accordance
with Exhibit B Budget as attached,
provided that the Site has rendered the
services in accordance with the
Protocol. CRO will not make any
additional payments to Payee pursuant
to this Agreement without the prior
written approval of Sponsor, nor will
CRO pay for any procedures performed
or treatments given in violation of the
Protocol unless approved in writing by
Sponsor.

Payment will be made on the basis of
invoicing by the Institution. The invoice
will be issued by the Institution on the
basis of the calculation of the visits
made by SPONSOR and approved by
the Principal Investigator. Any failure to
provide a calculation of the visits made
does not deprive the medical facility of
the right to issue the relevant invoice
according to the payment terms agreed
in the Agreement. Documents for
invoicing, including the calculation of
visits made, will be sent to the
Department of Clinical Evaluation and
Research, U Nemocnice 499/2, Prague
2, 128 08, finance officer - XXXXX. All
incoming payments must be uniquely
identified by an invoice number or a
specific symbol.

. Zpusob platby. ZADAVATEL

prostfednictvim CRO provede platby

v Ceskych korunach prostiednictvim
tuzemského ACH v souladu s pfilohou
B Rozpodet za predpokladu, ze
pracovisté poskytlo sluzby v souladu

s Protokolem. CRO neuhradi zadné
dodatec¢né platby pfijemci plateb podle
této Smlouvy bez predchoziho
pisemného souhlasu Zadavatele, ani
nebude platit za Zadné postupy nebo
IéCby provedené v rozporu

s Protokolem, pokud to Zadavatel
pisemné neschvali. Platba bude
provadéna na zakladé fakturace
zdravotnickym zafizenim. Fakturu
vystavi zdravotnické zafizeni na
zakladé kalkulace uskutec¢nénych
navstév vytvofené zadavatelem a
odsouhlasenych zkouSejicim. Pfipadné
nedodani kalkulace uskute¢nénych
navstév, nezbavuje zdravotnické
zarizeni prava vystavit pfislusnou
fakturu dle platebnich podminek
dohodnutych ve smlouvé. Podklady pro
fakturaci v€etné kalkulace
uskutecnénych navstév budou zaslany
do Oddéleni klinického hodnoceni a
vyzkumu, U Nemocnice 499/2, Praha 2,
128 08, referent financi - XXXXX.
Veskeré pfichozi platby musi byt
jednoznacné identifikovany Cislem
faktury nebo specifickym symbolem.

Payment Timing. SPONSOR through
CRO will make payments on a semi-
annually basis in accordance with
Exhibit B Budget. These payments will
be made within 60 days of receipt of the
invoice.

Casovy rozvrh plateb. ZADAVATEL
prostfednictvim CRO bude provadét
platby pololetné v souladu s Pfilohou B
Rozpodet. Tyto platby budou provedeny
do 60 dnu od doruceni faktury. V
pfipadé nedodrzeni splatnosti faktury je
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In the case of failure to meet the due
date of the invoice, the Institution is
entitled to charge default interest at the
statutory rate.

zdravotnické zarizeni opravnéno
uctovat urok z prodleni v zakonné vysi.

Institution Payments. These fees will
be paid based on acceptance criteria at
the agreed upon cycle frequency as
defined in section 3 above; for all other
countries the receipt of a valid invoice is
also required.

Platby Zdravotnickému zafizeni. Tyto
platby budou hrazeny na zakladé
akceptacnich kritérii v dohodnuté
frekvenci cyklu, jak je definovano vyse
v odstavci 3; pro vSechny ostatni zemé
je rovnéz vyzadovano obdrzeni platné
faktury.

a. Start-Up Payments. Upon site
activation and the receipt of a
completed Payment Information
Form, Start-Up fees will be paid in
accordance with Exhibit B Budget.

a. Pocateéni platby. Po aktivaci
pracovisté a pfijeti vyplnéného
formulare s informacemi o platbé
budou uhrazeny poplatky za
zahajeni provozu v souladu
s Pfilohou B Rozpocet.

b. Subject Visit Payments.
SPONSOR through CRO wiill
make subject visit payments once
all of the patient’'s assessments
are entered and completed in
electronic data capture system
(‘EDC’) by Institution in
accordance with Exhibit B Budget
and once all queries/data
corrections for the particular visit
have been resolved in the EDC
system in relevant semester.
CRO will withhold 10% of each
subject visit payment until the
Final Payment, as defined below.

b. Platby za navstévy subjektu.
ZADAVATEL prostifednictvim
CRO provede platby za navstévy
subjektl, jakmile Zdravotnické
zarizeni zada a dokonc¢i vSechna
hodnoceni pacienta v systému
elektronického sbéru dat (dale jen
"EDC") v souladu s pfilohou B
Rozpocet a jakmile jsou v systému
EDC vyfeSeny vSechny
dotazy/opravy dat pro danou
navstévu pro dané pololeti. CRO
zadrzi 10 % z kazdé platby za
navstévu subjektu az do
zavérecne platby, jak je
definovano nize.

5. Other Payments. All other payments

(other than Subject Visit Payments) will
be made within the relevant half a year ,
as defined in section 3 above, upon
receipt by CRO of a valid invoice, and
confirmation of by CRO, in the amounts

5. Ostatni platby. VSechny ostatni platby

(jiné nez platby za navstévy subjektl)
budou provedeny za dané pololeti, jak
je definovano vyse v odstavci 3 poté, co
CRO obdrzi a potvrdi platnou fakturu,
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specified in Exhibit B Budget, and
according to the following criteria.

a to ve vySi uvedené v pfiloze B
Rozpocet podle nasledujicich kritérii.

a. IRB Fees or Ethics Committee a. Poplatky IRB nebo etické
Fees. If Site will be using the komisi. Pokud bude pracovisté
central IRB or Ethics Committee vyuZivat centralni IRB nebo
designated for this Study, etickou komisi uréenou pro tuto
SPONSOR/CRO will be Studii, odpovida
responsible for the Task Order ZADAVATEL/CRO za pofadi uloh
and fees associated with this a poplatky spojené s timto
service provider. SPONSOR/CRO poskytovatelem sluzeb.
will reimburse the relevant IRB or ZADAVATEL/CRO uhradi
Ethics Committee for fees in pfislusné IRB nebo etické komisi
accordance with an invoice issued poplatky v souladu s fakturou
to CRO by the IRB or Ethics vystavenou CRO IRB nebo
Committee. CRO will not etickou komisi. CRO neproplati
reimburse Site for IRB or EC fees pracovisti poplatky IRB nebo EK
incurred in connection with the vzniklé v souvislosti se Studii.
Study.

b. Screen Failures. SPONSOR b. Neuspésny screening.
through CRO will pay for up to ZADAVATEL prostfednictvim
three (3) subjects who fall CRO uhradi az ffi (3) subjekty,
screening based on a pre- které neuspély pfi screeningu na
determined flat fee. The Site must zakladé pfedem stanoveného
document all screening pausalniho poplatku. Pracovisté
procedures completed prior to musi zdokumentovat vdechny
screen failure and must ensure screeningové postupy provedené
that the subject has signed an pred neuspésnym screeningem
informed consent form. CRO will a musi zajistit, aby subjekt
not pay for any procedures carried podepsal formulaf informovaného
out after the subject has failed souhlasu. CRO neuhradi zadné
screening. postupy provedené poté, co

subjekt neuspésné absolvoval
screening.

c. Subject Travel Reimbursement. c. Nahrada cestovnich vyloh

SPONSOR through CRO wiill
reimburse the Institution for
subject travel expenses per
subject visit in accordance with
Exhibit B Budget and the study
subject Informed Consent Form.

subjektam. ZADAVATEL
prostfednictvim CRO proplati
Zdravotnickému zafizeni cestovni
vydaje subjektu za kazdou jeho
navstévu v souladu s Prilohou B
Rozpocet a formulafem
informovaného souhlasu subjektu
hodnoceni.
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The Institution undertakes to pay the
subject's costs to the subject. The
Institution will invoice the costs of the
subject to SPONSOR. At the request of
the sponsor, the Institution is obliged to
prove that the costs of the subject have
been paid. The Institution is entitled to
require a financial reserve from
SPONSOR to cover the costs of the
subjects in the amount of CZK 50 000.
The financial reserve will be paid by
SPONSOR on the basis of an invoice
sent, which will be issued after signing
the contract. If three quarters of the
financial reserve for the reimbursement
of the costs of the trial subject is used
up, the Institution is entitled to issue
another invoice in the same amount
and SPONSOR undertakes to pay the
invoice within 30 days from the date of
issue. The Institution further undertakes
to charge the SPONSOR for the costs
paid to the subject immediately after
the last trial subject at the site
terminates participation in the clinical
trial. Any unused part of the financial
reserve will be returned to the account
of SPONSOR without undue delay.
Records of travel costs are provided by
the principal investigator or study
coordinator and then handed over to
the study monitor. Reimbursements will
be paid to Study Subjects after
payment of the invoice issued.
Reimbursement of travel expenses to
Study Subjects takes place at the cash
desk of the Institution or by transfer to
the patient's account. Any questions
regarding subjects' travel expenses will
be sent to XXXXX.

Zdravotnické zafizeni se zavazuje
vyplacet subjektim hodnoceni
naklady subjektu hodnoceni.
Zdravotnické zafizeni bude
fakturovat naklady subjektu
hodnoceni Zadavateli. Na Zzadost
zadavatele je zdravotnické
zarizeni povinno dolozit, ze
naklady subjektu hodnoceni byly
vyplaceny. Zdravotnické zafizeni
je opravnéno pozadovat po
zadavateli finan¢ni rezervu na
Uhradu nakladd subjektl
hodnoceni, a to ve vysi 50 000,00
KE. Financni rezerva bude
zadavatelem uhrazena na zakladé
zaslané faktury, ktera bude
vystavena po podpisu smlouvy. V
pfipadé, Ze dojde k vy&erpani tfi
Ctvrtin financni rezervy na uhradu
nakladd subjektu hodnoceni, je
zdravotnickeé zafizeni opravnéno
vystavit dalSi fakturu ve stejné
vySe a zadavatel se zavazuje
fakturu do 45 dnd ode dne
doruceni faktury uhradit.
Zdravotnické zafizeni se dale
zavazuje vyuctovat zadavateli
vyplacené naklady subjektu
hodnoceni bezprostfedné poté, co
posledni subjekt hodnoceni v
misté hodnoceni ukonci ucast v
klinickém hodnoceni. Pfipadna
nevyCerpana €ast financni rezervy
bude zdravotnickym zafizenim
bez zbyte¢nych odkladl vracena
na ucet zadavatele. Evidenci
cestovnich nakladl zajistuje
hlavni zkousejici popf. studijni
koordinator a nasledné toto preda
monitorovi studie. Nahrady budou
pacientim vyplaceny po uhradé
vystavené faktury. K proplaceni
cestovnich vyloh pacientim
dochazi v pokladné
zdravotnického zafizeni nebo
pfevodem na ucet pacienta.
Pfipadné dotazy tykajici se
cestovnich nahrad subjektu
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hodnoceni budou zaslany na
XXXXX.

d. Invoiceables. Sponsor through CRO
will reimburse the Institution for invoiced
items as outlined and in accordance with
Exhibit B. The invoice is issued by the
Institution on the basis of a calculation of
separately invoiceable items created by
SPONSOR and approved by the Principal
Investigator. Any failure to provide a
calculation of the invoiceables does not
deprive the medical facility of the right to
issue the relevant invoice according to the
payment terms agreed in the Agreement.
Documents for invoicing, including the
calculation of invoiceables, will be sent to the
Department of Clinical Evaluation and
Research, U Nemocnice 499/2, Prague 2,
128 08, finance officer - XXXXX

d. Fakturovatelné polozky.
ZADAVATEL prostifednictvim
CRO uhradi Zdravotnickému
zarizeni vyfakturované polozky
v souladu s Pfilohou B. Fakturu
vystavi zdravotnické zafizeni na
zakladé kalkulace samostanté
fakturovanych polozek vytvorené
zadavatelem a odsouhlasené
zkouSejicim. PFfipadné nedodani
kalkulace samostatné
fakturovanych polozek, nezbavuje
zdravotnické zafizeni prava
vystavit pfislusnou fakturu dle
platebnich podminek dohodnutych
ve smlouvé. Podklady pro
fakturaci v&etné kalkulace budou
zaslany do Oddéleni klinického
hodnoceni a vyzkumu, U
Nemocnice 499/2, Praha 2, 128
08, referent financi - XXXXX

6. Invoicing. All invoices must contain the
Protocol Number, Investigator and/or
Institution name, CRQO’s project number,
a detailed summary of the payment to
be made, supporting documents (if
any), and be addressed to the following:

6. Fakturace. VSechny faktury musi
obsahovat Cislo protokolu, jméno
ZkouSejiciho a/nebo nazev
Zdravotnického zafizeni, €islo projektu
CRO, podrobny prehled platby, ktera
ma byt provedena, podplrné
dokumenty (pokud existuji), a musi byt
zaslany nasledujicim zpusobem na
nasledujici adresu:

Electronically: XXXXX
elektronicky: XXXXX
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* |Invoices missing any of the above
information may result in delayed
payment.

* Faktury, na kterych chybi néktery
z vy$e uvedenych Udajl, mohou mit za
nasledek zpozdéni platby.

All invoices must be received by CRO
within sixty (60) days following the end
of the last semester or end of study,
whichever is earlier. Institution
understands once CRO has reconciled
and closed Study internally that
SPONSOR/CRO reserve the right to no
longer accept invoices.

VSechny faktury musi CRO obdrzet do
Sedesati (60) dni od ukonceni daného
pololeti nebo ukonceni Studie, podle
toho, co nastane dfive. Zdravotnické
zarizeni je srozuméno s tim, ze jakmile
SPONSOR/CRO interné odsouhlasi

a uzavie Studii, vyhrazuje si pravo
faktury jiz nepfijimat.

7. FEinal Payment. SPONSOR through 7. Zavérecna platba. ZADAVATEL
CRO will perform a reconciliation of the prostfednictvim CRO provede
Site’s payments before issuing a final odsouhlaseni plateb pracovisté pred
payment to the Payee to account for all vydanim zavérecné platby pfijemci, aby
previous Study payments and remaining zohlednila vSechny pfedchozi platby za
payments due. The reconciliation will Studie, zbyvajici splatné platby.
result in either a final payment due to Vysledkem odsouhlaseni bude bud
the Payee (“Final Payment”) or a zavérecna platba splatna Pfijemci
request for reimbursement due to CRO platby (dale jen ,ZavérecCna platba"),
(“Reimbursement”). nebo zadost o uhradu splatnou CRO

(dale jen ,Uhrada").

8. Payment Dispute. Institution will have 8. Spor ohledné plateb. Zdravotnické
sixty (60) days from the receipt of final zafizeni bude mit Sedesat (60) dni od
payment to dispute any payment pfijeti zavére€né platby na rozporovani
discrepancies. All invoices received pfipadnych nesrovnalosti v platbé.
greater than sixty (60) days following VSechny faktury obdrzené vice nez
the close-out visit may be directed to Sedesat (60) dni po zavérecné navstéve
Sponsor for consideration. mohou byt pfedany Zadavateli

k posouzeni.

Exhibit C Priloha C

This Agreement incorporates standard
contractual clauses for the transfer of
personal data from the EEA to third
countries (processor to controller transfers).

Tato dohoda obsahuje standardni smluvni
dolozky pro pfedavani osobnich udaji z
EHP do tfetich zemi (pfenosy ze strany
zpracovatele na spravce).
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Data Processing Agreement

Dohoda o zpracovani dat

between

mezi

Vseobecna fakultni nemocnice v Praze, U
Nemocnice 2, 128 08 Praha 2, Czech
Republic

Vseobecnou fakultni nemocniciv v Praze, U
Nemocnice 2, 128 08 Praha 2, Ceska
republika

hereinafter“Data exporter” or “Institution”

Déle jen ,,Vyvozce dat* nebo ,,Instituce*

and

a

Curis, Inc., 128 Spring Street, Building C -
Suite 500, Lexington, MA, USA 02421

Curis, Inc., 128 Spring Street, Building C -
Suite 500, Lexington, MA, USA 02421

hereinafter “Data importer” or “Sponsor”

Dale jen ,,Dovozce dat* nebo ,,Sponzor*

each a “Party”; together “Parties”.

Kazdy jako ,,Strana®; spole¢né¢ "Strany".

Sponsor and Institution have entered into the
clinical trial agreement concerning execution
of a clinical trial, protocol title: “XXXXX:
XXXXX (hereinafter referred to as “Study”).
As part of the execution of the Study, Parties
shall process personal data of the Study
subjects.

Sponzor a Instituce uzavteli smlouvu o
klinickém hodnoceni tykajici se provedeni
klinického hodnoceni, nazev Protokolu:
XXXXX: XXXXX (dale jen ,,Klinické
hodnoceni*). V ramci provadéni Klinického
hodnoceni budou Strany zpracovavat osobni
udaje subjektii Klinického hodnoceni.

Parties intend to secure personal data and
protect it from unauthorized disclosure.
Parties agree that they will comply with all
applicable laws relating to privacy and
security of personal data. Each Party agree
that its collection, processing and disclosure
of personal data, in connection with this
Agreement, is and will remain in compliance
with all applicable laws concerning personal
data and that it has obtained all rights and
consents necessary to collect, process and
disclose personal data by itself or in
cooperation with the other Party.

Strany maji v imyslu zabezpecit osobni udaje
a chranit je pfed neopravnénym zvetfejnénim.
Strany souhlasi s tim, ze budou dodrZovat
vSechny platné zakony tykajici se soukromi a
bezpecnosti osobnich udaji. Kazda Strana
souhlasi s tim, ze jeji shromazd’ovani,
zpracovani a zpfistupfiovani osobnich tdaji v
souvislosti s touto smlouvou je a zlstane v
souladu se vSemi platnymi zakony tykajicimi
se osobnich udajii a Ze ziskala v§echna prava
a souhlasy nezbytné ke shromazd’ovani,
zpracovani a zvetejiiovani osobnich udaji,
samostatn¢ nebo ve spolupraci s druhou
smluvni Stranou.

Institution and Investigator will use personal
data obtained from Study subjects only in
connection with Study and to provide

Instituce a zkousejici budou pouzivat osobni
udaje ziskané od subjekti Klinického
hodnoceni pouze v souvislosti se s klinickym
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healthcare services and for no purposes other
than those outlined in Protocol.

hodnocenim a v rdmci poskytovani
zdravotnickych sluzeb a k zddnym jinym
uceltim nez tém, které jsou uvedeny v
Protokolu.

Institution shall not disclose personal data to
CRO or Sponsor except as is required to
satisfy the requirements of Protocol, for the
purpose of monitoring or adverse event
reporting, or in relation to a claim or
proceeding brought by a Study subject in
connection with Study. In all such cases of
disclosure, Institution shall respect the “data
minimization” principle.

Instituce nezvetejni osobni udaje CRO ani
Sponzorovi s vyjimkou piipadua, kdy je to
nutné pro splnéni pozadavki Protokolu, pro
ucely monitorovani nebo hlaseni nezadoucich
udalosti nebo v souvislosti s narokem nebo
fizenim vznesenym subjektem Klinického
hodnoceni v souvislosti se Klinickym
hodnocenim. Ve vSech takovych ptipadech
zvetejnéni bude Instituce respektovat zasadu
,minimalizace udaji‘.

Institution and Investigator confirm that
personal data, when supplied to Sponsor or
CRO, will be pseudonymized with a code to
replace any information that directly identifies
a Study subject in a manner as such is
required by Sponsor/CRO and applicable law.

Instituce a zkousejici potvrzuji, ze osobni
udaje, kdyZ jsou poskytnuty Sponzorovi nebo
CRO, budou pseudonymizovany koédem, ktery
nahradi jakékoli informace, které pfimo
identifikuji subjekt Klinického hodnoceni
zpusobem, ktery Sponzor/CRO a ptislusné
zakony vyzaduji.

The CRO is a data processor for Sponsor with
respect to its processing of personal data
within this Study and the CRO’s processing
obligations are governed under a separate
agreement with Sponsor. CRO agrees to
comply with the requirements of applicable
data protection laws and applicable provisions
of this Agreement.

CRO je zpracovatelem tdaji pro Sponzora s
ohledem na jeho zpracovani osobnich udaji v
ramci tohoto Klinické hodnoceni a povinnosti
CRO tykajici se zpracovani se tidi
samostatnou smlouvou se Sponzorem. CRO
souhlasi s tim, ze bude dodrzovat poZadavky
ptisluSnych zédkonl na ochranu udajti a
piislusnych ustanoveni této smlouvy.

Any data processing undertaken by a
subcontractor of a Party must be attributed to
that Party.

Jakékoli zpracovani idaji provedené
subdodavatelem Strany musi byt pfipsano této
Strang.

If contract processors are used to fulfil the
purpose of this Agreement, Parties shall only
use such sub-contractors who undertake to
fulfil the requirements of applicable data
protection laws and this Agreement.

Pokud jsou k plnéni ucelu této smlouvy
vyuzivani smluvni zpracovatelé, Strany
vyuZiji pouze takové subdodavatele, ktefi se
zavazou plnit pozadavky pfislusnych zédkoni
na ochranu tdaji a této smlouvy.

This DPA shall enter into force on the day of
its signature and shall continue to apply

beyond the end of the Agreement concerning
the execution of Study until the processing of

Tato DPA vstoupi v platnost dnem jejiho
podpisu a bude platit i po skonceni Smlouvy o
provadéni Klinického hodnoceni, dokud jiz
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personal data under the Agreement is no
longer required.

nebude zpracovani osobnich udajt podle
Smlouvy vyzadovéano.

STANDARD CONTRACTUAL CLAUSES

STANDARDNI SMLUVNI USTANOVENI

SECTION |

ODDIL I

Clause 1

Clanek 1

Purpose and scope

Ucel a rozsah

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

(a) Uelem téchto standardnich smluvnich
dolozek je zajistit soulad s pozadavky nafizeni
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich tdajt a o volném pohybu téchto
udajii (obecné natizeni o ochrané osobnich
udajit) za ucelem predani osobnich udajt do
treti zem¢.

(b)The Parties:

(b) Strany:

(i)the natural or legal person(s), public
authority/ies, agency/ies or other body/ies
(hereinafter “entity/ies”) transferring the
personal data, as listed in Annex I.A.
(hereinafter each “data exporter”), and

(1) fyzické nebo pravnické osoby, organ/y
vefejné spravy, agentura/y nebo jiny subjekt/y
(déle jen ,,subjekty) pfendsejici osobni udaje,

jak je uvedeno v priloze I.A. (dale jen

»Vyvozce udaji®) a

(ii)the entity/ies in a third country receiving
the personal data from the data exporter,
directly or indirectly via another entity also
Party to these Clauses, as listed in Annex L.A.
(hereinafter each “data importer”™)

(i1) entita/entity ve tfetich zemi, které obdrzi
osobni udaje od Vyvozce udaji, piimo nebo
nepiimo prostiednictvim jiného subjektu,
ktery je rovnéz Stranou téchto Clanek, jak je
uvedeno v pfiloze I.A. (dale jen ,,Dovozce
udaju’)

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

Souhlasim s témito standardnimi smluvnimi
dolozkami (dale jen: ,,Clanky*).

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

(c) Tyto Clanky se vztahuji na pfenos
osobnich udaju, jak je uvedeno v pfiloze 1.B.
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(d)The Appendix to these Clauses containing
the Annexes referred to therein forms an
integral part of these Clauses.

(d) Dodatek k témto Clankéim obsahujici
ptilohy v ném uvedené tvoii nedilnou soucést
téchto Clankd.

Clause 2

Clanek 2

Effect and invariability of the Clauses

Platnost a nemé&nnost Clanki

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

(a) Tato Clanky stanovi vhodna ochranna
opatteni, v€etné vymahatelnych prav subjektu
udaji a ucinnych pravnich opravnych
prostiedku, podle ¢l. 46 odst. 1 a ¢l. 46 odst. 2
pism. ¢) natizeni (EU) 2016/679 a pokud jde o
predavani tidajl od spravcei zpracovatelim
a/nebo zpracovatelil zpracovateltim,
standardni smluvni dolozky podle ¢l. 28 odst.
7 natizeni (EU) 2016/679, pokud nebudou
zménény, s vyjimkou k vybéru ptislusnych
Modul(1) nebo k ptidani ¢i aktualizaci
informaci v pfiloze. To Strandm nebrédni v
tom, aby zahrnuly standardni smluvni dolozky
stanovené v téchto Clankach do §irsi smlouvy
a/nebo pridaly dalsi dolozky nebo dodate¢né
zaruky za predpokladu, Ze nejsou v rozporu,
pfimo ¢&i nepiimo, s témito Clanky nebo
neposkozuji zékladni prava. nebo svobody
data subjektt.

(b)These Clauses are without prejudice to
obligations to which the data exporter is

(b) Témito Clanky nejsou dotéeny povinnosti,
kterym Vyvozce tdaji podléha na zékladé

subject by virtue of Regulation (EU) natizeni (EU) 2016/679.
2016/679.
Clause 3 Clének 3

Third-party beneficiaries

Opravnéné treti Strany

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

(a) Subjekty tdajii se mohou
dovolavat a vymahat tyto Clanky
jako opravnéné tieti Strany vaci
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exporter and/or data importer, with
the following exceptions:

Vyvozci a/nebo dovozci udaju, s
nasledujicimi vyjimkami:

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

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

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

(ii) Clanek 8.1(b) a Clanek 8.3(b);

(ii)N/A

(i) N/A

(iV)N/A

(iv) N/A

(v)Clause 13;

(v) Clanek 13;

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

(vi) Clanek 15.1(c), (d) a (e);

(vii)Clause 16(e);

(vii) Clanek 16(e);

(viii) Clause 18.

(viii) Clanek 18.

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

(b) Odstavcem (a) nejsou dotéena
prava subjektt udaji podle
natizeni (EU) 2016/679.

Clause 4

Clanek 4

Interpretation

Vyklad

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

(a) Pouzivaji-li tyto ¢lanky terminy, které jsou
definovany v natizeni (EU) 2016/679, maji
tyto terminy stejny vyznam jako v uvedeném
nafizeni.

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

b) Tato ustanoventi je tieba Cist a vykladat ve
svétle ustanoveni natizeni (EU) 2016/679.

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

(c) Tato ustanoveni nelze vykladat zplisobem,
ktery by byl v rozporu s pravy a povinnostmi
stanovenymi v nafizeni (EU) 2016/679.

Clause 5

Clanek 5

Hierarchy

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

V ptipad€ rozporu mezi t€émito ustanovenimi
a ustanovenimi souvisejicich dohod mezi
Stranami existujicimi v dob¢, kdy jsou tyto
¢lanky sjednany nebo uzavieny poté, maji
prednost tyto Clanky.

Clause 6

Clianek 6

Description of the transfer(s)

Popis predavani

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

Podrobnosti o pfedavani, a zejména kategorie
osobnich udaju, které jsou predavany, a ucely,
pro které jsou ptedavany, jsou uvedeny v
ptiloze I.B.

Clause 7

Clanek 7

Docking clause

Clinek o dokovani

(a) An entity that is not a Party to these
Clauses may, with the agreement of the
Parties, accede to these Clauses at any time,
either as a data exporter or as a data importer,
by completing the Appendix and signing
Annex LA.

(a) Subjekt, ktery neni Stranou téchto

dolozek, miize se souhlasem Stran k témto
dolozkam kdykoli pfistoupit, a to bud’ jako
Vyvozce udaji, nebo jako Dovozce udaju,
vyplnénim pfilohy a podpisem piilohy L. A.

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

b) Jakmile vyplni ptilohu a podepise ptilohu
LA, stane se pfistupujici entita Stranou téchto
Clank a bude mit prava a povinnosti
Vyvozce nebo Dovozce Udaji v souladu s
jeho ur¢enim v pfiloze . A.

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

(c) Pistupujici subjekt nebude mit zaddna
prava ani povinnosti vyplyvajici z téchto
¢lanki z obdobi pted tim, nez se stal smluvni
Stranou.
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SECTION Il — OBLIGATIONS OF THE

ODDIL IT - POVINNOSTI STRAN

PARTIES

Clause 8

Clanek 8

Data protection safeguards

Zaruka ochrany udaji

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

Vyvozce udaji zarucuje, ze vynalozil
primétené usili k tomu, aby zjistil, Ze je
Dovozce udaji schopen, a to provedenim
vhodnych technickych a organiza¢nich
opatteni, splnit své povinnosti podle téchto
¢lankd.

8.1 Instructions

8.1 Pokyny

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

(a) Vyvozce udajii zpracuje osobni udaje
pouze na zaklad¢ zdokumentovanych pokynti
od Dovozce udajt, ktery jedna jako jeho
spravce.

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

b) Vyvozce udaji neprodlené informuje
Dovozce udaji, pokud neni schopen tyto
pokyny dodrZovat, v€etné ptipadu, kdy takové
pokyny poruSuji natizeni (EU) 2016/679 nebo
jiné pravni piedpisy Unie nebo ¢lenského
statu o ochrang uda;ju.

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

(c) Dovozce tdaju se zdrzi jakéhokoli jednani,
které by Vyvozci udaji branilo v plnéni jeho
povinnosti podle natizeni (EU) 2016/679, a to
1 v souvislosti s dil¢im zpracovanim nebo ve
véci spoluprace s ptisluSnymi organy dozoru.

(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

(d) Po ukonceni poskytovani sluzeb
zpracovani vymaze Vyvozce udaji podle
volby Dovozce udaji vSechny osobni udaje
zpracovavané jménem Dovozce udaji a
potvrdi dovozci Udaji, Ze tak ucinil anebo
vratit dovozci udaji vSechny osobni tdaje
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all personal data processed on its behalf and
delete existing copies.

zpracovavané jeho jménem a stavajici kopie
vymazat.

8.2 Security of processing

8.2 Bezpecnost zpracovani

(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.

(a) Strany zavedou vhodna technicka a
organizacni opatieni, aby zajistily bezpecnost
udaji, a to i béhem prenosu, a ochranu pred
porusenim zabezpeceni vedoucim k
nahodnému nebo nezakonnému znicenti,
ztraté, zmene, neopravnénému zveiejnéni
nebo piistupu (dale jen ,,poruseni ochrany
osobnich tdaji*). Pfi posuzovani pfimérené
urovné zabezpeceni nalezit¢ zohledni
soucasny stav techniky, nédklady na provedeni,
druh osobnich tdajti, povahu, rozsah, kontext
a ucely zpracovani a rizika spojena se
zpracovanim pro subjekty udaji, a zejména
zvazi pouziti Sifrovani nebo pseudonymizace,
a to 1 béhem ptenosu, pokud Ize ucel
zpracovani timto zplisobem splnit.

(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.

(b) Vyvozce udaji pomaha dovozci tdaju pfi
zajistovani vhodného zabezpeceni udaji v
souladu s pismenem a). V piipadé€ poruSeni
zabezpeceni osobnich Udaji tykajicich se
osobnich tdajl zpracovavanych Vyvozcem
udajt podle téchto clanki, Vyvozce udajli o
tom bez zbyte¢ného odkladu poté, co se o
ném dozvi, informuje Dovozce udajii a
pomuze dovozci Gdaji pii feSeni tohoto
porusent.

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

(c) Vyvozce udaju zajisti, aby se osoby
opravnéné zpracovavat osobni udaje zavazaly
k ml¢enlivosti nebo mély odpovidajici
zakonnou povinnost ml¢enlivosti.

8.3 Documentation and compliance

8.3 Dokumentace a soulad s dodrzovanim
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(a) The Parties shall be able to demonstrate
compliance with these Clauses.

(a) Strany musi byt schopny prokazat shodu s
témito ¢lanky.

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

(b) Vyvozce udaju zpiistupni dovozci tdaji
veskeré informace nezbytné k prokéazani
souladu s jeho povinnostmi podle téchto
Clankt a umozni provadéni auditd a zapojuje
do nich.

Clause 9

Clanek 9

Use of sub-processors

Pouziti dil¢ich-zpracovateli

N/A

Neaplikovatelné

Clause 10

Clanek 10

Data subject rights

Prava dat subjekti

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.

Strany si budou vzajemné pomahat pti
odpovidani na dotazy a zaddosti podané
subjekty podle platnych mistnich zdkonli
Dovozce udaji nebo pro zpracovani udaji
Vyvozcem Udaji v EU podle natizeni (EU)
2016/679.

Clause 11

Clanek 11

Redress

Naprava

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

any complaints it receives from a data subject.

(a) Dovozce udajii informuje subjekty udaji v
transparentnim a snadno pfistupném formatu
prostfednictvim individualniho ozndmeni
nebo na svych webovych strankach o
kontaktnim misté opravnéném vytizovat
stiznosti. Bezodkladné& vytidi veskeré
stiznosti, které obdrzi od subjektu udajt.

54




Clause 12

Clanek 12

Liability

Odpovédnost

(a) Each Party shall be liable to the other
Party/ies for any damages it causes the other
Party/ies by any breach of these Clauses.

(a) Kazdé Strana odpovida druhé
Stran¢/Stranam za jakékoli Skody, které druhé
Strané/Stranam zplisobi porusenim téchto
Clanka.

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

(b) Kazda Strana odpovida subjektu udaji a
subjekt daji ma narok na odskodnéni za
jakoukoli hmotnou nebo nematerialni Skodu,
kterou Strana zpusobi subjektu udaji
poruSenim prav opravnéné treti Strany podle
tyto klauzule. Tim neni dotéena odpovédnost
Vyvozce udajii podle natizeni (EU) 2016/679.

(c) Where more than one Party is responsible
for any damage caused to the data subject as a
result of a breach of these Clauses, 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.

(c) Pokud je vice nez jedna Strana odpovédna
za jakoukoli §kodu zplisobenou subjektu
dajti v dasledku poruseni téchto Clank,
budou vSechny odpovédné Strany odpovédné
spole¢n¢ a nerozdilng a subjekt udaji je
opravnén podat Zalobu soudu proti kterékoli z
téchto Stran.

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

(d) Smluvni Strany se dohodly, ze pokud je
jedna ze smluvnich Stran ¢inéna odpovédnou
podle odstavce (c), je opravnéna poZadovat od
druhé smluvni Strany zpét tu ¢ast ndhrady
odpovidajici jeji/jejich odpovednosti za
Skodu.

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

(e) Dovozce udajt se nesmi dovolavat
chovani zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

Clause 13

Clanek 13

Supervision

Dohled
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N/A

Neaplikovatelné

SECTION Il - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS

ODDIL III - MiSTNI ZAKONY A
POVINNOSTI V PRIPADE PRISTUPU

BY PUBLIC AUTHORITIES

VEREJNYCH ORGANU

Clause 14

Clanek 14

Local laws and practices affecting
compliance with the Clauses

Mistni zakony a postupy ovliviiujici
dodrZovani Clanki

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

(a) Strany zarucuji, ze nemaji diivod se
domnivat, Ze zdkony a praxe ve tieti zemi
uréeni pouzitelné na zpracovani osobnich
udajit Dovozcem udajt, véetné jakychkoli
pozadavki na zvetejnéni osobnich udaji nebo
opatieni opravilujicich k ptistupu organy
vetejné moci branit dovozci tidaji v plnéni
jeho povinnosti podle téchto ¢lanki. To je
zalozeno na pochopeni, ze zakony a postupy,
které respektuji podstatu zakladnich prav a
svobod a nepiekracuji ramec toho, co je v
demokratické spolecnosti nezbytné a
pfimétené k zajisténi jednoho z cild
uvedenych v ¢l. 23 odst. 1 natizeni (EU). )
2016/679, nejsou v rozporu s témito Clanky.

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

(b) Strany prohlasuji, Ze pfi poskytovani
zéaruky podle odstavce (a) vzaly nélezité v
uvahu zejména nasledujici prvky:

(i) the specific circumstances of the transfer,
including the length of the processing chain,
the number of actors involved and the
transmission channels used; intended onward
transfers; the type of recipient; the purpose of
processing; the categories and format of the

(1) konkrétni okolnosti ptevodu, véetné délky
zpracovatelského fetézce, pocet zicastnénych
subjektii a pouzité prenosové kanaly;
zamyslené dal$i prevody; typ ptijemce; ucel
zpracovani; kategorie a format predavanych
osobnich udajt; hospodaiské odvétvi, ve
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transferred personal data; the economic sector
in which the transfer occurs; the storage
location of the data transferred;

kterém k pfevodu dochazi; misto ulozeni a
prenesend data;

(ii) 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;

(i1) Zakony a praxe tieti zem¢ urceni — véetné
téch, které vyzaduji zptistupnéni idaji
vefejnym organiim nebo povolujici pristup
takovym organiim — relevantni s ohledem na
konkrétni okolnosti pfedani a platnd omezeni
véetné zaruk;

(iii) any relevant contractual, technical or
organisational safeguards put in place to
supplement the safeguards under these
Clauses, including measures applied during
transmission and to the processing of the
personal data in the country of destination.

(ii1) jakakoli relevantni smluvni, technicka
nebo organizacni ochrannd opatfeni zavedena
za ucelem doplnéni zaruk podle téchto
Clanka, vEetné opatieni uplatiiovanych b&hem
prenosu a zpracovani osobnich udaji v zemi
urceni.

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

(c) Dovozce udajii zarucuje, Ze pii provadéni
posouzeni podle pismene b) vynalozil
maximalni usili k tomu, aby Vyvozci udaji
poskytl relevantni informace, a souhlasi s tim,
7e bude nadale spolupracovat s Vyvozcem
udaji pti zajistovani dodrzovani téchto
Clanka.

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

(d) Strany souhlasi, ze zdokumentuji
hodnoceni podle odstavce (b) a na pozadani
j€j zptistupni prislusSnému dozorovému
organu.

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

(e) Dovozce tdaji souhlasi s tim, Ze bude
neprodlené informovat Vyvozce udaji, pokud
po odsouhlaseni téchto Clanki a po dobu
trvani smlouvy bude mit diivod se domnivat,
ze podléha nebo se stal pfedmétem zakonl
nebo postupti, které nejsou v souladu s
pozadavky podle odstavce (a), v€etné po
zméné zakonu tieti zemé nebo opatieni (jako
je Zadost o zvetejnéni), které naznacuje
pouziti takovych zakont v praxi, které neni v
souladu s pozadavky uvedenymi v odstavci (a

).

(f) Following a notification pursuant to
paragraph (e), or if the data exporter

(f) Po ozndmeni podle odstavce (e) nebo
pokud ma Vyvozce 0dajl z jiného diivodu
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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 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

davod se domnivat, Ze Dovozce udaju jiz
nemuze plnit své povinnosti podle téchto
Clankd, Vyvozce Gdajii neprodlend urdi
vhodna opatfeni (napf. nebo organizacni
opatteni k zajisténi bezpecnosti a diveérnosti),
ktera ma byt pfijata Vyvozcem a/nebo
Dovozcem tdaji k fesSeni situace. Vyvozce
udajii pozastavi prenos tdajt, pokud se
domniva, ze pro takovy pienos nelze zajistit
zadné vhodné zaruky, nebo pokud k tomu
dostane pokyn od ptislusného dozorového
uradu. V takovém ptipad¢ je Vyvozce udajii
opravnén ukoncit smlouvu, pokud se tyka
zpracovani osobnich udaji podle téchto
¢lankl. Pokud se smlouva tyka vice nez dvou
smluvnich Stran, mize Vyvozce udaji
uplatnit toto pravo na ukonceni pouze ve
vztahu k pfislusné smluvni Strang, pokud se
smluvni Strany nedohodly jinak. Pokud je
smlouva ukoncéena podle tohoto ¢lanku,
pouzije se ¢lanek 16(d) a (e).

Clanek 15

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

Povinnosti Dovozce udajii v pripadé pristupu
organii veiejné moci

15.1Notification

15.1 Oznameni

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

(a) Dovozce udajii se zavazuje neprodlené
informovat Vyvozce 0dajt a, je-1i to mozné,
subjekt udaja (v ptipadé potieby s pomoci
Vyvozce udaji), pokud:

(i) receives a legally binding request from a
public authority, including judicial authorities,
under the laws of the country of destination
for the disclosure of personal data transferred
pursuant to these Clauses; such notification
shall include information about the personal

(1) obdrzi pravné zdvaznou zadost od
vetfejného organu, véetné soudnich organd,
podle zakonli zemé ur€eni pro zpiistupnéni
osobnich udajl predavanych podle téchto
¢lanku; takové oznameni obsahuje informace
o pozadovanych osobnich udajich,

58




data requested, the requesting authority, the
legal basis for the request and the response
provided; or

dozadujicim organu, pravnim zékladu zadosti
a poskytnuté odpovédi; nebo

(ii) 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.

(i1) se dozvi o jakémkoli pfimém piistupu
vetejnych organt k osobnim udajim
piredavanym podle téchto ¢lankt v souladu se
zakony zem¢ urceni; toto oznameni obsahuje
veskeré informace, které ma Dovozce k
dispozici.

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

(b) Pokud ma Dovozce udaju zakazano
informovat Vyvozce udaji a/nebo subjekt
udaju podle zékonti zem¢ urceni, Dovozce
udaji souhlasi s tim, Ze vynalozi veskeré Usili,
aby dosahl zprosténi zakazu, s cilem sdélit co
nejvice informaci co nejdiive. Dovozce udaji
souhlasi, Zze zdokumentuje své nejlepsi Gsili,
aby je mohl na zaddost Vyvozce udaji
prokazat.

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

(c) Pokud to zdkony zem¢ urceni umoziuji,
Dovozce udajii souhlasi s tim, ze bude
Vyvozci udaji v pravidelnych intervalech po
dobu trvani smlouvy poskytovat co nejvice
relevantnich informaci o obdrZenych
zadostech (zejména, pocet zadosti, typ
poZzadovanych udajt, dozadujici organ/y, zda
byly Zadosti napadeny a vysledek takovych
namitek atd.).

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

(d) Dovozce udaju souhlasi s tim, ze bude
uchovavat informace podle odstavct a) az c)
po dobu trvani smlouvy a na poZadani je
zptistupni pfisluSnému dozorovému tradu.

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

(e) Odstavce (a) az (c) nemaji vliv na
povinnost Dovozce tdaji podle ¢lanku 14
pism. e) a ¢lanku 16 neprodlen¢ informovat
Vyvozce udaji, pokud neni schopen dodrzet
tato Clanky.
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15.2 Review of legality and data
minimisation

15.2 Prezkoumani zakonnosti a
minimalizace udaji

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

(a) Dovozce udajti souhlasi s tim, ze
piezkouma zdkonnost zadosti o zptistupnéni,
zejména zda zUstava v rdmci pravomoci
udélenych dozadujicimu vefejnému organu, a
napadne zadost, pokud po peclivé po
posouzeni dospiva k zavéru, ze existuji
rozumné diivody se domnivat, ze zadost je
nezakonna podle zékonti zem¢ urceni,
platnych zavazkl podle mezinarodniho prava
a zasad mezindrodni zdvofilosti. Dovozce
udaji za stejnych podminek vyuzije moznosti
odvoléni. Pti zpochybnéni zZadosti Dovozce
udaji usiluje o predbézna opatieni s cilem
pozastavit u¢inky zadosti, dokud ptislusny
soudni organ nerozhodne o jeji
opodstatnénosti. Nezvetejni pozadované
osobni udaje, dokud to nebude vyzadovano
podle platnych procesnich pravidel. Témito
pozadavky nejsou doteny povinnosti
Dovozce udajii podle ustanoveni 14 pism. e).

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

(b) Dovozce udaju souhlasi, ze zdokumentuje
své pravni posouzeni a jakékoli napadeni
zé&dosti o zptistupnéni, a v rozsahu povoleném
zakony zemé urceni zptistupni dokumentaci
Vyvozci udaji. Na pozadani jej rovnéz
zptistupni pfislusSnému dozorovému orgéanu.

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

(c) Dovozce udajt souhlasi s tim, Ze pfi
odpovédi na zadost o zverejnéni poskytne
minimalni pfipustné mnozstvi informaci na
zakladé€ pfimétené interpretace Zadosti.

SECTION IV — FINAL PROVISIONS

ODDIL IV —- ZAVERECNA
USTANOVENI

60




Clause 16

Clanek 16

Non-compliance with the Clauses and
termination

Nesoulad s Clanky a vypovézeni

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

(a) Dovozce udajti neprodlené informuje
Vyvozce udaji, pokud z jakehokoli divodu
nebude schopen dodrzet tyto Clanky.

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

(b) V pripad¢, ze Dovozce udajti porusi tato
ustanoveni nebo nebude schopen tyto Clanky
splnit, Vyvozce udajii pozastavi prenos
osobnich tdaji dovozci udajii, dokud nebude
znovu zajisténo dodrzovani nebo nebude
ukonéena smlouva. Tim neni dotéen Clanek

14().

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

(c) Vyvozce Udajl je opravnén ukoncit
smlouvu, pokud se tyka zpracovani osobnich
udaji podle téchto Clanku, pokud:

(1) 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;

(1) Vyvozce udaji pozastavil predavani
osobnich tdaji dovozci udajii podle odstavce
(b) a soulad s témito Clanky nebude obnoven
v pfiméiené dob¢ a v zadném piipad¢ do
jednoho mésice od pozastaveni,

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

(i1) Dovozce udajt podstatné nebo trvale
porusuje tato Clanky; nebo

(iii) the data importer fails to comply with a
binding decision of a competent court or
supervisory authority regarding its obligations
under these Clauses.

(ii1) Dovozce udaji nedodrzi zavazné
rozhodnuti ptisluSného soudu nebo
dozorového tfadu ohledné jeho povinnosti
podle téchto Clank.

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

V téchto ptipadech o takovém poruseni
informuje pfislusny dozorovy ufad a spravce.
Pokud se smlouva tyka vice nez dvou Stran,
muze Vyvozce Udaji uplatnit toto pravo na
ukonceni pouze s ohledem na ptislusnou
Stranu, pokud se Strany nedohodly jinak.

61




(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.

(d) Osobni udaje shromazdéné Vyvozcem
udaji v EU, které byly predany pied
ukoncenim smlouvy podle odstavce (c),
budou okamzité vymazany v celém rozsahu,
vcetné jakékoli jejich kopie. Dovozce udaju
potvrdi Vyvozci udaji vymazani tidaj.
Dokud nebudou udaje vymazany nebo
vraceny, Dovozce udajii bude nadale
zajistovat soulad s témito ustanovenimi. V
ptfipadé mistnich zakont platnych pro
Dovozce udaja, které zakazuji vraceni nebo
vymazani ptenesenych osobnich udaji,
Dovozce udaji zarucuje, ze bude 1 nadale
zajistovat dodrzovani téchto ustanoveni a
bude udaje zpracovavat pouze v rozsahu a po
dobu, po kterou vyzaduje mistni zakon.

(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

(e) Kterakoli Strana mize odvolat sviij
souhlas byt vazana témito Clanky, pokud (i)
Evropska komise ptijme rozhodnuti podle ¢l.
45 odst. 3 nafizeni (EU) 2016/679, kter¢ se
tyké ptfedavani osobnich tdaji na které se tyto
¢lanky vztahuji; nebo (ii) natizeni (EU)
2016/679 se stane soucasti pravniho ramce
zemé, do které jsou osobni udaje predavany.
Tim nejsou dotéeny dalsi povinnosti
vztahujici se na predmétné zpracovani podle

applying to the processing in question under | natizeni (EU) 2016/679.
Regulation (EU) 2016/679.
Clause 17 Clanek 17

Governing law

Rozhodné pravo

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.

Tyto dolozky se budou fidit pravem zem¢,
ktera povoluje prava opravnénych tietich
Stran. Smluvni Strany se dohodly, Ze se bude
fidit pravnim fadem Ceské republiky.

Clause 18

Clanek 18

Choice of forum and jurisdiction

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

Veskeré spory vyplyvajici z téchto ¢lanka
budou feSeny soudy Ceské republiky.

APPENDIXES

PRILOHY

ANNEX |

PRILOHA I

A. LIST OF PARTIES

A. SEZNAM STRAN

Data exporter(s): [Identity and contact details
of the data exporter(s) and, where applicable,
of its/their data protection officer and/or
representative in the European Union]

Vyvozci udaji: [Identita a kontaktni tidaje
Vyvozct udaju a piipadné jejich/jejich
povéfence pro ochranu tdaji a/nebo zastupce
v Evropska unie]

1. VSeobecna fakultni nemocnice v Praze,
having a busines office at U nemocnice 499/2,
128 08 Praha 2, Czech Republic, represented
by XXX

1. VSeobecna fakultni nemocnice v Praze, se
svidlem U nemocnice 499/2, 128 08 Praha 2,
Ceska republika, zastoupend XXX

Role: Processor

Role: Zpracovatel

Principal Investigator: XXXXX

Hlavni zkousejici: XXXXX

Contact person’s (DPO) name, position and
contact details:

Jméno kontaktni osoby (DPO), funkce a
kontaktni tidaje:

XXX XXX
XXX XXX
e-mail : XXX e-mail: XXX

Data importer(s): [Identity and contact details
of the data importer(s), including any contact
person with responsibility for data protection]

Importéfi dat: [Identita a kontaktni idaje
spole¢nosti importéfi tdaji, véetné jakékoli
kontaktni osoby odpovédné za ochranu udaji]

1. Name: Curis, Inc.

1. Jméno: Curis, Inc.

Role: Controller

Role: Spravce
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Address: 128 Spring Street, Building C —
Suite 500, Lexington, MA 02421

Adresa: 128 Spring Street, Building C — Suite
500, Lexington, MA 02421

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

Kontaktni osoba jméno, pozice a kontaktni
udaje: XXXXX

Curis DPO:

Curis DPO:

XXXXX
Phone: XXXXX

Curis’s Data Protection Officer may be
contacted at: XXXXX

XXXXX

Kontaktni telefon: XXXXX

Data Protection Officer muzete kontaktovat
na: XXXXX

Curis DPR:

Curis DPR:

Pursuant to Article 27 of the General Data
Protection Regulation (GDPR), Curis, Inc. has
appointed European Data Protection Office
(EDPO) as its GDPR Representative in the
EU. You can contact EDPO regarding matters
pertaining to the GDPR:

Podle ¢lanku 27 obecného nafizeni o ochrané
osobnich tdaji (GDPR) jmenovala spole¢nost
Curis, Inc. Evropsky ufad pro ochranu udajt
(EDPO) svym zastupcem pro GDPR v EU. V
zalezitostech tykajicich se GDPR muzete
kontaktovat EDPO:

- by using EDPQO’s online request form:
XXXXX

- pomoci online formuléte Zadosti EDPO:
XXXXX

- by writing to EDPO XXXXX

- pisemné na adresu EDPO: XXXXX

B. DESCRIPTION OF TRANSFER

B. POPIS PREVODU

MODULE FOUR: Transfer processor to
controller

MODUL CTVRTY: Pfedani zpracovatele
spravci

Categories of data subjects whose personal
data is transferred:

Kategorie subjektit udajn, jejichZ osobni
udaje jsou pieddavany:

64




* Trial team members, including principal
investigator, sub-investigators, research staff
of any clinical study sponsored by the
Sponsor and conducted by the data exporter in
accordance with a Clinical Trial Agreement
between the Sponsor and the data exporter.

« Clenové zkousejiciho tymu, véetné hlavniho
zkousejiciho, zkousejicich, vyzkumného
personalu jakékoli klinického hodnoceni
placené Sponzorem a provadéné Vyvozcem
udaju v souladu s dohodou o klinickém
hodnoceni mezi Sponzorem a Vyvozcem
udaju.

« Trial Subjects (to the extent codified data
could be deemed personal data)

* Subjekty hodnoceni (v rozsahu, v jakém
mohou byt kodifikované udaje povazovany za
osobni udaje)

» Data subjects may include the children of
women who become pregnant while they are
receiving the Sponsor drug or while their male
partner is receiving the Sponsor drug.

* Subjekty tdaji mohou zahrnovat déti Zen,
které otéhotni v dob¢, kdy uzivaji hodnoceny
ptipravek nebo kdyz jejich muzsky partner
uziva hodnoceny piipravek.

Categories of personal data transferred

Kategorie piedavanych osobnich udaji

« Trial team members: Name, business contact
details, CV details, role performed in the
Trial.

* Clenové zkousSejiciho tymu: Jméno,
pracovni kontaktni udaje, udaje o zivotopisu,
role vykonavana v Klinickém hodnoceni.

« Trial Subjects: only key coded data is
transferred by the data exporter to the data
importer which may include age, race, ethnic
background, sex, height, weight, health
(including status and treatment of) pregnancy
details, medical, surgical and allergy history,
medical diagnoses, use of other medications
(including contraception), Trial results, results
of laboratory tests performed before and
during the Trial, biological specimen samples,
and other medical findings and information
about the birth and health of these children
such as sex, birth weight and size.

* Subjekty Klinického hodnoceni: exportér dat
prenasi importérovi dat pouze klicova
kodovana data, ktera mohou zahrnovat vek,
rasu, etnicky ptivod, pohlavi, vysku, vahu,
zdravotni stav (vCetné stavu a 1écby)
podrobnosti o t€hotenstvi, 1ékaiskeé,
chirurgické a alergolické anamnézy, 1ékarské
diagnozy, uzivani jinych léki (vcetné
antikoncepce), vysledki Klinického
hodnoceni, vysledkl laboratornich testt
provedenych pfed a v pribéhu Klinického
hodnocenti, biologickych vzorki a dalsi
lékatské nalezy a informace o narozeni a
zdravi téchto déti, jako je napt. pohlavi,
porodni hmotnost a velikost.

« Data subjects may include the children of
women who become pregnant while they are
receiving the Sponsor drug or while their male
partner is receiving the Sponsor drug. Certain
key coded data on these children may include
age (in years), height, weight, health

» Mezi subjekty tidaji mohou patfit déti Zen,
které ot¢hotni v dobé&, kdy uZzivaji hodnoceny
ptipravek nebo zatimco jejich muZzsky partner
uziva hodnoceny ptipravek. Nékteré klicove
koédované udaje o téchto détech mohou
zahrnovat veék (v letech), vysku, vahu,
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(including status and treatment of), pregnancy
details, medical, surgical and allergy history,
contact information, as well as information
about the birth and health of these children
such as sex, birth weight and size.

zdravotni stav (v€etné stavu a 1écby),
podrobnosti o t¢hotenstvi, 1¢kaiskou,
chirurgickou a alergologickou anamnézu,
kontaktni informace a také informace o
narozeni a zdravotnim stavu. téchto déti, jako
je pohlavi, porodni hmotnost a velikost.

Sensitive data transferred (if applicable) and
applied restrictions or safeguards that fully
take into consideration the nature of the data
and the risks involved, such as for instance
strict purpose limitation, access restrictions
(including access only for staff having
followed specialised training), keeping a
record of access to the data, restrictions for
onward transfers or additional security
measures.

Prenasené citlivé udaje (pokud jsou
pouzitelné) a aplikovand omezeni nebo
ochrannda opatieni, kterd plné zohlednuji
povahu udaju a souvisejici rizika, jako je
napviklad p¥isné omezeni ucelu, omezeni
PprFistupu (vCetné pristupu pouze pro
zaméstnance, kteii prosli specializovanym
Skolenim), vedeni zdaznamii o piistupu k
udajiim, omezeni pro dalSi pienosy nebo
dalsi bezpecCnostni opatieni.

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

Ptedavané osobni udaje se tykaji nasledujicich
kategorii citlivych udajt:

* Trial Subjects’ medical information is
previously codified by the data exporter in
such a way that this medical information
cannot be attributed to a specific Trial Subject
without the use of the code, such code being
kept separately by the data exporter only and
subject by the data exporter to technical and
organisational measures to ensure non-
attribution to an identified or identifiable Trial
Subject. This information may include for:

* Zdravotni informace subjektii Klinického
hodnoceni jsou pfedem kodifikovany
Vyvozcem tdaji takovym zplsobem, Ze tyto
1ékarské informace nelze prifadit konkrétnimu
subjektu hodnoceni bez pouziti kod, pficemz
tento kdd uchovava samostatné pouze
Vyvozce udajii a Vyvozce udaji podléha
technickym a organiza¢nim opatienim, aby se
zajistilo nepfitazeni identifikovanému nebo
identifikovatelnému Subjektu hodnoceni.
Tyto informace mohou zahrnovat pro:

« Trial Subjects: only key coded data is
transferred by the data exporter to the data
importer which may include age, race, ethnic
background, sex, height, weight, health
(including status and treatment of), pregnancy
details, medical, surgical and allergy history,
medical diagnoses, use of other medications
(including contraception), Trial results, results
of laboratory tests performed before and
during the Trial, biological specimen samples,
and other medical findings and information

* Subjekty Klinického hodnoceni: exportér dat
pfenasi importérovi dat pouze klicova
kodovana data, ktera mohou zahrnovat vek,
rasu, etnicky ptivod, pohlavi, vysku, vahu,
zdravi (vCetné stavu a 1€¢by), tidaje o
téhotenstvi, 1ékatska, chirurgicka a
alergologickd anamnéza, 1€katské diagnozy,
uzivani jinych 1€kt (v€etné antikoncepce),
vysledky zkousek, vysledky laboratornich
testd provedenych ptred a béhem Klinického
hodnoceni, vzorky biologickych vzorki a
dalsi Iékatské nalezy a informace o porodu a
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about the birth and health of these children
such as sex, birth weight and size.

zdravi téchto déti, jako je pohlavi, porodni
hmotnost a velikost.

» Data subjects may include the children of
women who become pregnant while they are
receiving the Sponsor drug or while their male
partner is receiving the Sponsor drug. Certain
key coded data on these children may include
age (in years), height, weight, health
(including status and treatment of), pregnancy
details, medical, surgical and allergy history,
contact information, as well as information
about the birth and health of these children
such as sex, birth weight and size.

* Subjekty tdaji mohou zahrnovat déti Zen,
které otéhotni v dob¢, kdy uzivaji hodnoceny
ptipravek nebo kdyz jejich muzsky partner
uziva hodnoceny piipravek. Nekteré klicove
kédované udaje o téchto détech mohou
zahrnovat veék (v letech), vysku, vahu,
zdravotni stav (vCetné stavu a 1écby),
podrobnosti o t€hotenstvi, Iékaiskou,
chirurgickou a alergickou anamnézu,
kontaktni informace a také informace o
narozeni a zdravotnim stavu. téchto déti, jako
je pohlavi, porodni hmotnost a velikost.

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

Frekvence prenosu (napi. zda jsou data
PFendsSena jednordzové nebo priibéiné).

Data shall be transferred on a continuous basis
during the Trial.

Data budou béhem zkusSebniho obdobi
predavana prubezné.

Nature / Purpose(s) of the data transfer and
further processing

Povaha / Uéely pienosu dat a dal§i
gpracovani

The transfer is made for the following
purposes:

Ptenos se provadi pro nasledujici ucely:

* To provide assistance and/or to supervise the
performance of the Clinical Trial Agreement.

* Poskytovat pomoc a/nebo dohlizet na plnéni
Smlouvy o klinickém hodnoceni.

* To conduct the Trial, including any post-
study activities (such as data reconciliation).

* Provadeét zkousku, véetn€ veSkerych Cinnosti
po studiu (jako je sladéni dat).

« To carry out professional performance
evaluation.

* Provadét hodnoceni profesionalniho vykonu.

» To determine the involvement of the data
subjects in future research/studies.

* Zjistit zapojeni subjektli udajti do budouciho
vyzkumu/studii.

* To comply with any regulatory
requirements.

* SpInéni vSech regulacnich pozadavki.
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« To verify clinical Trial procedures and/or
collected Trial data.

* Pro ovéteni postupt klinickych zkousek
a/nebo shromazdénych tdaja ze zkousek.

* To see if the Sponsor drug affects the Trial
Subject’s baby.

* Chcete-li zjistit, zda 1ék Sponzor ovlivituje
dit¢ ucastnika hodnoceni.

* To make sure the research was done right.

« Ujistit se, ze vyzkum byl proveden spravné.

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

Doba, po kterou budou osobni udaje
uchovavany, nebo, neni-li to mozné, kritéria
poulita pro stanoveni této doby

Personal data shall be kept as long as they are
necessary for the purposes for which the data
were transferred as described hereunder.

Osobni udaje budou uchovavany tak dlouho,
dokud jsou nezbytné pro ucely, pro které byly
udaje ptedany, jak je popsano nize.

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

U pievodii na (sub-) zpracovatele uved’te
také predmét, povahu a dobu zpracovani

N/A

Neaplikovatelné

ANNEX I

PRILOHA II

TECHNICAL AND ORGANIZATIONAL
MEASURES INCLUDING TECHNICAL
AND ORGANIZATIONAL MEASURES TO
ENSURE DATA SECURITY

TECHNICKA A ORGANIZACNTI
OPATRENI VCETNE TECHNICKYCH A
ORGANIZACNICH OPATRENI{ K
ZAJISTEN{ BEZPECNOSTI UDAJU

The parties shall implement measures to
protect the processing of personal data in
accordance with the legal requirements of the
national legislation on the protection of
personal data applicable to them.

Strany zavedou opatfeni na ochranu
zpracovani osobnich udaji v souladu s
pravnimi pozadavky platnych vnitrostatnich
pravnich ptredpisti o ochrané osobnich udaja
jim.

The parties agree that the imported
personal data shall be subject to at least the
following security measures:

Strany se dohodly, Ze importované osobni
udaje budou podléhat minimalné
nasledujicim bezpecnostnim opati‘enim:
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* Access to personal data is limited to
employees and contractual partners on a need-
to-know basis, and access is revoked if
necessary, including to those employees who
have terminated their employment
relationship.

* Pristup k osobnim udajim je omezen na
zaméstnance a smluvni partnery na zakladé
»potfeby védét™ a piistup se v piipadé potieby
rusi, a to 1 t€ém zaméstnanctim, ktefi ukoncili
pracovni pomer.

* Identifiable patient/personal data is
pseudonymized before it is provided to Curis
by assigning a patient ID; consent forms
(which include identifiable data) will be
stored in a secure facility at the local hospital /
study site under control of the study

site. Only pseudonymized data is transmitted.
Data is transferred in such a way that personal
data cannot be assigned to a specific data
subject. Only the hospital/study site has a key
(List of Subject IDs) that links the subject ID
to the actual patient record. This data is kept
with the hospital/study site and is not
transferred outside these centers.

* [dentifikovatelné udaje subjektu/osobni
udaje jsou pied poskytnutim spolecnosti Curis
pseudonymizovany piidélenim ID subjektu;
formulate souhlasu (které obsahuji
identifikovatelné udaje) budou ulozeny v
zabezpeceném zatizeni v nemocnici /
pracovisti klinické hodnoceni pod kontrolou
centra klinické hodnoceni. Pfenaseji se pouze
pseudonymizovana data. Udaje jsou
predavany tak, ze osobni udaje nelze ptiradit
konkrétnimu subjektu udajti. Pouze
nemocnice/pracovistim klinické hodnoceni
ma kli¢ (seznam ID subjektit), ktery spojuje
ID subjektu se skutecnym zaznamem
pacienta. Tato data jsou uchovavéna v
nemocnici/pracovisti klinické hodnoceni a
nejsou prenasena mimo tato centra.

Curis protects the pseudonymized data
through the following technical controls
(both internally and through its third-party
service providers):

Curis chrani pseudonymizovana data
prostirednictvim nasledujicich technickych
kontrol (jak interné, tak prostiednictvim
poskytovatel sluzeb tietich Stran):

* Encryption technologies and other
equivalent measures are used when
transmitting personal data electronically over
public networks.

» Pti elektronickém pienosu osobnich tidajh
pies vefejné sité se pouZzivaji Sifrovaci
technologie a dalsi ekvivalentni opatieni.

* Policies and procedures will be kept up-to-
date to ensure the integrity and accuracy of
personal data.

* Z4asady a postupy budou aktualizovany, aby
byla zajiSténa integrita a pfesnost osobnich
udajt.

» Security measures are in place to protect
personal data from loss and unauthorized

» Jsou zavedena bezpecnostni opatieni k
ochran¢ osobnich udajt pied ztratou a
neopravnénym piistupem, zneuzitim, zasahy,
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access, misuse, interference, disclosure,
alteration or other unauthorized processing.

vyzrazenim, zménou nebo jinym
neopravnénym zpracovanim.

* Curis has taken measures to identify, assess,
and mitigate all foreseeable internal and
external risks to security, confidentiality, and
/or the integrity of all electronic, paper, or
other records containing personal data and to
evaluate and improve the effectiveness of
these security measures.

* Curis pfijal opatteni k identifikaci,
posouzeni a zmirnéni vSech predvidatelnych
internich a externich rizik pro bezpecnost,
davernost a/nebo integritu vSech
elektronickych, papirovych nebo jinych
zédznamu obsahujicich osobni udaje a k
vyhodnoceni a zlepSeni u¢innost téchto
bezpecnostnich opatieni.

» Curis aligns its security program with
National Institute of Standards and
Technology (NIST) Cybersecurity Framework
controls and best practices.

* Curis uvadi svlij bezpecnostni program do
souladu s kontrolami a osvéd¢enymi postupy
ramce kybernetické bezpecnosti National
Institute of Standards and Technology
(NIST).

* A firewall, anti-virus software, audit log
collection, Multi-factor authentication (MFA),
and other NIST-recommended systems are
installed and updated in all IT systems used to
process personal data.

* Ve vSech IT systémech pouzivanych ke
zpracovani osobnich udajl je nainstalovana a
aktualizovéna brana firewall, antivirovy
software, shromazd’ovani protokolii auditu,
vicefaktorové ovéfovani (MFA) a dalsi
systémy doporucené NIST.

* Curis utilizes alerting policies to detect risky
sign-ins, suspicious activity, and malware. In
addition, Curis devices are kept up to date
with current Windows security patches.

* Curis vyuziva zasady upozornéni k detekci
rizikovych ptihlaseni, podezielé aktivity a
malwaru. Zatizeni Curis jsou navic udrzovana
v aktudlnim stavu pomoci aktualnich
bezpec€nostnich zaplat Windows.

* User based access controls, security training,
confidentiality agreements, physical security,
(2417 locked facility, all access entries/exits
are monitored by video cameras), data
handling and acceptable use policies (i.e. Data
Privacy Policy, Code of Conduct) have been
implemented.

« UZivatelské kontroly pfistupu, bezpecnostni
Skoleni, dohody o divérnosti, fyzické
zabezpeceni (24/7 uzamcené zatizeni,
vSechny pfistupové vstupy/vystupy jsou
monitorovany videokamerami), nakladani s
daty a zasady pfijatelného pouZiti (tj. Zasady
ochrany osobnich udaji, Kodex chovani) byly
implementovany.

* Curis has backup plans for all Curis
managed systems. On premise servers are
backed up locally and those backups are
replicated to a cloud service. OneDrive and
SharePoint data are backed up by Microsoft,
and an offline backup of Curis’ Office 365

* Curis ma plany zalohovani pro vSechny
spravované systémy Curis. Mistni servery
jsou zalohovany lokalné a tyto zalohy jsou
replikovany do cloudové sluzby. Data
OneDrive a SharePoint jsou zdlohovana
spolec¢nosti Microsoft a offline zalohu
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environment is created by a third-party
service provider.

prostiedi Curis' Office 365 vytvari
poskytovatel sluzeb tieti Strany.

 Appropriate data processing agreements will
be used for third-party vendors which will
contain similar and adequate technical and
organizational measures. This will be assessed
and reviewed by Curis as part of its supplier
management and procurement processes.

* Pro dodavatele tfetich Stran budou pouzity
piislusné smlouvy o zpracovani udaji, které
budou obsahovat podobna a adekvatni
technickd a organizac¢ni opatieni. To bude
posouzeno a pirezkoumano spole¢nosti Curis

jako soucast procesu fizeni dodavateli a

nakupu.

* Records of personal data are kept and their
processing status is recorded by Curis,
including records of persons with access to
systems or files containing personal data,
records of access by persons who have
accessed these systems or files, and any other
similar records required to be kept by law.

* Evidenci osobnich udaji vede a stav jejich
zpracovani zaznamenava spolecnost Curis,
vcetné zaznamul o osobach s pristupem k
systémim nebo soubortim obsahujicim osobni
udaje, zaznamu o piistupu osob, které k témto
systémim nebo souborim pfistupovaly, a
dalsich obdobnou evidenci, kterou zakon
uklada.

» Curis places restrictions on physical access
to all records it maintains that contain

personal data, and those records are stored in
locked facilities, storage areas or containers.

* Curis omezuje fyzicky piistup ke vSem
zdznamum, které uchovava a které obsahuji
osobni udaje, a tyto zaznamy jsou ulozeny v
uzamcenych zatizenich, skladovacich
prostorech nebo kontejnerech.

e Curis has implemented internal rules for
maintenance of personal data, secure
password management/control, restriction of
access to personal data and access rights to it,
and an access control system.

* Curis zavedl interni pravidla pro udrzbu
osobnich udajl, bezpecnou spravu/kontrolu
hesel, omezeni pfistupu k osobnim udajim a
piistupovych prav k nim a systém kontroly
pristupu.

* Curis has security policies in place for
employees regarding the storage, access, and
transfer of records containing personal data
outside its business premises.

* Curis ma zavedeny bezpecnostni zasady pro
zamestnance tykajici se ukladani, pfistupu a
pfenosu zdznamul obsahujicich osobni tidaje
mimo své obchodni prostory.

* Curis will check the status of personal data
processing and provide training to its
employees on the measures that must be
properly considered when processing personal
data.

* Curis bude kontrolovat stav zpracovani
osobnich tdajl a proskoli své zamé&stnance o
opatfenich, ktera je tfeba pii zpracovani
osobnich Uidajh fadné zvazit.
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