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THIS CLINICAL TRIAL AGREEMENT | TATO SMLOUVA (0] PROVEDENI

(together with Attachments A and B, the

“Agreement”’) among

Cogent Biosciences, Inc, a United States
Delaware corporation with an office at 275
Wyman Street, 3 Floor, Waltham, MA 02451,
USA (“Sponsor” or “Cogent”)

and

Fakultni nemocnice Hradec Kralové, with an
address at Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Krilové, Czech Republic
(“Institution”)

and

I, v ith an

address at Fakultni nemocnice Hradec Kralové,
Klinika onkologie a radioterapie, Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Krélové,
Czech Republic (“Investigator”)

when signed by all parties, is valid as of the date
of last signature and effective on the day of
publication in the Register of contracts (the
“Effective Date”).

Cogent is the sponsor of a multi-center clinical
trial of bezuclastinib, or CGT9486, (the “Trial
Drug”) under protocol number CGT9486-21-301
entitled “(Peak) A Phase 3 Randomized, Open-
Label, Multicenter Clinical Study Of
CGT9486+Sunitinib vs Sunitinib in Subjects
with Locally Advanced, Unresectable or
Metastatic Gastrointestinal Stromal Tumors”
(as it may be amended from time to time by
Sponsor, the “Protocol”; the performance of the
Protocol at all sites is referred to in this
Agreement as the “Multi-Center Clinical
Trial”). Sponsor wishes to engage Institution and

KLINICKEHO HODNOCENI (spoletn& s
pfilohami A a B ,,smlouva‘®) mezi

spolecnosti Cogent Biosciences, Inc, korporaci
zalozenou ve staté Delaware, USA, se sidlem na
adrese 275 Wyman Street, 3" Floor, Waltham, MA
02451, USA¢ (,,zadavatel nebo ,,Cogent*)

a

Fakultni nemocnici Hradec Kralové, se sidlem
na adrese Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Krilové, Ceskd republika
,poskytovatel®)

a

I, -

sidlem na adrese Fakultni nemocnice Hradec
Kralové, Klinika onkologie a radioterapie,
Sokolskd 581, 500 05 Hradec Kradlové — Novy
Hradec Kréalové, Ceska republika (,,zkousejici)

se po podpisu vSech smluvnich stran stava platnou
k datu ptipojeni poslednitho podpisu a uc¢innou

dnem uvefejnéni vregistru smluv (,,datum
ucinnosti®).

Spolecnost Cogent je zadavatelem
multicentrického klinického hodnoceni

bezuclastinibu neboli CGT9486 (,,hodnoceny
pripravek®) podle protokolu ¢islo CGT9486-21-
301 nazvaného ,(Peak) Randomizovana,
otevi‘ena, multicentricka klinicka studie faze 3,
pripravku CGT9486 + sunitinibu v porovnani
se sunitinibem u subjektii s lokalné pokrocilymi,
neresekovatelnymi nebo metastatickymi
gastrointestinalnimi  stromalnimi  tumory“
(ktery mize byt Cas od ¢asu zadavatelem zménén,
»protokol“; provddéni protokolu na vSech
pracovistich se v této smlouvé oznaCuje jako

CONFIDENTIAL

DUVERNE




Investigator to participate in the conduct of the
Multi-Center Clinical Trial only at Institution’s
facility located at Fakultni nemocnice Hradec
Kralové, Klinika onkologie a radioterapie,
Sokolskd 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Ceskd republika (the “Facility”)
(such conduct of the Multi-Center Clinical Trial
at Institution, the “Trial”).

Sponsor has engaged Medpace, Inc. and its
affiliates to provide contract research
organization services in connection with the
Multi-Center Clinical Trial. Medpace Finland
OY with its registered office at Karjalankatu 2,
4krs, Helsinki 00520, Finland is Sponsor’s EU
Representative.

The parties agree as follows:

,,multicentrické klinické hodnoceni‘). Zadavatel
si pfeje zapojit poskytovatele a zkouSejiciho do
provadéni multicentrického klinického hodnocent,
a to pouze v objektu poskytovatele na adrese
Fakultni nemocnice Hradec Kralové, Klinika
onkologie a radioterapie, Sokolskd 581, 500 05
Hradec Kréilové — Novy Hradec Kralové, Ceskd
republika (,,objekt) (takové provadéni
multicentrického klinického hodnoceni u
poskytovatele dale jako ,.klinické hodnoceni*).

Zadavatel povéfil spolecnost Medpace, Inc. a jeji
pfidruzené spolecnosti poskytovanim sluZzeb
smluvni vyzkumné organizace v souvislosti s
multicentrickym klinickym hodnocenim. Medpace
Finland OY, se sidlem na adrese Karjalankatu 2,
4krs, Helsinki 00520, Finsko, je zdstupcem
zadavatele v EU.

Strany se dohodly nasledovné:

1. Conduct of the Trial. 1. Provadéni klinického hodnoceni
1.1 Investigator. Investigator, who is 1.1 Zkousejici Za provadeéni
employed by the Institution, will klinického hodnoceni v souladu s
be responsible for the conduct of ustanovenimi této smlouvy bude
the Trial in accordance with the odpovédny zkousejici, ktery je
terms of this Agreement. zaméstnancem poskytovatele.
Institution and Investigator may Poskytovatel a zkousSejici nejsou
not reassign the conduct of the opravnéni postoupit provadeéni
Trial to a different investigator klinického hodnoceni na jiného
without prior written zkouSejictho bez pfedchoziho
authorization from Sponsor. Any pisemného souhlasu zadavatele.
replacement Investigator will be KaZzdy nédhradni zkousSejici bude
required to agree in writing to the povinen pisemné vyjadiit souhlas
terms and conditions in an s podminkami této smlouvy
Appendix to this Agreement. If v pisemném dodatku. V piipadé,
Sponsor does not approve a 7e zadavatel ndhradniho
replacement Investigator, zkousejicitho neschvili, je
Sponsor may terminate this zadavatel oprdvnén tuto smlouvu
Agreement in accordance with ukoncit v souladu s ¢lankem 13.
Section 13.
1.2 Persondl klinického hodnoceni
1.2 Trial Staff. Institution and Poskytovatel a zkousejici zajisti,
Investigator will ensure that each 7e kazda osoba spolupracujici se
individual who assists zkousejicim pri provadéni
Investigator in the conduct of the klinického hodnoceni  jako
Trial as a sub-investigator or as spoluzkouSejici nebo vyzkumny
research staff (collectively, the pracovnik (spole¢né jako
“Trial Staff’) (a)has the ,.personal Klinického
CONFIDENTIAL 2 DUVERNE




1.3

experience, qualifications and
capabilities to perform the Trial
in a timely, professional and
competent manner; (b) is either
an employee or contractor of
Institution; and (c) is obligated
pursuant to a binding written
agreement or other legally
binding obligations to comply
with the terms of this Agreement
and the Protocol.

Compliance.

a) Institution and Investigator
are responsible to Sponsor
for compliance by all Trial
Staff with the terms of this
Agreement. Institution and
Investigator will ensure that
all Trial Staff are informed
of and agree to abide by all
terms of this Agreement
applicable to the activities
they perform. Institution and
Investigator will conduct the
Trial in accordance with
(i) the Protocol; (ii) this
Agreement; (iii) Sponsor’s
or its designee’s written
instructions; and (iv) all
applicable laws, ethical
principles, regulations and
guidances governing the
performance of clinical
investigations where the
Trial is being performed, in
particular Act No. 378/2007
Coll., on medicinal products,
as amended, Regulation
(EU) No. 536/2014 of the
European Parliament and
Council of April 16,2014 on
clinical  evaluations  of
human medicinal products,
Act No. 372 /2011 Coll., on
health services, and Decree
No. 226/2008 Coll., as
amended, which establishes

1.3

hodnoceni) (a)je vybavena
zkuSenostmi, kvalifikaci a
schopnostmi k provadéni
klinického hodnoceni  v¢as,

profesiondlnim a kompetentnim
zpisobem, (b) je zamé&stnancem
nebo smluvnim dodavatelem
poskytovatele a (c) je na zdkladé
zdvazné pisemné smlouvy nebo
jiného pravniho zdvazku povinna
dodrzovat podminky této smlouvy
a protokolu.

Dodrzovani piedpisu

a) Poskytovatel a zkousejici
nesou vici zadavateli
odpovédnost za to, Ze kazdy
Clen persondlu klinického
hodnoceni bude dodrZovat
podminky  této  smlouvy.
Poskytovatel a zkousejici
zajisti, Ze kazdy clen
persondlu klinického
hodnoceni bude se vSemi
podminkami této smlouvy
vztahujicimi se na ¢innosti,
které provadi, sezndmen a
zavize se, Ze je bude
dodrzovat. Poskytovatel a
zkouS$ejici budou provadét
klinické hodnoceni v souladu
s (i) protokolem, (ii) touto
smlouvou,  (iii) pisemnymi
pokyny zadavatele nebo jim
povétené osoby a (iv) vSemi
platnymi ptedpisy, etickymi

zdsadami,  nafizenimi a
pokyny,  které  upravuji
provadeéni klinickych

hodnoceni, a to zejména
zakonem ¢. 378/2007 Sb., o
1éCivech, ve znéni pozdéjsich
predpist, naiizenim
Evropského parlamentu a
Rady (EU) ¢. 536/2014 ze dne
16. dubna 2014 o klinickych
hodnocenich humannich
1écivych piipravki, zdkonem
€. 372/2011 Sb., o zdravotnich
sluzbach, a vyhlaskou C¢.
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b)

Good Clinical Practice and
detailed conditions for the
clinical evaluation of
medicinal products,
including (a) all relevant
International Conference on
Harmonisation Good
Clinical Practice guidelines
and standards (ICH-GCP);
(b) all data protection and
data privacy laws and
regulations including the
General Data Protection
Regulation (EU) 2016/679
(the “GDPR”); and (c) all
anti-bribery and  anti-
corruption laws and
regulations  (collectively,
“Applicable Law”).

Investigator will complete
and provide Sponsor or its
designee  the financial
disclosure document
provided by Sponsor or its
designee, which document
discloses  the  amounts
payable to Investigator and
any financial interests which
Investigator and/or his/her
family members may have in
Sponsor and/or the Trial
Drug. Investigator will be
responsible for having all
sub-investigator(s) complete
and provide Sponsor or its
designee with such financial
disclosure  forms.  Such
financial disclosure forms
will be kept updated by
Investigator and any sub-
investigators and the updates
will be promptly provided to
Sponsor or its designee,
during the Trial and for a
period of one (1) year after
Trial completion.

b)

226/2008 Sb., ve znéni
pozdéjsich predpisd, kterou se
stanovi  Sprdvna  klinicka
praxe a bliz§i podminky
klinického hodnocenf
lécivych pfipravkl, vcetné
(a) vsech relevantnich pokyni
a standardi = Mezindrodni
konference o harmonizaci
spravné klinické praxe (ICH-
GCP), (b)vSsemi zakony a
predpisy o ochrané tdaji a
ochrané osobnich  tdaju
véetné obecného nafizeni o
ochrané osobnich tdaji (EU)
2016/679  (,GDPR*) a
(c) vSech ptedpist a zdkonu
proti dplatkim a korupci
(spoleéné jako ,,platné pravni
piredpisy*).

Zkousejici vyplni a predlozi
zadavateli nebo jim povétrené
osobé dokument o zvefejnéni
finan¢nich wdaji pfipraveny

zadavatelem nebo Jjim
povéfenou osobou; v
dokumentu uvede Castky

splatné zkousejicimu a jiné
finanéni z4djmy, které ma
zkousejici  a/nebo  jeho
¢lenové rodiny ve spole¢nosti
zadavatele a/nebo ve vztahu k
hodnocenému pripravku.
Zkousejici zajisti, aby tyto
formuldfe @ o  zvefejnéni
finan¢nich ddaji  vyplnili
vSichni  spoluzkousejici a
predali zadavateli nebo jim
povérené osobé. Zkousejici a
spoluzkousejici jsou povinni
tyto formuldfe o zvefejnéni
finan¢nich ddaji v pribéhu
klinického hodnoceni a po
dobu jednoho (1) roku po

ukonceni klinického
hodnoceni aktualizovat,
pficemZ aktualizované

formulafe musi byt bez
odkladu preddny zadavateli
nebo jim povéfené osobé.
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c)

Investigator will comply
with the policies and
procedures of Institution,
including any applicable
financial policies.
Investigator  will  notify
Sponsor and its designee
promptly of any conflict
between the terms of this
Agreement and any such
policy or procedure, and the
parties will attempt to reach

c) Zkousejici je povinen
dodrZovat vSechny postupy a
smérnice poskytovatele
véetné¢ platnych finan¢nich
smérnic.  ZkouSejici  bez
odkladu informuje zadavatele
a jim povéfenou osobu o
rozporu mezi podminkami
této smlouvy a takovymi
postupy nebo smérnicemi,
pfiCemz strany se pokusi najit
spole¢nou shodu.

an appropriate
accommodation.
1.4 Ethical Conduct. 14 Etické iednani
2) Nelthqr IHSt.ltutK.)n hor a) Poskytovatel ani zkouSejici,

Investigator will, directly or v " e b
indirectly or through an prime G Depumo. nevo
third Zt . gff y prostfednictvim tfet{ strany,

¢ party, give, (i e.rft or nenabidnou, neposkytnou ani
piﬁmliﬁ,any pfaymlen ’tgl ot nepfislibi jakoukoliv platbu,
other ting o Val,:;: © ar;y dar ¢i cokoliv hodnotného jiné
person lm' f order h 0 osob¢ za tcelem nepatticného
1mpropert}}1/ ruence t eni ovlivnéni této osoby nebo ve
or - otherwise ©- assls snaze pomoci poskytovateli,
Institution, Investigator or I o :
S ) btaini zkouSejicimu ¢i zadavateli
SPonsor in - obtaining - an ziskat nepatfi¢nou vyhodu.
improper advantage.

. o b) Poskytovatel ani zkousejici,

b) Neither Institution nor ) » Y < w ) b

Investioat 1. directl pfimo ¢i nepiimo nebo
nvestigator Wi, CIrectly or rostfednictvim tfeti stran
indirectly or through any prost? Y

) nepiijmou, nebudou souhlasit
thqu party, accept, agree to s pijetim nebo nebudou
recetve O¥f requist ha}ny pozadovat jakoukoliv platbu,
p?ymeint, gfl t or other thing dar ¢i cokoliv hodnotného od
ol value Irom any person jiné osoby zamySlené jako
offered or given as a reward dme kvt |
for or with the intention of oFfent Pro  posky ovate’e,
. ) nfl . zkousejiciho nebo zadavatele
\mpTOpeTty niuencing ¢i s umyslem je nepatfi¢né
Institution, Investigator or L

ovlivnit.
Sponsor.
. . 1.5 Etickd komise Pfed zahijenim
1.5 Ethics Committee. Before the 12 P J

PTE——— . klinického hodnoceni zadavatel

Trial is initiated, Sponsor will e o At 1
. zajisti  schvdleni  klinického

ensure that the Trial is approved w1y .

b h bl hi hodnoceni pfisluSnou etickou

y the responsible ethics komisi (,EK®). Zadavatel dle
committee (the “EC”). Sponsor o .

: . zajisti, aby EK v prabéhu
will further ensure that the Trial e T 1g .
. . . . provadéni klinického hodnoceni
is subject to continuing oversight oy P

dohlizela nad provadénim
by the EC throughout the
CONFIDENTIAL DUVERNE



1.6

1.7

conduct of the Trial. Changes to
the Protocol may be made by
Sponsor from time to time, upon
written notice to Institution and
Investigator. If required by
Applicable Law, changes to the
Protocol must be approved by
the EC and the applicable
regulatory authority.

Trial Subject Consent.
Investigator will be responsible
for obtaining informed consent
from each subject enrolling in
the Trial (the “Trial Subjects”)
prior to the commencement of
any Trial-related procedure in
accordance with EC instructions
and Applicable Law. The
informed consent documents
must be in a form provided by
Sponsor and approved by EC
(“Consent Documents”™).
Investigator will ensure that a
copy of the Consent Documents
signed by the Trial Subject is
provided to the Trial Subject.

European Economic Area (EEA)
Data Protection.

a) Trial Subject Personal Data.
To the extent that any of the
Parties access to EEA-
originating Personal Data
(as that term is defined in the
GDPR) of Trial Subjects
(“Trial Subject Personal
Data”) as a result of
conducting the Trial, the
terms set forth in this
Section 1.7 will apply.

e For purposes of this

Section 1.7 and
Attachment A,
capitalized terms

used but not defined
have the definitions
in the GDPR unless
expressly identified

1.6

1.7

klinického hodnoceni. Na zdklad¢
pisemného oznameni
poskytovateli a zkouSejicimu je
zadavatel opravnén cCas od Casu
provést zmény v protokolu. V
piipadé, Ze to vyZaduji platné
pravni predpisy, musi byt zmény v
protokolu  schvdleny EK a
piisluSnym kontrolnim orgédnem.

Souhlas _ subjektu  klinického
hodnoceni Zkousejici je povinen
od kaZzdého subjektu zatazeného
do klinického hodnoceni
(,,subjekty hodnoceni*) pted
zahdjenim postuptl souvisejicich s
klinickym hodnocenim ziskat
informovany souhlas v souladu s
pokyny EK a platnymi pravnimi
ptedpisy. Dokumenty
informovaného souhlasu musi byt
v podobé¢ dodané zadavatelem a
schvdlené EK (,,dokumenty
souhlasu®). ZkouSejici zajisti, Ze
subjekt hodnoceni obdrZzi kopii
dokumentt souhlasu podepsanych
subjektem hodnoceni.

Ochrana ddaja v Evropském
hospodéatském prostoru (EHP)

a) Osobni udaje subjektu
hodnoceni V rozsahu, v jakém
kterdkoli ze stran ma piistup k

osobnim udajim subjektl
hodnoceni (jak  jsou
definovany v GDPR)
(,,osobni 1daje subjektu
hodnoceni) v  dusledku
provadeéni klinického
hodnoceni, se uplatni

podminky tohoto ¢ldnku 1.7.

e Pro ucely tohoto
¢lanku 1.7 a ptilohy A
maji vyrazy napsané s
velkym  pismenem
zde nedefinované
stejny vyznam jako v
GDPR, nejsou-li v
tomto  Clanku 1.7
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otherwise in this
Section 1.7 The
Parties acknowledge
and agree that the
following roles are
applicable under this
Agreement:

Sponsor shall have
rights and obligations
as a Controller under
the GDPR in relation
to the Processing of
Personal Data for the
purpose of
conducting the Study
in accordance with
the Protocol.
Therefore, Sponsor
shall be considered
as the Controller for
all Personal Data
processed for Study
purposes.

Institution and
Investigator shall
have rights and
obligations as
Processors under the
GDPR, in relation to
the Processing of
Personal Data for the
purposes of
conducting the
scientific research in
the Study in
accordance with the

Protocol, in
accordance with
Attachment A.

Institution and

Investigator shall be
subject to rights and
obligations as
separate Controllers
under the GDPR in
relation  to  the
Processing of
Personal Data of the

definovany odli$né.
Smluvni strany berou
na védomi a souhlasi s
tim, Ze v ramci této
Smlouvy se uplatiiuji
ndsledujici role:

Zadavatel ma prava a
povinnosti  spravce
podle GDPR v
souvislosti se
zpracovanim
osobnich 1daji pro
ucely provadéni
studie v souladu s
protokolem.
Zadavatel je proto
povazovén za spravce
vSech osobnich tdaju
zpracovavanych pro
ucely hodnoceni.

Poskytovatel a
Zkousejici maji prava
a povinnosti jako
Zpracovatelé  podle
GDPR ve vztahu ke
Zpracovani osobnich
udaji  pro  ucely
provadéni veédeckého
vyzkumu v rdmci
hodnoceni v souladu s
Protokolem, v
souladu s Pilohou A.

Poskytovatel a
Zkousejici maji prava
a povinnosti jako
samostatni  Spravci
podle GDPR ve
vztahu ke Zpracovani
osobnich udaju
Subjektll studie pro
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Trial Subjects for
purposes other than
conducting the
Study, in particular,
where they remain

the independent
Controller of the
Personal Data
contained in the Trial
Subjects’  medical
records  for  the
purposes of
providing  medical
care and for any other

purposes related to
their own activities.

The transfer of Personal
Data between the parties
shall be governed by
Attachment A to this
Agreement.

b) Trial Staff Personal Data.

Both prior to and during the
conduct of the Trial,
Investigator and Trial Staff
may provide Sponsor and its
designees with their Personal
Data (the “Trial Staff

Personal Data”) in
connection with this
Agreement. Investigator

consents to the Processing
(including use, disclosure
and transfer) of his/her Trial
Staff Personal Data by
Sponsor, its affiliates, and its
and their designees, and
respective agents and by
national and foreign
governmental and/or
regulatory agencies for the
following purposes: (i) the
conduct of clinical trials;
(ii) review by governmental
and/or regulatory agencies,
Sponsor and its affiliates,
and its and their respective
designees and  agents;
(iii) satisfying  legal or

jiné ucely nez
provddéni hodnocent,

zejména pokud
zustavaji
samostatnymi Spravci
osobnich udaju
obsazenych ve
zdravotnické
dokumentaci

Subjekti  hodnoceni
pro dcely poskytovani
lékatské péfe a pro
jakékoli dalsi ucely
souvisejici s jejich
vlastn{ ¢innosti.

Preddvani osobnich
udaji mezi stranami
se tidi ptilohou A této
smlouvy.

b) Osobni tdaje personalu

hodnoceni Pfed provadénim i
béhem provadéni klinického
hodnoceni miiZe v souvislosti
s touto smlouvou zkouSejici a
persondl hodnoceni
poskytnout zadavateli a jim
opravnénym osobdm  své
osobni ddaje (,,0sobni tdaje
personalu hodnoceni®).
Zkousejici souhlas{ se
zpracovanim (vCetné pouZiti,
poskytnuti a pfevodu) svych
osobnich udaji zadavatelem,
jeho pridruZenymi spole¢nosti
a jim a jimi povéfenymi
osobami a  pfislu$nymi
zdstupci a ndarodnimi a
zahraniénimi stitnimi a/nebo
kontrolnimi dfady, a to pro

nasledujici ucely:
(i) provadéni klinickych
hodnoceni, (ii) kontrola ze
strany statnich a/nebo
kontrolnich uradd, zadavatele
a jeho pfidruZenych
spole¢nosti a jejich
prislusnymi povéfenymi
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regulatory requirements; and
(iv) storage in databases for
use in selecting investigators
and institutions for future
clinical trials. Investigator
consents to the transfer of
his/her Personal Data to
countries, including the
United States, that may not
ensure an equivalent level of
protection for Personal Data
as in the country where the
Trial is taking place.
Institution and Investigator
represent and warrant that all
Trial Staff have consented to
the Processing of their Trial
Staff Personal Data for the
foregoing purposes,
including to the transfer of
their Trial Staff Personal
Data to countries, including
the United States, that may
not ensure an equivalent
level of protection for
Personal Data as in the
country where the Trial is
taking place. Institution will
notify  Sponsor or its
designee immediately in
writing if any such consent is
withdrawn.

Equipment. Sponsor won’t borrow any
equipment for use by Institution during the
conduct of the Trial (“Equipment”). Should the
need arise to borrow equipment to conduct a
clinical trial, a separate loan agreement will be

concluded.

osobami nebo zastupci,
(iii) splnéni  zdkonnych a
kontrolnich  pozadavki a
(iv) uchovavani v databazich
pro vybér zkouSejicich a
zdravotnickych zafizeni pro
budouci klinickd hodnoceni.
Zkousejici souhlas{ S
pfevodem svych osobnich
udaji  do zemi vcetné
Spojenych stati americkych,
které nemusi poskytovat
ekvivalentni troven ochrany
osobnich 1daji jako zemé,
kde  klinické  hodnoceni
probihd.  Poskytovatel a
zkousejici  prohlaSuji  a
zarucuji, Ze vSichni Clenové
persondlu klinického
hodnoceni  souhlasili  se
zpracovanim osobnich tdaji
persondlu hodnoceni pro vyse
uvedené dcely vCetné pifevodu
jejich osobnich udajt
persondlu hodnoceni do zemi,
véetné¢  Spojenych  statl
americkych, které nemusi
poskytovat ekvivalentni
uroveil ochrany osobnich
udaji jako zemé, kde klinické
hodnoceni probiha,.
Poskytovatel bez odkladu
pisemnég informuje zadavatele
nebo jim povéfenou osobu,
pokud bude takovy souhlas
odvolén.

Vybaveni Zadavatel nebude ptijcovat Zadné
vybaveni pro pouZiti poskytovatelem béhem
provadéni klinického hodnoceni (,,vybaveni®).
V pfipadé¢ vzniku potieby pujcit zafizeni pro
provadéni klinického hodnoceni bude uzaviena
separatni smlouva o vypujcce.

2. Trial Supplies. Sponsor or its designee
will provide the Trial Drug to Institution
at no cost to Institution or Investigator in
amounts reasonably sufficient for the
conduct of the Trial, as well as certain
materials and Equipment (if any) to be

2. Material pro klinické hodnoceni
Zadavatel nebo jim povéfend osoba
poskytne poskytovateli a zkouSejicimu
hodnoceny piipravek zdarma v mnoZstvi
pfiméfené dostatecném k provadéni
klinického hodnoceni, spole¢né s dal$imi
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determined by Sponsor at its sole
discretion (collectively, the “Trial
Supplies”). All Trial Supplies are and
will remain the sole property of Sponsor.
Institution and Investigator will maintain
control of the Trial Supplies in
accordance with Applicable Law, and in
the manner outlined in the Protocol and
any additional documents provided by
Sponsor or its designee related to the
storage and distribution of the Trial
Supplies. Institution and Investigator will
ensure that the Trial Supplies are used
solely to conduct the Trial in accordance
with the Protocol and that the Trial
Supplies are not transferred to any third
parties. Institution and Investigator will
be responsible to Sponsor for the Trial
Supplies entrusted to them and will
notify Sponsor or its designee
immediately if any Trial Supplies are
lost, damaged or destroyed.

The Trial Drug will be delivered to the hospital
pharmacy, always in properly packed packaging
intended for the investigational medicinal
product and labelled in accordance with Article
19(1)(e) of Decree No.226/2008 Coll., on Good
Clinical Practice.

Deliveries of the Trial Drug will be made on
Mon-Fri from 7.00 a.m. to 2.00 p.m. to the
hospital pharmacy building No 20.

materidly a vybavenim (bude-li ti‘eba),
které ur¢i dle svého uvazeni zadavatel
(spolecné jako ,materidl pro klinické
hodnoceni“). VeSkery materidl pro

klinické hodnoceni je a zlstane ve
vyluéném vlastnictvi zadavatele.
Poskytovatel a zkouSejici budou s
materidlem pro klinické hodnoceni

naklddat v souladu s platnymi pravnimi
pfedpisy a zpusobem uvedenym Vv
protokolu a  dalS§ich  dokumentech
pfedanych  zadavatelem nebo  jim
povétenou osobou upravujicich skladovani
a distribuci materidld pro klinické
hodnoceni. Poskytovatel a zkouSejici
zajisti, Ze materidly pro klinické hodnoceni
budou pouzity vyluéné k provadeéni
klinického hodnoceni v souladu s
protokolem a Ze nebudou pievadeny tietim
stranim. Poskytovatel a  zkouSejici
ponesou vuci zadavateli odpovédnost za
materidly pro klinické hodnoceni jim
svétené a v piipad¢ ztrity, poskozeni ¢i
zni¢eni materidld pro klinické hodnoceni
budou okamzit¢ informovat zadavatele
nebo jim povéfenou osobu.

Hodnoceny 1é¢ivy pfipravek bude dodavan do
nemocni¢ni 1ékdrny, vzdy v tddné€ zabalenych
obalech urcenych pro hodnoceny 1é¢ivy piipravek
a oznaceny v souladu s § 19 odst. 1 pism. e)
vyhlasky ¢.226/2008 Sb., o spravné klinické praxi.

Dodavky hodnoceného 1éCivého piipravku se
budou uskute¢novat v Po-Pa od 7.00 h do 14.00 h
do budovy nemocni¢ni 1ékérny €. 20.

3. Budget and Payment _Schedule.
Sponsor, either directly or through its
designee, will provide the remuneration
to Institution as set out in Attachment B
(respectively, the “Budget” and the
“Payment Schedule”) for the conduct of
the Trial in accordance with the terms of
the Protocol and this Agreement. The
amounts specified in Attachment B
represent Institution’s and Investigator’s

3. Rozpocet a harmonogram _ plateb
Zadavatel, at’ uz ptimo ¢i prostiednictvim
jim povéiené osoby, odméni
poskytovatele, jak je popsano v pfiloze B
(tedy v ,,Rozpocétu” a ,,Harmonogramu
plateb”), za provddéni klinického
hodnoceni v souladu s podminkami
protokolu a této smlouvy. Castky uvedené
v pitiloze B predstavuji ~ néklady
poskytovatele a zkouSejictho na provedeni
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costs of conducting the Trial. All
undisputed invoices shall be paid within
forty-five (45) calendar days of receipt of
such invoice. Institution must submit any
final invoices within sixty (60) calendar
days after the close-out visit of the Trial.
Any invoices received thereafter may not
be paid. All amounts are inclusive of all
direct, indirect, overhead and other costs,
including laboratory and ancillary
service charges, and will remain firm for
the duration of the Trial, unless otherwise
agreed in writing by the parties. Neither
Institution nor Investigator will directly
or indirectly seek or receive
compensation from third-party payers for
any material, treatment or service that is
required by the Protocol and provided or
paid for by Sponsor, including Trial
Drug, Trial Subject screening, infusions,
physician and nurse services, and
diagnostic tests.

All remuneration paid under this Agreement shall
be paid to the Institution. The Investigator and
Trial Staff remuneration shall be paid by
Institution per the Institution's internal
guidelines.

The Sponsor acknowledges that if it fails to pay
an adequately issued invoice on time, the
Provider is legally entitled to statutory default
interest following Section 1970 of Act No.
89/2012 Coll., the Civil Code, as amended.

klinického hodnoceni. Vsechny
nerozporované faktury budou zaplaceny
ve lhate Ctyficeti péti (45) kalendarnich
dnti od jejich doruceni. Poskytovatel musi
piedloZit zdvérecné faktury do Sedeséti
(60) kalendafnich dnli po navstéveé k
ukonceni klinického hodnoceni. Faktury
pfijaté po tomto dni nemusi byt
proplaceny. VS8echny c¢astky budou
zahrnovat vSechny pfimé, neptimé, rezijni
a dalSi ndklady, vcetné¢ poplatki za
laboratorni a jiné pfidruZzené sluzby.
Castky ziistanou po celou dobu trvani
klinického hodnoceni pevné, nedohodnou-
li se strany pisemné odli$né. Poskytovatel
ani zkousejici nebudou od platct tietich
stran piimo ¢i nepifimo pozadovat nebo
pfijimat odménu za materidly, 1écbu nebo
sluzby vyZadované protokolem a hrazené
¢i poskytované zadavatelem, napf.
hodnoceny piipravek, screening subjektli
klinického hodnoceni, infuze, sluZby
lékate nebo zdravotni sestry a diagnostické
testy.

Veskerd odména na zdklad¢ této smlouvy bude
uhrazena Poskytovateli. Odména hlavnimu
zkousejicimu a spolupracujicim osobdm bude
vyplacena dle vnitini smérnice
Poskytovatele.Zadavatel bere na védomdi, Ze pokud
neuhradi tddn€ vystavenou fakturu vcéas, ma
poskytovatel ze zakona ndrok na zdkonné turoky
z prodleni v souladu s § 1970 zdkona ¢. 89/2012
Sb., obcansky zdkonik, v platném znéni.

4. Trial Subject Enrollment. Institution
and Investigator have agreed to enroll
Trial Subjects in the Trial in accordance
with the Protocol. Sponsor may require
Institution  and  Investigator  to
discontinue  subject enrollment at
Institution if the total enrollment needed
for the Multi-Center Clinical Trial is
achieved.

Estimated number of subjects included: ||l

4. Zarazeni subjektii klinického hodnoceni
Poskytovatel a zkousSejici se zavazali
zatadit do klinického hodnoceni subjekty
klinického hodnoceni v souladu s
protokolem. V pftipadé, Ze bude v rdmci
multicentrického klinického hodnoceni
dosaZzeno celkového potiebného poctu
zatazenych  subjektd, je  zadavatel
opravnén pozadovat, aby poskytovatel a
zkousejici ukoncili zafazovani subjekti.

Piedpoklddany pocet zatazenych subjekti: | il
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5. Adverse Events. Institution and | 5. Nezadouci prihody Poskytovatel a
Investigator will report adverse events zkousSejici budou hlésit nezddouci piihody,
experienced by Trial Subjects (a)to které se objevi u subjekti klinického
Sponsor within twenty-four (24) hours of hodnoceni (a) zadavateli ve lhiuté dvaceti
learning of such event; (b) in accordance Ctyt (24) hodin od zjisténi takové piihody,
with instructions in the Protocol; and (b) v souladu s pokyny uvedenymi v
(c) pursuant to Applicable Law. protokolu a (c) v souladu s platnymi

pravnimi pfedpisy.

6. Trial Data, Biological Samples, and | 6. Udaje z hodnoceni, biologické vzorky a
Records. zaznamy
6.1 Trial Data. Institution and 6.1 Udaje z hodnoceni Poskytovatel a

Investigator will collect and zkousejici budou shromazd’'ovat a
submit to Sponsor or its designee pfeddvat zadavateli nebo jim
all data generated in the conduct povéiené osob¢ veSkeré udaje
of the Trial including completed vytvoiené pri provadéni
case report forms in the form klinického hodnoceni, vcetné
and/or  electronic = medium vyplnénych zdznamd subjektu
supplied or specified by Sponsor hodnoceni v tisténé a/nebo
or its designee (“CRFs”), X- elektronické podobé stanovené
rays, MRIs or other types of zadavatelem nebo jim povéfenou
medical images, ECGs, EEGs or osobou (,,CRF“), RTG snimky,
other types of tracings or MR snimky nebo jiné typy
printouts, and data summaries lékatskych snimk, EKG, EEG
and other data as may be nebo jiné typy sestav i
required under the Protocol monitorovani a souhrny udaji a
(collectively, the “Trial Data”). jiné udaje vyzadované protokolem
Institution and Investigator will (spole¢né dale uadaje
ensure accurate and timely hodnoceni).  Poskytovatel a
collection, recording, and zkousejici zajisti pfesné a vCasné
submission of Trial Data. shromazd’ovani, zaznamenavani a
Sponsor is the exclusive owner predkladani ddaji  hodnoceni.
of all Trial Data. Institution and Vyluénym vlastnikem vSech tidaji
Investigator ~ will  maintain hodnoceni je zadavatel.
complete and accurate medical Poskytovatel a zkousejici povedou
records with respect to Trial tiplné a pfesné zdravotni zaznamy
Subjects. subjekt hodnoceni.

6.2 Biological Samples. “Biological 6.2 Biologické vzorky ,,Biologické
Samples” are classed as vzorky* jsou podle GDPR
sensitive Personal Data under klasifikovany jako citlivé osobni
the GDPR. These samples didaje. Mezi tyto vzorky patii
include blood, fluid and/or tissue vzorky krve, tekutin a/nebo tkdn¢
samples collected from Trial odebrané subjektim hodnoceni na
Subjects as may be set forth in zakladé¢ protokolu a hmotné
the Protocol, and tangible materidly pifimo <¢i  nepiimo
materials directly or indirectly odvozené od téchto vzorku.
derived from such samples. Poskytovatel a zkousSejici
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Institution and Investigator will
collect, retain and/or use
Biological Samples solely as set
forth in the Protocol. Institution
and/or Investigator will provide
Sponsor with quantities of
Biological Samples as required
by the Protocol. Sponsor may
use such Biological Samples as
specified in the Protocol, and as
permitted in the Consent
Documents and by Applicable
Law. For the avoidance of doubt,
nothing in this Section 6.2 limits
Institution or Investigator from
collecting biological samples
independent of the Protocol from
Trial ~ Subjects  (“Separate
Samples™) as required for such
Trial Subjects’ care, Institution’s
research purposes or for any
other purpose consistent with the
research and public health
mission of Institution; provided,
however, that Institution and
Investigator shall not
(a) annotate or link Separate
Samples with any information
related to Sponsor, the Protocol,
or the administration of,
response to, or adverse events
associated with, the Trial Drug
or sunitinib (“Trial Drug
Information”), except to the
extent such information is
necessary for Trial Subject care
purposes;  (b) conduct  any
research on or using the Trial
Drug, sunitinib or the Trial Drug
Information, other than for the
Trial, without Sponsor’s prior
written consent; or (c) disclose
any Trial Drug Information to
any third party other than as
expressly permitted in this
Agreement. In no event will
Sponsor be liable for any claims,
losses or damages arising from
or related to the collection or use
of Separate  Samples by
Institution or Investigator.

odeberou, uchovaji a/nebo pouziji
biologické vzorky vylucné tak, jak
je uvedeno v  protokolu.
Poskytovatel a/nebo zkousejici
poskytnou  zadavateli  takové
mnozstvi biologickych vzorkd,
jaké vyZzaduje protokol. Zadavatel
mize s témito Dbiologickymi
vzorky naklddat dle protokolu a
dle dokumenti souhlasu a
platnych pravnich pfedpisi. Ve
snaze vyhnout se pochybnostem
nic v tomto ¢lanku 6.2 neomezuje
poskytovatele nebo zkousSejictho v
odbérech biologickych vzorkl
subjektll hodnoceni nezavisle na
protokolu (,,samostatné
vzorky*), které jsou tieba k péci o
subjekty  hodnoceni, vyzkum
provadény poskytovatelem nebo
za jinym ucelem souvisejicim s
vyzkumem a ochranou vetejného
zdravi ze strany poskytovatele.
Poskytovatel a zkouSejici vsak
nesmi (a) anotovat nebo
propojovat samostatné vzorky s
informacemi vztahujicimi se k
zadavateli, protokolu nebo fizeni
neZddoucich pithod souvisejicich
s hodnocenym piipravek nebo
sunitinibem nebo reakci na né
(,informace o hodnoceném
pripravku), vyjma v rozsahu, v
jakém  jsou tyto informace
potiebné pro ucely péce o subjekty
hodnoceni, (b) bez ptedchoziho
pisemného souhlasu zadavatele
provadét s nimi vyzkum nebo
pouzivat hodnoceny piipravek,
sunitibin nebo informace o
hodnoceném pfipravku jinym
zpusobem nez pro klinické
hodnoceni nebo (c) preddvat
informace 0 hodnoceném
piipravku tfeti strané¢ jiné neZ
vyslovné  schvdlené v  této
smlouveé. Zadavatel v Ziadném
piipadé neponese odpovédnost za
ndroky, ztraty nebo skody vzniklé
ze shromazd’ovani nebo pouZivani
samostatnych vzorkll
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poskytovatelem nebo zkousejicim
nebo vzniklé v jejich souvislosti.
6.3 Records. Institution and 6.3 Zaznamy Poskytovatel a
Investigator will retain in a safe zkouSejici na bezpecném a
and secure location at least zabezpeCeném mist€¢ uchovaji
one (1) copy of all data and alespon jednu (1) kopii vSech
reports resulting from their udaji a zprav vzniklych na
conduct of the Trial for the zdkladé provddéni klinického
longer of (a)twenty-five (25) hodnoceni po dobu (a) dvaceti péti
years following completion or (25) let po ukonceni nebo
early termination of the Trial; predcasném ukonceni klinického
and (b) the period required by hodnoceni a (b) stanovenou
Applicable Law. Institution will platnymi pravnimi ptedpisy podle
archive documentation for free for toho, kterd ze lhut bude delsi.
the period of 5 years in and will Poskytovatel provede bezplatnou
carry out archiving for another 20 archivaci 5 let a na dalSich 20 let
years at the rate of [l provede zpoplatnénou archivaci —
_ An invoice will be Na zpoplatnénou
issued for paid archiving upon the archivaci bude vystavena faktura
execution hereof. po podpisu smlouvy.
SD.( months prior to Fhe end of the Zadavatel v ptedstihu 6 mésict od
paid retention period, Sponsor K latnéné  archivace
shall inform the Institution to on?e p zpop’a .y p
extend the retention period and, if ozhami pqsky’Fovateh, ze tﬂva ha
s0, shall cover the respective costs. da¥51 arch1v.::101 a uhradi naklady
s tim spojené.
Should the Sponsor fail to respond . )
to the Institution or should they fail Voprvlpade, ze ve skvlo,ra lvlvedene
to cover the respective costs, the Ihtté zadavatel nesd€li pozadavek
Institution shall be entitled to na dalsi archivaci ¢i neuhradi
destroy all Study-related archived poplatek na dalsi archivaci, je
documents. Poskytovatel opravnén k likvidaci
vSech archivovanych dokumenti
Studie.
7. Confidential Information. 7. Diivérné informace
7.1 Definition. “Confidential 7.1 Definice ,Divérnymi
Information” means (a) any and informacemi‘ se rozumi
all scientific, technical, business, (a) vSechny védecké, technické,
regulatory, or financial obchodni, kontrolni nebo financni
information in whatever form informace v jakékoliv podobé
(written, oral, electronic or (pisemné, ustni, elektronické nebo
visual) that is delivered or obrazové), které jsou poskytnuty
otherwise disclosed to Institution nebo jinak prediny poskytovateli
or Investigator, by or on behalf nebo zkouSejicimu zadavatelem
of Sponsor including through nebo jménem zadavatele, piicemz
disclosure by its designee, zahrnuji i pfedani jim povéfenou
including the Protocol, the osobou, véetné protokolu, souboru
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7.2

7.3

Investigator’s Brochure,
information contained in or
comprised of Inventions (as
defined in Section9), Trial
Supplies and the financial terms
of this Agreement; (b)all
approvals and correspondence
with or from the EC or other
entities with oversight
responsibilities for the Trial,
including data safety monitoring

committees, all Trial
correspondence, all Trial Drug
and sunitinib accountability

forms, and all CRFs; and (c) all
Trial Data; provided, however,
that Institution and Investigator
may use and/or publish Trial
Data solely in accordance with
Section 10.

Obligations of Confidentiality.
Unless Sponsor provides prior
written consent, Institution and
Investigator may not use
Confidential Information for any
purpose other than for the
purpose of conducting the Trial,
nor may Institution or
Investigator disclose
Confidential Information to any
third party other than Trial Staff,
who are subject to binding
obligations of confidentiality
and non-use substantially similar
to those set forth in this
Section 7, for the sole purpose of
conducting the Trial.

Disclosure Required by Law. If
Institution or Investigator are
required under Applicable Law
to disclose Confidential
Information  Institution  or
Investigator may do so provided

7.2

7.3

informaci pro  zkousejiciho,
informaci obsaZenych ve
vynalezech nebo sestdvajicich z
vynalezii (jak jsou definovany v
Clanku 9), materidalii pro klinické
hodnoceni a finan¢nich podminek
této smlouvy, (b) vSechna
schvdleni a korespondenci s
etickou komisi nebo jinymi
subjekty s pridvem dohledu nad
klinickym hodnocenim, vcetné
vyboru pro monitorovani
bezpecnosti  udaji,  veSkeré
korespondence  souvisejici s
klinickym hodnoceni, vSechny
formuléfe evidence hodnoceného
pfipravku a sunitinibu a vSechny
CRF a (c)vSechny udaje
hodnoceni. Poskytovatel a
zkousejici jsou opravnéni pouZivat
a/nebo zvetejnit idaje hodnoceni
vyluéné v souladu s ¢lankem 10.

Zavazky zachovani mléenlivosti

Bez ptfedchoziho pisemného
souhlasu  zadavatele  nejsou
poskytovatel a zkousejici
opravnéni pouzit divérné

informace pro ucely jiné nez je
provadéni klinického hodnoceni a
rovnéZ nejsou opravnéni zvetejnit
divérné informace tfeti stran€ jiné
neZ persondlu hodnoceni, ktery je
vazan zavazky zachovani
mlcenlivosti a nepouZiti informaci
k jinému ducelu neZ provadeéni
klinického hodnoceni v podstaté
podobnymi tém uvedenym Vv
tomto ¢lanku 7.

Zvetfeinéni podle zdkona V
pfipadé, Ze budou poskytovatel
nebo zkousejici povinni v souladu
s platnymi prdvnimi predpisy
zverejnit  divérné  informace,
poskytovatel nebo zkouSejici tak
mohou ucinit za ptfedpokladu, Ze

Institution or Investigator, as the poskytovatel nebo  zkousSejici,
case may be, (a) notifies Sponsor podle konkrétni situace,
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7.4

in writing sufficiently prior to
making such disclosure in order
to permit Sponsor adequate time
to seek confidential treatment of
such information and cooperates
reasonably with Sponsor in
attempting to obtain such
treatment; (b) discloses only that
Confidential Information
required to comply with the legal
requirement; and (c) continues
to maintain the confidentiality of
such Confidential Information
with respect to all other third
parties; provided that, Institution
and Investigator will not be
required to notify Sponsor in
writing prior to making such
disclosure to the extent such
prior notification is prohibited
by Applicable Law.

Exclusions. The obligations of
non-disclosure and non-use
under this Agreement will not
apply to any portion of
Confidential Information which
Institution or Investigator can
demonstrate by competent proof
is (a) generally known to the
public at the time of disclosure or
becomes generally known,
through no fault or omission on
the part of Institution or
Investigator; (b) already known
to Institution or Investigator, free
of  any obligations of
confidentiality, at the time of
disclosure other than as a result
of Institution’s or Investigator’s
breach of any legal obligation;
(c) obtained by Institution or
Investigator from a third party
that has the legal right to disclose
such Confidential Information to
Institution  or  Investigator
without any obligation of
confidentiality with respect to
such Confidential Information;
or (d) independently developed
by Institution or Investigator

7.4

(a) pisemné informuji zadavatele
v dostatecném  pfedstihu o
takovém zvetejnéni, aby umoznili
zadavateli vc€as zajistit divérné
nakladéanf{ S takovymi
informacemi, a poskytnou
pfiméfenou soucinnost zadavateli
v jeho snaze takové opatieni
pfijmout, (b) zvefejni pouze ty
davérné informace, které jsou
nezbytné k naplnéni zakonného
poZadavku a (c) budou i nadéle
zachovdvat mlcenlivost 0
takovych davérnych informacich
ve vztahu ke vSem dalSim tretim
strandm. Poskytovatel a zkouSejic{
nebudou povinni pisemné predem
informovat  zadavatele  pied
takovym zvetfejnénim v rozsahu, v

jakém je takové oznameni
platnymi  prdvnimi  piedpisy
zakazdno.

Vyjimky Zavazky nezvefejnit a
nepouzit dle této smlouvy se
nebudou vztahovat na tu Cést
davérnych informaci, u které
poskytovatel nebo  zkousejici
mohou  zplsobilym  dikazem
dolozit, Ze (a)jsou obecné
vefejnosti zndmé v okamziku
zvetejnéni, nebo se stanou vefejné
zndmé, aniZz by k tomu doslo
zavinénim nebo opomenutim ze
strany poskytovatele nebo
zkousejiciho, (b) jsou Jiz
poskytovateli nebo zkousejicimu v
Case zvefejnéni znamy, nevizne
na nich zivazek zachovani
mlcenlivosti a nebyly ziskdny
porusenim zakonné povinnosti ze
strany poskytovatele nebo
zkousSejictho, (c) byly ziskdny
poskytovatelem nebo zkousSejicim
od tfeti strany, kterd m4 zdkonné
pravo tyto davérné informace
poskytovateli nebo zkousejicimu
sdélit bez vzniku  zdvazku
zachovani mlcenlivosti o téchto
davérnych informacich  nebo
(d) byly nezdvisle  vyvinuty
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without the aid, application or
use of Confidential Information,

poskytovatelem nebo zkousejicim
bez pomoci, aplikace ¢i pouziti

as evidenced by davérnych informaci, jak je
contemporaneous written doloZzeno aktudlnim pisemnymi
records. zdznamy.

7.5 Survival of Obligations. The 7.5 Pretrvani  platnosti  zdvazkl
obligations of non-disclosure Zéavazky nezvefejnit a nepouZit
and non-use under this Section 7 plynouci z tohoto ¢lanku 7 budou
will apply during the Trial and platit béhem klinického hodnoceni
for a period of ten (10) years a v obdobi deseti (10) let po
following completion or early ukoneni nebo  predCasném
termination of the Multi-Center ukonceni multicentrického
Clinical Trial. klinického hodnoceni.

8. Access and Audits. 8. Piistup a audity

8.1 Access. Institution will permit 8.1 Piistup  Poskytovatel umozni
Sponsor and its designees, zadavateli a jim povéfenym
during normal business hours osobam v pribéhu béZné pracovni
and at mutually agreeable times, doby a v ¢ase vyhovujicim obéma
to audit and make abstracts of strandm provést audit a pofizovat
Trial Data and to audit the vypisy z udaji hodnoceni a
facilities at which the Trial is provést audit zafizeni, kde se
conducted to verify compliance klinické hodnoceni provadi s
with this Agreement and the cilem ovéfit dodrZovani této
Protocol and the accuracy of smlouvy a protokolu a pfesnosti
Trial Data. Trial Subjects’ udaji  hodnoceni. Zpristupnény
medical records, including those budou zdravotni zdznamy
maintained in electronic format, subjekt hodnoceni, pokud je to za
will be made available where ucelem ovéteni zdrojové
appropriate for the purpose of dokumentace a/nebo v rdmci
source document verification auditu. ZkouSejici a pfislusny
and/or audit procedures. persondl hodnoceni budou v
Investigator and appropriate prabéhu bézné pracovni doby a v
Trial Staff will be available Case vyhovujicim obéma strandm
during normal business hours pfitomni k diskuzi nad udaji
and at mutually agreeable times hodnoceni a prezkumu ddaji
to discuss or review Trial Data hodnoceni a k vyfeSeni otdzek
and to resolve any questions souvisejicich s témito tdaji.
relating to such data.

8.2 Inspekce kontrolnim tfadem V

8.2 Inspection by Regulatory ptipade, Ze si kontrolni dfad pieje

Agency. If a regulatory agency
wishes to inspect Institution or
Investigator in connection with
the Trial, Institution and
Investigator agree to
(a) promptly notify Sponsor and
any Sponsor designee(s) of such

v souvislosti s  klinickym
hodnoceni  provést  inspekci
poskytovatele nebo zkousejiciho,
poskytovatel a zkouSejici se
zavazuji, ze (a) okamzité
informuji  zadavatele a jim
povéiené osoby o takové inspekci
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inspection and allow Sponsor
and/or its  designee(s) to
reasonably participate in the
inspection  preparation  and
performance, including
reviewing documentation to be
provided to the regulatory
agency; and (b) cooperate with
the regulatory agency, comply
with the legitimate requirements
of the inspection, and make
appropriate Trial Staff available
to explain and discuss records
and documentation related to the
Trial.

a umozni zadavateli a/nebo jim
povéfenym osobdm se piiméfené
zapojit do pripravy na inspekci a

samotné inspekce, véetné
pfezkumu dokumentace, kterd
bude ptfedloZena kontrolnimu

ufadu, a (b) budou spolupracovat s
kontrolnim ufadem, plnit legitimni
poZadavky inspekce a povolaji
ptislusny persondl hodnoceni k
objasnéni zdznamu a dokumentace
souvisejici s klinickym hodnocenf
a k diskuzi nad nimi.

Inventions. All inventions, discoveries,
know-how, and improvements
(including new uses and improvements
of the Trial Drug and/or sunitinib, alone
or in combination), whether or not
protectable under patent, copyright or
other intellectual property law, resulting
from (a) the performance of the Trial; or
(b) the use of the Trial Drug, sunitinib or
the  Confidential Information by
Institution or Investigator, (collectively,
with all associated intellectual property
rights, the “Inventions”) will be the sole
and exclusive property of Sponsor.
Institution and Investigator will promptly
disclose to Sponsor in writing all
Inventions and each will assign and does
assign to Sponsor all right, title and
interest throughout the world to
Inventions without any obligation of
Sponsor to pay any royalties or other
consideration  to  Institution  or
Investigator. Institution and Investigator
will, and will cause Trial Staff to
(i) cooperate fully in obtaining patent
and other proprietary protection for any
patentable or protectable Inventions all in
the name of Sponsor or its designee and
at Sponsor’s cost and expense; and
(ii) execute and deliver all requested
applications, assignments, and other
documents and take such other measures
as Sponsor or its designee reasonably
requests, in order to perfect and enforce

Vyndlezy Veskeré vyndlezy, objevy,
know-how a zlepSeni (vCetné¢ nového
vyuZiti a zlepSeni hodnoceného piipravku
a/nebo sunitinibu, at’ uZ samostatné nebo v
kombinaci), bez ohledu na moZnost
ochrany patentem, autorskym pradvem
nebo jinym pfedpisem na ochranu
dusevniho vlastnictvi, plynouci (a) z
provadéni klinického hodnoceni nebo (b)

pouzivini  hodnoceného  pfipravku,
sunitinibu nebo ddvérnych informaci
poskytovatelem nebo zkousSejicim

(spolecné se vSemi pfidruzenymi pravy k
duSevnimu vlastnictvi jako ,,vynalezy“)
budou ve vylu¢ném vlastnictvi zadavatele.
Poskytovatel a zkouSejici bez odkladu
zadavatele pisemné informuji o vSech
vynalezech a postoupi na zadavatele
vSechna prdva, ndroky a podily k
vynéleziim s platnosti pro cely svét bez
zdvazku zadavatele uhradit poskytovateli
nebo zkouSejicimu licencni poplatky ¢i
jinou odménu. Poskytovatel a zkouSejici
budou (i) pln€¢ spolupracovat pfi ziskani
patentové nebo jiné vlastnické ochrany pro
vSechny patentovatelné nebo jinak
chranitelné vyndlezy jménem zadavatele
nebo jim poveéfené osoby na naklady
zadavatele a (ii) vyhotovi a predlozi
vSechny pozadované ptihlasky, postoupeni
a jiné dokumenty a pfijmou takova jina
opatieni, kterd bude zadavatel nebo jim
povefend osoba piiméfené vyZzadovat za
ucelem zdokonaleni a vymdhani prév
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Sponsor

s rights in the Inventions.

Institution and Investigator will ensure

that all

obligation

Trial Staff have a written
to assign and otherwise

effectively vest in Institution and/or
Investigator any and all rights that such
Trial Staff might otherwise have in the

results

of their work without any

obligation of Sponsor to pay any
royalties or other consideration to such

Trial St

aff and as necessary to permit

Institution and Investigator to comply

zadavatele k vyndlezim. Ke stejnym
kroklim poskytovatel a zkouSejici piiméji
personal klinického hodnoceni.
Poskytovatel a zkouSejici zajisti, aby
persondl klinického hodnoceni byl v4zan
pisemnym zdvazkem postoupit nebo jinak
ucinné  udélit  poskytovateli  a/nebo
zkousejicimu veSkerd prava, kterd muze
persondl klinického hodnoceni mit k
vysledkiim jejich prace, anizZ by zadavatel
byl povinen uhradit jakékoliv licen¢ni
poplatky nebo jinou odménu persondlu

with their obligations under this studie, a umozni poskytovateli a
Section 9. zkouSejicimu dodrZet jejich zdvazky
plynouci z tohoto ¢lanku 9.

10. Publications. Institution and | 10. Publikace Poskytovatel a zkousejici
Investigator agree that no submission for souhlasi s tim, Ze nepodaji Zadnou
publication or public disclosure by publikaci ani neucini vefejné prohldseni
Institution or Investigator will be made diive, nez budou zvefejnény vysledky
until after publication of the results of the multicentrického klinického hodnoceni s
Multi-Center Clinical Trial, except as set vyjimkou pifipadd uvedenych v tomto
forth in this Section 10. After the first to ¢lanku 10. Po (a) zvefejnéni publikace
occur of (a) publication of the Multi- vysledkit multicentrického  klinického
Center Clinical Trial results by Sponsor; hodnoceni zadavatelem, (b) ozndmeni
(b) notification by Sponsor that the zadavatele, Ze se publikace o
Multi-Center Clinical Trial submission is multicentrickém klinickém hodnoceni jiz
no longer planned; or (c)the eighteen neplanuje nebo (c) osmnécti (18) mesicich
(18) month anniversary of the od dokonceni nebo predasném ukonceni
completion or early termination of the multicentrického klinického hodnocent,
Multi-Center Clinical Trial, Institution podle toho, co nastane jako prvni, jsou
and Investigator may publish or publicly poskytovatel nebo zkouSejici opravnéni
present the Trial Data in accordance with zvefejnit nebo vefejné predstavit ddaje
the provisions of Sections 10.1 and 10.2 hodnoceni v souladu s ustanovenimi
below: ¢lankd 10.1 a 10.2 niZe:

10.1  Review Period. A copy of any 10.1  Obdobi pfezkumu Zadavatel
proposed publication or obdrzi k  prezkumu  kopii
disclosure of the results of the navrhované  publikace  nebo
Trial will be given to Sponsor for zvefejnéni vysledktl klinického
review at least sixty (60) days hodnoceni nejméné¢ Sedesit (60)
prior to the date of submission dnti pfed datem podani publikace
for  publication  (including (v€etné abstraktll) nebo zvetejnéni
abstracts) or of public disclosure (,,obdobi piezkumu‘). Pokud v
(the “Review Period”). If during obdobi  pfezkumu  zadavatel
the Review Period Sponsor pozddd poskytovatele a/nebo
requests that Institution and/or zkousejicitho 0 odstranén{
Investigator remove any divérnych informaci jinych nez
Confidential Information other udaji hodnoceni z navrhované
than Trial Data from a proposed publikace  nebo  zvefejnéni,
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publication or disclosure,
Institution and/or Investigator
will do so. Institution and
Investigator will discuss with
Sponsor any of Sponsor’s
suggestions with respect to the
presentation of Trial Data, and
the timing of the proposed
publication or disclosure.

10.2  Patent Filings. If during the
Review Period Sponsor notifies
Institution that Sponsor desires
patent application(s) to be filed
on any Invention disclosed or
contained in the proposed
publication  or  disclosure,
Institution and Investigator will
defer publication or other
disclosure for a period, not to
exceed an additional sixty (60)
days, sufficient to permit
Sponsor or its designee to file or
have filed any desired patent
application(s).

poskytovatel a/nebo zkousejici tak
ucini. Poskytovatel a zkouSejici se
zadavatelem prodiskutuji navrhy
zadavatele ohledné prezentace
udaji hodnoceni a nacasovani
navrhované  publikace  nebo
zvetejnéni.

10.2  Zadost o patent V piipads, Ze v
obdobi  pfezkumu  uvédomi
zadavatel poskytovatele, Ze si
pfeje podat patentovou piihlasku
(prihlasky) ve vztahu k vyndlezu,
ktery bude zvefejnén nebo je
obsaZzen v navrhované publikaci
nebo zvefejnéni, poskytovatel a
zkousejici odloZi publikaci nebo
jiné  zvefejnéni na  obdobi
maximdlné dalSich Sedesati (60)
dnti, aby umoznili zadavateli nebo
jim povéiené osobé podat nebo

nechat  podat  poZadovanou
piihlaSku (poZadované piihlasky)
o patent.

11. Use of Names; Publicity. Except to the | 11. PouzZivani_jmen a nazva, publicita S
extent required by Applicable Law, no vyjimkou rozsahu pozadovaném platnymi
party will use the name of another party pravnimi pfedpisy Zddnd ze stran bez
in any form of advertising, promotion or pfedchoziho pisemného souhlasu druhé
publicity or in any press release, without strany nepouZije jméno/nazev druhé strany
the prior written consent of that other v zadné formé reklamy, propagace nebo
party. Institution and Investigator publicity nebo v tiskové zprave.
expressly consent to Sponsor’s listing of Poskytovatel a zkouSejici vyslovné
information about the Trial on publicly souhlasi s tim, Ze zadavatel uvede
accessible internet sites (for example, informace o klinickém hodnoceni na
ClinicalTrials.gov, patient recruitment vefejné piistupnych internetovych
sites, etc.), including the name and strdnkdch ~ (napf.  ClinicalTrials.gov,
contact information for Institution and/or strankach pro nabor pacientd atd.), véetné
Investigator. jména/nazvu  a  kontaktnich  daju

poskytovatele a/nebo zkousejiciho.

12. Indemnification and Insurance. 12. Odskodnéni a pojiSténi
12.1 Sponsor Indemnification. 12.1 Odskodnéni ze strany zadavatele

Sponsor will indemnify Zadavatel odskodni poskytovatele

Institution against any third za ndroky tfetich stran vcetné

party claims, including pfimétenych pravnich poplatki za
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12.2

12.3

12.4

reasonable attorney’s fees for
defending those claims (each, a
“Claim”) resulting from (a) the
use of the Trial Drug when
administered in strict accordance
with the Protocol and Sponsor’s
written  instructions; (b) the
negligence or willful misconduct
on the part of Sponsor; or
(c) Sponsor’s  breach of its
obligations under this
Agreement, except to the extent
any such Claim falls within
Institution’s indemnification
under Section 12.2 below.

Institution Indemnification.
Institution ~ will  indemnify
Sponsor and its affiliates against
any Claim resulting from
(a) Institution’s, Investigator’s
or Trial Staff’s negligence or
willful misconduct; or
(b) Institution’s or Investigator’s
breach of this Agreement.

Indemnification Procedure. The
foregoing indemnifications are
contingent upon the indemnified
party (a) providing the
indemnifying party with prompt
notice of any Claim (provided
that delayed notification of a
Claim does not preclude the
indemnifying party’s obligation
to indemnify  unless the
indemnifying party’s ability to
defend against such Claim is
prejudiced by such delayed
notification); and
(b) cooperating with the
indemnifying party in the
defense and/or settlement of
such Claim.

Sponsor Disclaimer. Sponsor
will not be liable for and is not a
party to warranties made by
Institution, Investigator or any

12.2

12.3

12.4

obhajobu vici témto narokim
(samostatn¢  jako ,,harok*)
plynouci z (a) pouzivani
hodnoceného pfipravku, pokud
byl podavéin v pfisném souladu s
protokolem a pisemnymi pokyny

zadavatele, (b) nedbalosti nebo
umyslného protipravniho jednani
ze strany zadavatele nebo

(c) poruseni zavazk plynoucich z
této smlouvy zadavatelem, vyjma
v rozsahu, v jakém takovy narok
spadd pod odSkodnéni ze strany
poskytovatele v ¢lanku 12.2 nize.

Odskodnéni ze strany
poskytovatele Poskytovatel
odskodni zadavatele a jeho

pridruzené spolecnosti za jakykoli
ndrok plynouci z (a) nedbalosti
nebo umyslného protipravniho
jednadni ze strany poskytovatele,
zkouSejictho  nebo  persondlu
hodnoceni nebo (b) poruseni této
smlouvy poskytovatelem nebo
zkouSejicim.

Postup odSkodnéni VySe uvedend
odskodnéni  jsou  podmin€na
témito skutecnostmi:
odskodnovana strana (a) poskytne
odskodnujici strané¢ okamzité
oznameni 0 naroku (za
ptedpokladu, Ze pozdni ozndmeni
niroku nevyluCuje  povinnost
odskodnujici strany odskodnit,
ledaze by timto opoZdénym
ozndmenim  byla  poSkozena
schopnost odSkodiujici strany
branit se proti takovému ndroku) a
(b) bude spolupracovat s
odskodnujici stranou pii obhajobé
proti naroku a/nebo vyrovnani
ndroku.

Vzdani se odpovédnosti
zadavatelem Zadavatel nebude
odpovédny za zadné zaruky a neni
stranou Z4adné zaruky vydané
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Trial Staff relating to the Trial
Drug other than any such
warranties expressly provided in
this Agreement.

12.5  Sponsor Insurance. In
accordance with Section 58(2) of
Act No 378/2007 Coll.,, on
Medicinal Products, Sponsor has
obtained, or will obtain prior to
the start of the Trial, the clinical
trial insurance required by
Applicable Law and will provide
Institution or Investigator with
evidence of such insurance upon
written request by Institution or
Investigator.

12.6  Institution Insurance. Institution
maintains adequate  medical
malpractice, general liability
insurance coverage in
accordance with Section
45(2)(n) of the Act on Health
Services Institution will provide
evidence of such insurance upon
written request by Sponsor or its

poskytovatelem, zkousejicim nebo
persondlem hodnoceni ve vztahu k
hodnocenému ptipravku, nejsou-li
tyto zaruky vyslovné uvedeny v
této smlouve.

12.5 PojiSténi zadavatele Zadavatel
uzaviel nebo pred zahdjenim
klinického hodnoceni uzavie v
souladu s § 58 odst. 2 zakona ¢.
378/2007 Sb., o 1éCivech pojisteéni
provadéni klinického hodnoceni
vyZadované platnymi pravnimi
predpisy a predlozi poskytovateli
nebo zkousejicimu doklad o
uzavieni takového pojisténi na
jejich pisemnou zadost.

12.6  Pojisténi zdravotnického zafizeni
Poskytovatel ma uzaviené
zakonné pojisténi kryjici
zanedbani 1ékaiské péce a
obecnou odpovédnost v souladu s
§ 45 odst. 2 pism. n) zdkona o
zdravotnich sluzbach. Na
pisemnou Zidost zadavatele nebo
jim povétfené osoby poskytovatel

Completion.

13.1 Term. This Agreement is
effective upon its publication
into Register of contracts and
will continue in effect through
completion of the Trial, unless
earlier terminated pursuant to
this Section 13.

Estimated length of clinical trial: Last patient last

designee. pfedlozi doklad o takovém
pojisténi.
13. Term and Termination; Trial | 13. Délka trvani a ukonéeni smlouvy,

ukoncdeni klinického hodnoceni

13.1  Délka trvani Tato smlouva nabyva
ucinnosti k datu uvefejnéni
v registru smluv a zstava ucinna
az do ukonceni klinického
hodnoceni, nebude-li diive
ukoncena podle tohoto ¢lanku 13.

Predpokladana délka trvani klinického hodnoceni
— Posledni navstéva pacienta pfiblizné

visit approximately ||| G_

13.2  Termination by Sponsor.
Sponsor may terminate the Trial
upon thirty (30) days’ prior
written notice to Institution and

13.2  Ukonceni zadavatelem Zadavatel
je opravnén klinické hodnoceni
ukonéit na zdkladé pisemné
vypovédi predané poskytovateli a
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13.3

13.4

Investigator. Further, Sponsor
may terminate the Trial
immediately upon written notice
to Institution and Investigator for
the following reasons:

a) if Sponsor determines such
termination is necessary to
protect the safety, health or
welfare of Trial Subjects;

b) if a suitable replacement for
Investigator is not found, as
set forth under Section 1.1;

c) if the regulatory
authorization to perform the
Multi-Center Clinical Trial
is withdrawn; or

d) if Investigator fails to
screen, recruit or enroll a
sufficient number of
subjects to participate in the
Trial.

Termination for Breach. Either

Sponsor, Institution or
Investigator (the “Non-
Breaching Party”) may

terminate this Agreement for a
material breach of a provision of
this Agreement by another party
(the  “Breaching Party”),
immediately upon written notice
to the other parties, if such
breach is not cured within thirty
(30) days following the
Breaching Party’s receipt of
written notice of such breach
from the Non-Breaching Party.

Effects of Termination or Trial
Completion.

a) Upon an early termination
under this Section 13 or
upon Trial completion:

13.3

13.4

zkouSejicimu tficet (30) dnt
pfedem. Zadavatel je rovnéz
opravnén ukoncit klinické
hodnoceni okamzit¢ na zdkladé
pisemné  vypovédi  predané
poskytovateli a zkouSejicimu z
téchto ditvodi:

a) pokud zadavatel dojde k
zavéru, Ze takové ukonceni je
nezbytné k ochrané
bezpec¢nosti, zdravi nebo
pohodli subjekti hodnocent,

b) pokud se nenajde vhodny
nahradni zkouSejici, jak je
uvedeno v ¢lanku 1.1,

¢) pokud kontrolni dfad zrusi
povoleni k provadeéni
multicentrického  klinického
hodnoceni nebo

d) pokud zkouSejici neprovede
screening, nabor nebo
zatazeni u dostate¢ného poctu
subjektl k ucasti v klinickém
hodnoceni.

Ukonceni z davodu poruSeni
povinnosti Zadavatel,
poskytovatel nebo zkousejici (dale
jen ,plnici strana“) smi ukondit
tuto  smlouvu v  dasledku
podstatného poruSeni ustanoveni
této smlouvy druhou stranou (déle
jen ,neplnici strana“), a to
okamzit¢ na zdkladé¢ pisemné
vypovedi zaslané ostatnim
strandim, pokud nebude takové
poruseni napraveno ve lhut¢ tficeti
(30) dnti poté, co neplnici strana
obdrzi pisemné ozndmeni o tomto
poruseni od plnici strany.

.

Ucinky ukonceni smlouvy nebo
ukonceni klinického hodnoceni

a) Po predcasném ukonceni dle
tohoto ¢lanku 13 nebo po
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®

(i)

(iii)

(iv)

this Agreement
will terminate;

Investigator will
immediately
stop enrolling
subjects into the
Trial and cease
administering
Trial Drug and
sunitinib to
Trial Subjects
and conducting
Trial procedures
on Trial
Subjects, to the
extent
consistent with
the safety and
welfare of the
affected  Trial
Subjects;

Sponsor  will

pay all
reasonable costs
accrued by

Institution in the
performance of
the Trial as of
the date of
notice of
termination, in
accordance with
Attachment B,
including non-
cancelable
obligations
incurred prior to
the date of
notice of
termination;

any funds not
due under the
calculation

ukonceni
hodnocent:

®

(i)

(iii)

(iv)

klinického

skon¢i  platnost
této smlouvy;

zkousejici
okamZit¢ ukonci
zafazovani
subjektl do
klinického
hodnoceni a
ukonéi podavani
hodnoceného
ptipravku a
sunitinibu
subjektim
hodnoceni a
provadéni
postupti
klinického
hodnoceni u
subjektl
hodnoceni v
rozsahu, v jakém
je konzistentni se

zaji$ténim
bezpecnosti a
zdravi dotCenych
subjektl
hodnocent;

zadavatel uhradi
vSechny
pfiméiené
ndklady vzniklé
poskytovateli pfi
provadéni
klinického
hodnoceni k datu
vypovédi, a to v
souladu S
ptilohou B,
véetné
nezrusitelnych
zavazkl
vzniklych  pted
datem vypovédi;

vSechny finan¢ni
prostiedky, které
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(v)

(vi)

under
Section 13.4(a)(
iii), but already

paid by Sponsor
to  Institution
will be
promptly
returned to
Sponsor;

Institution will
(a) furnish  to
Sponsor, within
thirty (30) days
of the effective

date of
termination, all
Trial Data,
including
completed  or
partially
completed
CREFs; and
(b) in
accordance with
Sponsor’s
instructions,
deliver to
Sponsor or, at
Sponsor’s

option, dispose
of, all Tral
Supplies  and
Confidential
Information
furnished by
Sponsor or its
designees to
Institution  or
Investigator;
and

Investigator will
promptly

submit final
written reports
to Sponsor as
specified in the
Protocol.

(v)

(vi)

podle vypoctu v
¢lanku 13.4(a)(iii
) nejsou splatné,
ale jiz Dbyly
poskytovateli
zadavatelem
uhrazeny, budou
bez odkladu
vraceny
zadavateli;

poskytovatel

(a) predd
zadavateli ve
Thate triceti (30)
dni od data
Ucinnosti
vypoveédi veskeré
udaje hodnocent,
véetné
vyplnénych nebo
CasteCné
vyplnénych CRF
a (b) v souladu s
pokyny
zadavatele
zadavateli dod4 ¢i
pfipadné dle jeho
ur¢eni zlikviduje
vSechny
materidly
klinického
hodnoceni a
daveérné
informace
predané
zadavatelem nebo
jim  povéfenymi
osobami
poskytovateli
nebo
zkousejicimu a

zkousejici  bez
odkladu ptedlozi
zavérecné

pisemné zprivy
zadavateli tak, jak
je uvedeno Vv
protokolu.
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b) Upon completion of the

Trial, the terms  of
Sections 13.4(a)(i) and
13.4(a)(iii) through

13.4(a)(vi) will apply as of
the Trial completion date.

b) Po ukonceni  klinického
hodnoceni budou terminy
uvedené v c¢lancich 13.4(a)(i)
a 13.4(a)@ii) az 13.4(a)(vi)
povazoviny za data ukonceni
klinického hodnoceni.

13.5  Survival. No completion of the 13.5 Pretrvdni platnosti  Ukonceni
Trial or termination of this klinického hodnocen{ ani
Agreement will release the ukonceni platnosti této smlouvy
parties from their rights and nezprosti strany jejich prav a
obligations accrued prior to the zdvazkd vzniklych pfed datem
date of completion or effective ukonceni nebo datem udcinnosti
date of termination. The rights ukonceni smlouvy. Priava a
and duties under Sections 1.3, povinnosti dle ¢lankt 1.3, 1.4, 1.7,
1.4,1.7, 1.8, 2, 3, 5 through 12, 1.8,2,3,5 a7 12,134,135, 14 a
134, 135, 14 and 15 and 15 a ptilohy A zistanou Vv
Attachment A will survive the platnosti i po ukonc¢eni klinického
completion of the Trial or hodnoceni nebo ukonceni
termination of this Agreement platnosti této smlouvy bez ohledu
regardless of the cause. na divod.

14. Debarment/Exclusion. Institution and | 14. Zakaz Cinnosti / Vylouceni Poskytovatel
Investigator each certify that neither a zkouSejici potvrzuji, Ze ani jim ani
it/she/he nor any Trial Staff (a)is Zddnému clenovi persondlu hodnoceni
debarred by any regulatory authority or (a) nebyla Zaddnym kontrolnim udfadem
restricted from conducting clinical zakdzdna cinnost ani nebyla omezena
research under Applicable Law; or jejich tucast pti provadéni klinického
(b) will use in any capacity the services vyzkumu podle platnych  pravnich
of any person debarred by any regulatory predpist a Ze (b) v zadné funkci nevyuziji
authority or restricted from conducting sluZeb osoby, které kontrolni dfad zakazal
clinical research under Applicable Law ¢innost nebo omezil jeji ucast pfi
in connection with the conduct of the provddéni  klinického vyzkumu dle
Trial. During the Trial and for a period of platnych pravnich ptredpist v souvislosti s
one (1) year following completion or provadénim tohoto klinického hodnoceni.
early termination of the Trial, Institution V pribéhu klinického hodnoceni a po dobu
or Investigator will notify Sponsor jednoho (1) roku po ukonéeni nebo
immediately if Institution, Investigator or predcasném ukonceni klinického
any Trial Staff are subject to the hodnoceni poskytovatel nebo zkousejici
foregoing. okamZité informuji zadavatele v ptipadé,

Ze poskytovatel, zkouSejici nebo clen
persondlu hodnoceni bude predmétem
vyse uvedenych postupti.

15. Miscellaneous. 15. Riizn4i ustanoveni
15.1 Assignment and Delegation. 15.1  Postoupeni a pfevedeni Zadavatel

Sponsor may assign, delegate or je opravnén postoupit, delegovat
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15.2

transfer this Agreement, in
whole or in part, without the
consent of Institution and
Investigator. The Institution and
the Investigator shall be notified
in writing of such assignment.
Such assignment shall be
effective against the Institution
on the date of delivery of such
notice. Neither Institution nor
Investigator may assign,
delegate or transfer their
respective obligations under this
Agreement without the prior
written consent of Sponsor. If
Sponsor provides its consent for
Institution or Investigator to

subcontract any of their
obligations under this
Agreement, Institution and/or

Investigator will (a) execute a

written agreement with the
permitted third party
subcontractor which, at a

minimum, provides for terms
and  conditions  (including
ownership of Trial Data and
Inventions,  obligations  of
confidentiality of information,
etc.) that are consistent with the
intent and terms of this
Agreement. No assignment,
delegation or transfer will
relieve any party of the
performance of any accrued
obligation that such party may
then have under this Agreement.

Certain Disclosures:
Transparency. Institution and
Investigator acknowledge that
Sponsor and its affiliates are
required to abide by national
disclosure laws and certain
transparency policies governing
their  activities, including
providing  reports to the
government and to the public
concerning financial or other

15.2

¢i prevést tuto smlouvu jako celek
nebo jeji Cast bez souhlasu
poskytovatele a zkouSejictho. O
tomto postoupeni poskytovatele a
zkouSejictho pisemné vyrozumi.
Vuci poskytovateli je takové
postoupeni uc¢inné dnem doruceni
tohoto ozndmeni. Poskytovatel ani
zkouSejici  nesmi  postoupit,
delegovat ani prevést své zdvazky
plynouci z této smlouvy bez
pfedchoziho pisemného souhlasu
zadavatele. 'V ptipadé, zZe
zadavatel  poskytovateli nebo
zkouS$ejicimu poskytne souhlas se
smluvnim  pfevedenim jejich
zdvazki  plynoucich z této
smlouvy, poskytovatel a/nebo
zkousejici (a) uzaviou pisemnou
smlouva se schvalenou treti
stranou, kterd bude pfinejmenSim
uvadeét podminky (vCetné
vlastnictvi 1Udaji hodnoceni a
vynalezii, zavazkli zachovani
dtvérnosti informaci atd.), které
jsou v souladu s ucelem a
podminkami  této  smlouvy.
Postoupeni,  delegovani  ani
pfevedeni nezprosti Zddnou stranu
plnéni zavazku plynouciho z této
smlouvy.

Zvereinéni nékterych informaci,
transparentnost Poskytovatel a
zkousejici berou na védomi, Ze
zadavatel a jeho pridruzené
spolecnosti jsou povinni
dodrzovat narodni ptedpisy o
zvefejiiovani informaci a urcitd
pravidla transparentnosti
upravujici jejich cCinnost, napf.
poskytovani zprav statnim afadm
a vefejnosti ohledn¢ financnich

relationships  with  healthcare nebo jinych vztahd poskytovateli
providers.  Institution  and zdravotni péce. Poskytovatel a
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Investigator agree that Sponsor
and its affiliates may, in their
sole discretion, disclose
information about the
Agreement and about the Trial,
including relating to any
transfers of value pursuant to this
Agreement. Institution and
Investigator agree to supply
information reasonably
requested by Sponsor for
disclosure purposes.

The Contracting Parties acknowledge that this

Agreement will be published in the Register
of Contracts per Act No. 340/2015 Coll., on
the Register of Contracts, and the Institution
will publish the Agreement. The Agreement
shall become effective upon its publication in
the Register of Contracts.

The Institution requires, before signing the
Agreement, to receive the agreed final version
of the Agreement in a machine-readable
format with colored text, which Sponsor
considers a trade secret. The Institution is
obliged to obtain Sponsor's consent before
further changing the final version of the
contract beyond the scope of the colored text.

15.3  Entire Agreement. This
Agreement,  together  with
Attachment A and Attachment B
contains the complete
understanding of the parties and
supersedes all other agreements
between the parties concerning
the specific subject matter of this
Agreement.

154  Modifications. This Agreement
may only be extended or
otherwise amended by written
agreement of the parties.

15.5 Waivers. Any delay in enforcing
a party’s rights under this
Agreement, or any waiver as to a
particular default or other matter,
will not constitute a waiver of

zkousSejici souhlasi s tim, aby
zadavatel a jeho pridruZené
spole¢nosti  podle  vlastniho
uvazeni zvefejnili informace o
smlouvé a o klinickém hodnocenf
véetné informaci o pievodech
hodnot podle této smlouvy.
Poskytovatel a zkouSejici se
zavazuji poskytnout informace
pfiméfend pozadované
zadavatelem ke zvefejnéni.

Smluvni strany berou na védomi, Ze tato
smlouva bude uvefejnéna v registru smluv v
souladu se zdkonem ¢. 340/2015 Sb., o registru
smluv a uvefejnéni smlouvy provede
Poskytovatel. Uginnost smlouva nabude
uvefejnénim v registru smluv.

Poskytovatel vyzaduje pfed podpisem smlouvy
zaslat odsouhlasenou findlni verzi smlouvy ve
strojové Citelném formdtu s podbarvenym
textem, ktery zadavatel povazuje za obchodni
tajemstvi. Poskytovatel je povinen ziskat
souhlas zadavatele prfed tim, nez bude
konecnou verzi smlouvy ddle menit nad rdmec
podbarveného textu ze strany zadavatele.

153 Uplné znéni smlouvy Tato
smlouva spole¢né€ s piflohou A a
ptilohou B obsahuje  dplnou
dohodu stran a nahrazuje vSechny
jiné dohody mezi stranami
ohledn¢ konkrétniho predmétu
této smlouvy.

-

Upravy Tuto smlouvu lze rozsifit
nebo jinak upravit vylucné
pisemnou dohodou stran.

15.4

15.5 Zieknuti se pradv Zpozdéni ve
vymahdni priv kterékoliv strany
plynoucich z této smlouvy nebo

zieknuti se prav pfi konkrétnim
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15.6

15.7

such party’s rights to the future
enforcement of its rights under
this Agreement, except with
respect to an express written
waiver relating to a particular
matter for a particular period of
time signed by an authorized
representative of the waiving
party, as applicable. To clarify,
any such waiver by Investigator
must be evidenced by an
instrument in writing executed
by Investigator or, in the case of
a waiver by Sponsor or
Institution, by an officer of such
party authorized to execute
waivers.

Severability; Reformation. Each
provision in this Agreement is
independent and severable from
the others, and no provision will
be rendered unenforceable
because any other provision is
found by a proper authority to be
invalid or unenforceable in
whole or in part. If any provision
of this Agreement is found by
such an authority to be invalid or
unenforceable in whole or in
part, such provision will be
changed and interpreted so as to
best accomplish the objectives of
such unenforceable or invalid
provision and the original intent
of the parties, within the limits of
Applicable Law.

Conflict with Protocol. To the
extent that the terms or
provisions of this Agreement
conflict with the terms and
provisions of the Protocol, the
terms and provisions of the
Protocol will control as to
technical research and scientific
matters, and the terms and

15.6

15.7

poruSeni nebo v jiném piipadé
nebude pfedstavovat zieknuti se
prav této strany s ohledem na
budouci vymahani{ téchto prav dle
této smlouvy vyjma pripadd, kdy
opravnény zdastupce zifkajici se
strany ucini vyslovné pisemné
zieknuti se pridv ve vztahu ke
konkrétni zaleZitosti v pribchu
konkrétniho ¢asového obdobi. Pro
objasnéni se uvadi, Ze takové
zieknuti se prav zkouSejicim musi

byt dolozeno pisemnym
dokumentem podepsanym
zkou$ejicim nebo v  piipadé
zieknuti se prav zadavatelem nebo
poskytovatelem dolozeno
podepsanym dokumentem

opravnénym zdstupcem k ucinéni
zieknuti se prav dané strany.

Oddélitelnost, reformulace Kazdé
ustanoveni této smlouvy je
nezdvislé a  oddélitelné od
ostatnich a Zadné ustanoveni se
nebude mit za nevymahatelné v
pfipadé, Ze jiné ustanoveni bude
pfislusSnym dfadem  shledano
neplatné nebo nevymahatelné, at’
uz celé nebo z¢4asti. V piipadé, Ze
jakékoliv ustanoveni této smlouvy
bude takovym tufadem shleddno
neplatné nebo nevymahatelné, at’
uz celé nebo zcasti, takové
ustanoveni bude zménéno a
vykladano tak, aby bylo co nejlépe

dosazeno cila tohoto
nevymahatelného nebo
neplatného ustanoveni a
puvodnitho umyslu stran, pfi
dodrzeni  platnych  pravnich
predpist.

Rozpor s protokolem V rozsahu, v
jakém  jsou  podminky  ¢i
ustanoveni této smlouvy v rozporu
s podminkami a ustanovenimi
protokolu, uplatni se podminky a
ustanoveni protokolu na technické
zalezitosti vyzkumu a podminky a
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15.8

15.9

15.10

provisions of this Agreement
will control for all other matters.

Relationship of the Parties.
Institution and Investigator are
independent contractors and, as
such, none of Institution,
Investigator or Trial Staff will be
entitled to any  benefits
applicable to employees of
Sponsor. No party is authorized
or empowered to act as agent for
any other party for any purpose
and will not, on behalf of another
party, enter into any contract,
warranty or representation as to
any matter.

Governing Law. This
Agreement and any disputes
arising out of or relating to this
Agreement will be governed by,
construed and interpreted in
accordance with the laws of the
country in which the Institution
is located.

Notices. All notices required
under this Agreement will be in
writing and be deemed to have
been given when delivered by
hand; sent by certified mail; or
delivered by internationally
recognized bonded courier as
follows, provided that all urgent
matters, such as safety reports,
will be promptly communicated
as specified in the Protocol, and
confirmed in writing:

15.8

15.9

15.10

ustanoveni této smlouvy se uplatni
ve vSech ostatnich piipadech.

Vztah stran Poskytovatel a
zkousSejici jsou nezdvisli smluvni
dodavatelé a jako takovi nemaji

poskytovatel, zkouSejici nebo
persondl hodnoceni nédrok na
74dné benefity pfiznané

zamé&stnanctim zadavatele. Zadna
ze stran neni oprdvnéna nebo
povéfena jednat jako zdstupce
druhé strany za jakymkoliv
ucelem a neni opravnéna jménem
druhé strany uzavirat smlouvy,
zaruky nebo Ccinit prohldseni v
jakékoliv zalezitosti.

Rozhodné pravo Tato smlouva a
vSechny spory vzniklé na zdklad¢
smlouvy nebo v souvislosti se
smlouvou se budou fidit zdkony
zem¢, v niZz se poskytovatel
nachézi, a i vyklad smlouvy bude

témto zdkoniim podléhat bez
ohledu na kolizni normy.
Ozndmeni VSechna ozndmeni

pozadovand v souladu s touto
smlouvou budou mit pisemnou
podobu a budou se mit za
dorucené pifi osobnim predani,
odeslani doporuc¢enou posStou nebo
dodanim mezindrodn€ uzndvanym
kuryrem za predpokladu, 7Ze
vSechny urgentni zaleZitosti, jako
hlaseni o bezpecnosti, budou
sdéleny bez odkladu, jak je
stanoveno v  protokolu, a
potvrzeny pisemné:
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Sponsor:  Cogent Biosciences, Inc.
275 Wyman Street, 3" Floor,
Waltham, MA 02451 USA

Attn: Legal Department

Institution: Fakultni nemocnice Hradec
Kralove
Sokolska 581, Hradec Kralove 500
05, Czech Republic
Attn: Dasa Prokiipkova

Investigator: Fakultni nemocnice Hradec
Kralové Klinika onkologie a
radioterapie
Sokolska 581, Hradec Kralove 500
05, Czech Republic

Zadavatel:

Poskytovatel: Fakultni nemocnice Hradec Kralové

Zkousejici 1ékat: Fakultni nemocnice Hradec

15.11 Headings; Interpretation. This
Agreement contains headings
only for convenience and the
headings do not constitute or
form a part of this Agreement
and should not be used in the
construction of this Agreement.
The words “include,” “includes”
and “including” when used in
this Agreement are deemed to be
followed by the phrase “but not

limited to.”

15.12 Counterparts. This Agreement
will be executed in  three
counterparts, each of which will
be deemed to be an original and
all of which together will
constitute one and the same
instrument. Each Party shall
receive a counterpart.

15.13 Language. This Agreement has
been drawn up in the Czech and
English language. In case of any
interpretation discrepancy

Cogent Biosciences, Inc.

200 Cambridge Park Drive, Suite
2500

Cambridge, MA 02140

Attn: Legal Department

Pravni odbor

Sokolska 581, 500 05 Hradec
Kralové — Novy

Hradec Krilové, Ceskd republika
K rukam: Dasi Prokipkové

Kralové

Klinika onkologie a radioterapie
Sokolska 581,

500 05 Hradec Krélové — Novy
Hradec Kralové,

Ceska republika

15.11 Nadpisy, vyklad Nazvy v této
smlouvé obsazené slouZi pouze
pro snadnéjsi orientaci a nejsou
soucdsti této smlouvy a nebudou
pouzivany pifi vykladu této
smlouvy. Slova ,,veetné®,
»zahrnuje* a ,,obsahujici* se maji
za to, Ze jsou v této smlouvé

nasledovany vyrazem ,,zejména‘.

15.12 Vyhotoveni Tato smlouva bude
vyhotovena ve ttech
vyhotovenich, pficemz kazdé
bude povazovdno za originil a
vSechny spole¢né budou
predstavovat jeden a ten samy
instrument. Kazdd smluvni strana

dostane po jednom vyhotoveni.

15.13 Jazyk Tato smlouva je vyhotovena

v anglickém a ¢eském jazykovém
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between the individual versions,
the Czech version shall prevail.

Estimated total costs of the clinical trial is: CZK

znéni. V piipadé¢ vykladovych
rozpord ma prednost verze ¢eska.

Predpokladana hodnota klinického hodnoceni je

3 000 000.

The Sponsor hereby agrees not to enter into any
other contract with any employee of the
Institution in connection with this Study.

The contracting parties acknowledge that the
initiation visit and the Trial Drug delivery will not
take place until the final Agreement is published
in the Register of Contracts.

3.000,000 K¢

Zadavatel a CRO se timto zavazuji, Ze v souvislosti
s touto studii neuzaviou Zadnou jinou smlouvu s
Zaddnym zaméstnancem poskytovatele.

Smluvni strany berou na védomi, Ze nedojde

iniciaéni n4vStévé a doddvce hodnoceného
léCivého piipravku  do okamziku uvefejnéni
kone¢ného dokumentu v registru smluv.

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE STRANA S PODPISY]
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IN WITNESS WHEREOF, this Agreement is
executed as of Effective Date by Investigator and
by a duly authorized representative of each of
Sponsor and Institution.

NA DUKAZ CEHOZ byla tato smlouva uzaviena
k datu dcinnosti zkousSejicim a fddné opravnénym
zéastupcem zadavatele a poskytovatele.

COGENT BIOSCIENCES, INC.

By / Podepsal/a:

Print Name / Jméno tiskacim pismem:

Title / Funkce:

Date / Datum: 26. 7. 2023

Fakultni nemocnice Hradec Kralové

By / Podepsal/a:

Print Name / Jméno tiskacim pismem: MUDr. Ales§
Herman, Ph.D.

Title / Funkce: Director/feditel

Date / Datum: 14. 8. 2023

INVESTIGATOR / ZKOUSEJICi

By / Podepsal/a:

Print Name / Jméno tiskacim pismem:

Title / Funkce: Principal Invesrigator/ Hlavni
zkousejici

Date / Datum: 8. 8. 2023
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Standard Cogent Form
Clinical Trial Agreement — Tripartite — EEA
Protocol No. CGT-9486-21-301 (PEAK)

Final

Standardni formuldr spolecnosti Cogent

Smlouva o provedeni klinického hodnoceni — trojstrannd — EHP

Protokol ¢. CGT-9486-21-301 (PEAK)
Findlni dokumenty

ATTACHMENT A DODATEK A
DATA PROCESSING BY INSTITUTION ZPRACOVANI UDAJU
POSKYTOVATELEM

(D

2)

3)

)

&)

(6)

As to that Trial Subject Personal Data for which
Institution serves as Processor under Section 1.7 of
this Agreement (as further described in Appendix 1
below), Institution will:

(a) comply with security requirements as
required under the GDPR, including the
following:

the annual training of all Trial
Staff  responsible  for  the
Processing of Trial Subject
Personal Data on the requirements
set out in this Attachment and
Applicable Law;

pseudonymization of Trial Subject
Personal Data;

encryption of Personal Data in
transit using the Transport Layer
Security (TLS) protocol version
1.2 or higher with a minimum of
128-bit encryption;

encryption of Personal Data at rest
using a minimum of AES-256;

implementation of appropriate
physical and electronic access
controls;

implementation of the following:
information security policy, risk
assessment procedure, procedure
for identification and reporting of
security incidents, a business
continuity and disaster recovery
plan, and a data retention policy;

V souvislosti s osobnimi tidaji subjektii hodnoceni,
s nimiZ poskytovatel nakldd4 jako zpracovatel dle
¢lanku 1.7 této smlouvy (jak je ddle popsdno v

piiloze 1 niZe), poskytovatel:

(a) bude dodrZovat poZadavky na zabezpeceni
v souladu s GDPR, véetné nésledujicich:

(1)

2)

3)

“4)

®)

(6)

kazdoro¢ni Skoleni veskerého
persondlu klinického hodnoceni

odpovédného za  zpracovani
osobnich udaji subjektl
hodnoceni zameiené na
poZadavky stanovené v této
ptiloze a platnych pravnich
predpisech;

pseudonymizace osobnich tdaju
subjekt hodnoceni u pacientd,

Sifrovani osobnich uddaji  pii
prevodu pomoci  protokolu
Transport Layer Security (TLS),
verze 1.2 nebo vyssi, minimalné s
128bitovym Sifrovanim;

Sifrovani osobnich ddaji pfi
uchovavani pomoci minimalné
AES-256;

zaveden{ dostate¢nych
kontrolnich  mechanismti  pro

fyzicky i elektronicky pfistup;

zavedeni nésledujicich: politika
informacni bezpecnosti, postup k
hodnoceni  rizik, postup k
identifikaci a hlaseni
bezpecnostnich incidentli, plan
obnovy podnikdni v situaci
vyskytu katastrofy a politika
uchovavani ddaji;
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(7

®)

9

(10)

(11)

(12)

(13)

(14)

(15)

the ability to ensure the ongoing

confidentiality, integrity,
availability, and resilience of the
Processing systems wused by
Institution;

the ability to restore availability
and access to Personal Data in a
timely manner in the event of a
physical or technical incident;

the regular testing, assessment,
and evaluation of the effectiveness
of the technical and organizational
security measures implemented to
ensure the security of the
Processing;

the ability to establish in a timely
manner if a Personal Data Breach
has occurred, in order to comply
with the obligations set out in
Sections 8.2 of Appendix 2 below;

Active monitoring and logging of
network and database activity for
potential security events including
intrusion;

Regular scanning and monitoring
of any authored software
applications and IT systems for
vulnerabilities;

Restriction of physical and logical
access to IT systems that process
Personal Data to those officially
authorized persons with an
identified need for such access;

Firewall protection of external
points of connectivity in network
architecture; and

Expedited patching of known
exploitable vulnerabilities in the
software applications and IT
systems used by Institution;

(7

®)

(€))

(10)

(1

(12)

(13)

(14)

(15)

schopnost zajistit trvalé zachovan{
mlcenlivosti, integrity,
dostupnosti a odolnosti procesnich
systémil pouzivanych
zdravotnickym zafizenim;

schopnost rychle obnovit
dostupnost a piistup k osobnim
udajim v ptipadé€ fyzického nebo
technického incidentu;

pravidelné testovani, hodnoceni a
posuzovani ucinnosti technickych
a organizacnich bezpecnostnich
opatfeni implementovanych k
zajisténi bezpecného zpracovani;

schopnost vcas zjistit, zda doslo k
poruseni zabezpeCeni osobnich
udaju s cilem dodrzovat zavazky
uvedené voddilu 8.2 Piilohy 2
niZe;

aktivni monitorovani pfihlaSovani
do sit¢ a cCinnosti databdze ke
zjisténi moznych bezpecnostnich
pithod véetné narusent;

pravidelné skenovani a
monitorovani schvilenych
softwarovych aplikaci a IT

systémi ke kontrole jejich slabych

mist;

omezeni fyzického a logického
ptistupu do IT systémd, které
zpracovavaji osobni tdaje jen na
osoby oficidln€é povéiené, u nichz
byla stanovena potieba takového
pristupu;

firewallovd ochrana externich
propojovacich bodut v architektufe
sité; a

urychlené  opravy  zndmych
zneuZitelnych slabych mist v
softwarovych aplikacich a IT
systémech pouZivanych
zdravotnickym zafizenim;
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(b) as requested by Sponsor in writing, assist . v
Sponsor in meeting its GDPR oblfiggations ®) ha pisemnou zgdost zadg vatele poskytne
in relation to data protection impact zadavateli soucinnost pii plnéni zdvazki

. . . 1 ichz GDPR huk h {
assessments and prior consultations with plynotcle 2G Ve vztawu . odnoc}e o
supervisory authorities when a data dopadii ochrany udaju a pfi pldnovanych
protection impact assessment reveals a konzultacich s organy dohledu v pripade,
L . . Ze h { i och idajt {
high risk to Data Subjects (as that term is ze od/n ocent dopadu ocarany u.q,ajl.l od.hah
defined in the GDPR): vysoké riziko pro subjekty tdaji (jak jsou
’ definovany v GDPR);

(©) bez odkladu isemné¢  informuje

p . g

(c) immediately inform the Sponsor in writing (Zliiaﬁiif’ dekudt 1 dle ] ehok nazolzu
if, in its opinion, a documented Processing ument - zadavate eGDSl;R po g ny xe
instruction of the Sponsor infringes the Zpracovani porusuje fiebo Jinou
GDPR or other European Union or legislativu Evropské unie nebo ¢lenského
Member State data protection law; stdtu na ochranu udaj;

(d) not disclose or transfer Trial Subject G nezyefejni ani nepfevede osobni Udaje
Personal Data to any third party without subjektl hodnoceni Zadné tieti stran¢ bez
Sponsor’s prior written consent except przdch:)zlﬂlo .plsemnfhodo i{%uhlaiu
where such disclosure or transfer is 2 va;a cie, | \t/y],méi P?It) add, EU y bO
required by applicable European Union vyzacduje platia  feglsiativa Nevo
(EU) or Member State law to which Clenského statu, kterd se na poskytovatel
Institution is subject, in which case vztahuje, - pricemz v takovem P r3pade
Institution will, unless prohibited by poskytpvatel obratem (tzn. e ozdgji do
Applicable Law, immediately (and no later Flvfacetl ct)y ' ,(24) vh Odlvrél Od, ngtemt }eto
than twenty-four (24) hours after receipt of Intormace) pisemne uvedoti zadavatete o
such information) notify Sponsor in takovém zdakonném pozadavku pied tim,
writing of that legal requirement before nez ktentg, p(l)ztad/a vek, sp/lnl,v IC)lOl.(ud t\(])
complying with such requirement. To the neza ; 2t p.alil © prtavnl predp 1syl. tn4
extent permitted by applicable EU or fOZ.S al ltl.’ VEI}a ergl f; ul?}(})lzm t’I: ata
Member State law, Institution will comply cewiativa NEDO CICNSKENO statll, 5¢
with the written directions of Sponsor bude poskytovatel fidit pisemnymi pokyny
limit the nature and scope of the requested za(}a\éatele,’h omezt | POYa,I‘“ a rozsa h
disclosure, and disclose the minimum Trial poza O,VﬁI,le Ov Z\fere]-nem a ,zve/rejpol
Subject Personal Data necessary: minimélni potfebny objem osobnich tidaji

’ subjektt hodnocenti;

(e) ensure that if it discloses or transfers Trial e . o ia Y
Subject Personal Data to any third party © zajistl, ze v prlp(lede zvefejnéni nebo
vendor or service provider with Sponsor’s ptrevcidu utc)laju sullzjetktu thlc? dnc;ce:nfb trett
prior written consent pursuant to Section strane Nebo. poskylovatell  SUzeb  ha
(d) above, the same data protection zdklad¢ ptredchoziho pisemného souhlasu
obligations as set out in this Attachment Z?d?tvatetle. PO dle/clarll(ku (d)hvyse, buéiou
shall be imposed and binding on the third p azi S ejrie:/t zavv,?z y oc r,?nf, tu au
party by way of a written agreement and/or E:’e ’en];: 2{ ¢to priioze 1 pro re(li shre(linu,
other legal binding obligation including a/erz:) ude vazana - pisemnou doho O;l,
applicable law in the country in which the vnet N Jlln?u, p}rlavn/e Z/a.\lllaZElOClll povinnosti
Institution is located, each such obligation V,Cdel ne %a ny;: ) Ii(ra;l] nic ?r © Rlsu Y VZ emvl
to ensure sufficient and all legally required 18(1 Vda, z trz;(vo nekeno zartlzem,, pnc?rrtl.zt
guarantees to implement appropriate azda - taxova - pOVINNOSt ma zajist

dostate¢né a zdkonem poZadované zaruky
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technical and organisational measures in
such a manner that the Processing will
meet the requirements of the GDPR. The
Institution shall remain fully liable to
Sponsor for the performance of the third
party’s obligations including any failure of
the third party to comply with and satisfy
its data protections obligations under all
applicable law; and

zavedeni  vhodnych technickych a
organizacnich opatient tak, aby zpracovani
bylo provddéno v souladu s GDPR.
Poskytovatel bude i naddle plné
odpovédné vici zadavateli za plnéni
zavazkl treti strany vcetné jejtho poruseni
zavazkll o ochrané udaji plynoucich z
platnych pravnich ptedpist a

) bude zpracovévat a prevadét osobni tdaje
® Process and transfer Personal Data v souladu se standardnimi smluvnimi
pursuant to the European Commission dolozkami (SCC) Evropské komise
Standard Contractual Clauses (SCCs) set uvedenymi v piiloze 2 niZe, pficemz se ma
forth in Appendix 2 below, it being za to, Ze poskytovatel je ,,vyvozce udaju*
understood and agreed that Institution is a zadavatel je ,dovozce udaju‘“, jak je
the “data exporter” and Sponsor is the popsdno v Clanku 1 pism. b) piilohy 2.
“data importer” described in Clause 1(b) of Poskytovatel s timto souhlasi.
Appendix 2.
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APPENDIX 1

PRILOHA 1

DETAILS OF PERSONAL DATA
PROCESSING

BLIZSI INFORMACE KE ZPRACOVAVANI
OSOBNICH UDAJU

Further details of the Processing, in addition to the
ones laid down in the Agreement, include:

1. The subject matter of the Processing of
Personal Data is:

The Processing of Trial Subject Personal
Data and Trial Staff Personal Data, in
connection with the conduct of the Trial
pursuant to the Agreement.

2. The duration of the Processing of Personal
Data is:

The duration of the Processing of Personal
Data is generally determined by Sponsor
and Applicable Law, as described in
Section 6.3 of the Agreement.

3. The nature and purpose of the Processing
of Personal Data is:

The purpose of Processing of Personal
Data pertains to the conduct of the Trial
pursuant to the Agreement. The nature
(type) of such Processing includes, without
limitation, the following activities:
collection,  recording,  organisation,
structuring,  storage, adaptation or
alteration, retrieval, consultation, use,
disclosure by transmission, dissemination
or otherwise making available, alignment
or combination, restriction, erasure oOr
destruction.

4. The categories of Personal Data to be
Processed are:

Biographical information, such as first and
last name, age, and date of birth; contact
information, such as email address and
phone number; location data; demographic

Blizsi informace ke zpracovdvani uvadéné nad
rdmec informaci poskytnutych ve smlouvé:

1. Predmétem zpracovani osobnich ddaji je:

zpracovdni osobnich 1daji subjektt
hodnoceni a osobnich tdaji personalu
hodnocenti, a to v souvislosti s provadénim
klinického hodnoceni v souladu se
smlouvou.

2. Délka trvani zpracovani osobnich udaji je:

délka zpracovani osobnich idajti je obecné
stanovena zadavatelem a platnymi
pravnimi ptedpisy, jak je popsdno v
¢lanku 6.3 smlouvy.

3. Povaha a ucel zpracovani osobnich tdajt
jsou nésledujici:

ucel zpracovani osobnich tdaji spociva v
provadéni klinického hodnoceni v souladu
se smlouvou. Povaha (druh) zpracovani
zahrnuje zejména tyto cinnosti: sbér,
zaznam, organizaci, strukturovani,
uchovdvdni, dpravu nebo zménu,
vyhleddvani, konzultaci, pouZiti, pfedani
pfenosem, Sifeni nebo jiné zpiistupnéni,
sladéni nebo kombinovani, omezeni,
vymaz nebo zniceni.

4. Kategorie osobnich udajt, které podléhaji
zpracovani jsou:

biografické udaje, jako je kiestni jméno a
pfijmeni, v€k, datum narozeni, kontaktni
udaje, jako je emailova adresa a telefonni
¢islo, udaje o poloze, demografické tidaje,
jako je pohlavi, etnickd pfislusnost a rasa,
zdravotni udaje.
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data such as sex, ethnicity, and race; health
data.

The special categories of Personal Data to
be Processed and applied restrictions or
safeguards  that fully take into
consideration the nature of the data and the
risks involved (such as, for instance,
purpose limitation, access restrictions,
keeping a record of access to the data,
restrictions for onward transfers, or
additional security measures) for each
category of Personal Data are:

Health data, such as information about
medical  history, existing medical
conditions, symptoms, or prescribed
medications; genetic data; and certain
categories of demographic data, such as
ethnicity and race.

The categories of Data Subjects to whom
the Personal Data relates are:

Trial Subjects and Trial Staff.

The basic Processing activities to which
the Personal Data will be subject include,
without limitation:

Collection, recording, organization,
storage, adaptation or alteration, retrieval,

consultation, use, disclosure by
transmission, dissemination or otherwise
making  available, alignment  or

combination,  blocking, erasure or
destruction for the purpose of conducting
the Trial pursuant to the Agreement.

The frequency of the transfer (e.g.,
whether the Personal Data is transferred on
a one off or continuous basis):

Continuous.

Description of the technical and
organizational security measures
implemented by Institution:

Refer to Section (a) of Attachment A.

Zvlastnimi kategoriemi osobnich udaj,
které podléhaji zpracovdni a omezenim ¢i
zarukdm, které pln€ zohlednuji povahu
udaji arizika s nimi souvisejici (jako napf-.
icel omezeni, omezeni  pfistupu,
uchovavani zdznami o pfistupu k ddajim,
omezeni dalSich pfevodd nebo dodatec¢na
bezpe¢nostni  opatfeni) pro kaZdou
kategorii osobnich tdajt, jsou:

zdravotni tdaje, jakou jsou informace o
anamnéze, stdvajici onemocnéni, ptiznaky
nebo predepsané léky, genetické tdaje
nekteré kategorie demografickych udaju,
jako je etnicky ptivod a rasa,

Kategorie subjektti tidajt, k nimzZ se osobni
udaje vztahuji:

subjekty hodnoceni a personal hodnocen.

Zékladni Cinnosti zpracovani, kterym
budou osobni udaje vystaveny, zahrnuji
zejména:

sbér, zdznam, organizaci, strukturovéni,
uchovdvani, dpravu nebo zménu,
ziskavani, konzultaci, pouziti, predani
pfenosem, Sifeni nebo jiné zpiistupnéni,
sladéni nebo kombinovani, blokovani,
vymaz nebo zniCeni pro ucely provadeéni
klinického hodnoceni v souladu se
smlouvou.

Cetnost prevodu (napr. zda budou osobni
udaje prevddény jen jednou nebo
prubézné):
priabézne.
Popis  technickych a organiza¢nich
bezpecnostnich opatfen{ pfijatych

zdravotnickym zafizenim:

viz oddil (a) pfilohy A.
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10. The following is deemed an instruction by | 10. Nasledujici se povazuje za pokyn
Sponsor to process Personal Data: zadavatele k zpracovavani osobnich udaju:
10.1  Processing in accordance with the 10.1  zpracovdni v  souladu se

Agreement. smlouvou.

10.2  Processing to comply with other 10.2  zpracovdni za ucelem dodrZeni
reasonable documented jinych pfiméfend
instructions provided by Sponsor zdokumentovanych pokynti
(for example, as set out in an email zadavatele (napf. jak je uvedeno v
from Sponsor) where such emailu od zadavatele), kdy jsou
instructions are consistent with takové pokyny v souladu s
applicable law. platnymi pravnimi predpisy.

11. For transfers of Personal Data to sub- | 11. V piipadé prevodi osobnich udaji (d)
Processors appointed by Institution jmenovanym zdravotnickym zafizenim v
pursuant to Sections (d) and (e) of souladu s oddily (d) a (e) pfilohy A je
Attachment A, Institution shall inform poskytovatel povinno informovat
Sponsor of the specific technical and zadavatele o specifickych technickych a
organizational measures to be taken by the organizaCnich opatfenich, které je dilci
sub-Processor. zpracovatel povinen pfijmout.
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APPENDIX 2 PRILOHA 2
EUROPEAN COMMISSION STANDARD STANDARDNI SMLUVNI DOLOZKY
CONTRACTUAL CLAUSES EVROPSKE KOMISE
Module 4: Transfer Processor to Controller Modul 4: Predani od zpracovatele spravci
SECTION I ODDIL I
Clause 1 DoloZka 1
Purpose and scope Uéel a oblast piisobnosti
(a) The purpose of these standard contractual | (a) Utelem téchto standardnich smluvnich
clauses is to ensure compliance with the dolozek je zajistit dodrZzovani pozadavki
requirements of Regulation (EU) 2016/679 uvedenych v nafizeni Evropského
of the European Parliament and of the parlamentu a Rady (EU) 2016/679 ze dne

Council of 27 April 2016 on the protection 27. dubna 2016 o ochrané fyzickych osob

of natural persons with regard to the v souvislosti se zpracovdnim osobnich

processing of personal data and on the free udajii a o volném pohybu téchto tudaji
movement of such data (General Data (obecné natizeni o ochrané tdajt1), pokud

Protection Regulation) for the transfer of jde o predavani osobnich udaji do treti

personal data to a third country. zeme.

(b) The Parties: (b) Strany:

@) the natural or legal person(s), @) fyzicka nebo pravnicka osoba ¢i
public authority/ies, agency/ies or osoby, orgdn ¢i orgdny vefejné
other  bodyl/ies (hereinafter moci, agentura ¢i agentury nebo
“entity/ies”)  transferring the jiny subjekt ¢i jiné subjekty (dile
personal data, as listed in jen ,subjekt® ¢&i ,subjekty)
Annex L A. (hereinafter each “data preddvajici osobni tdaje, uvedené
exporter”), and v priloze 1 casti A (dile jen

»vyvozce udaju‘), a

(ii) the entity/ies in a third country
receiving the personal data from (i1) subjekt ¢i subjekty ve tfeti zemi,
the data exporter, directly or pfijimajici pfimo nebo nepiimo
indirectly via another entity also prostfednictvim jiného subjektu,
Party to these Clauses, as listed in jenz je rovnéz stranou téchto
Annex LA. (hereinafter each “data dolozek, osobni udaje od vyvozce
importer”) udajt, uvedené v piiloze I ¢asti A

(déle jen ,,dovozce udaju‘),
have agreed to these standard contractual
clauses (hereinafter: “Clauses”). se dohodly na téchto standardnich
smluvnich dolozkdch (ddle jen ,,dolozky*).
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(©) These Clauses apply with respect to the | (c)
transfer of personal data as specified in
Annex 1.B.

(d) The Appendix to these Clauses containing | (d)
the Annexes referred to therein forms an
integral part of these Clauses.

Tyto doloZky se pouziji s ohledem na
pfedavani osobnich udajii podle piilohy I
¢asti B.

Dodatek k témto dolozkdm obsahujici
ptilohy, na néz se v téchto dolozkich
odkazuje, tvofi nedilnou soucdst téchto
dolozZek.

Clause 2

Effect and invariability of the Clauses

Dolozka 2

Udinek a neménnost doloZek

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

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

Tyto dolozky stanovi vhodné ziruky,
véetné vymahatelnych prav subjektu udajt
a ucinné pravni ochrany, podle ¢l. 46 odst.
1 a €l. 46 odst. 2 pism. ¢) nafizeni (EU) ¢.
2016/679 a s ohledem na preddvani ddajt
od spravcli zpracovatelim a/nebo od
zpracovatelll zpracovatelim, standardni
smluvni dolozky podle ¢l. 28 odst. 7
natizeni (EU) 2016/679, pokud nebudou
zménény, s vyjimkou vybéru vhodného
modulu (vhodnych modull) nebo za
ucelem ptidani nebo aktualizace informaci
v dodatku. To smluvnim strandm nebrani v
tom, aby zahrnuly standardni smluvni
doloZky stanovené v téchto doloZzkach do
Sirsi smlouvy a/nebo ptidaly dalsi dolozky
nebo dodatecné zaruky, pokud nebudou
pifimo nebo nepiimo v rozporu s témito
doloZzkami nebo nebudou dotcena zakladni
prava nebo svobody subjektt tidajl.

Témito dolozkami nejsou  dotleny
povinnosti, které se vztahuji na vyvozce
tdaju na zdkladé¢ nafizeni (EU) ¢.
2016/679.

Clause 3

Third-party beneficiaries

Dolozka 3

Oprdvnéné treti strany

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

Subjekty tidaji se mohou jako oprdvnéné
tieti strany ve vztahu k vyvozci a/nebo
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against the data exporter and/or data
importer, with the following exceptions:

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

dovozci ddajii dovolavat téchto dolozek a
vymahat je, a to s nasledujicimi
vyjimkami:

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

way that conflicts with rights and
obligations provided for in Regulation
(EU) 2016/679.

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

(i1) dolozka 8.1 pism. (b) a doloZzka
(iii) Clause 13; 8.3 pism. (b);
@iv) Clause 15.1(c), (d) and (e); (ii1) Dolozka 13
(V) Clause 16(e); @iv) dolozka 15.1 pism. (c), (d) a (e);
(vi) Clause 18. V) dolozka 16 pism. (e);

(vi) dolozka 18.

(b) Paragraph (a) is without prejudice to rights | (b) Pismenem (a) nejsou dotCena prava
of data subjects under Regulation (EU) subjektti ddajii podle nafizeni (EU) ¢.
2016/679. 2016/679.

Clause 4 DoloZka 4
Interpretation Vyklad

(a) Where these Clauses use terms that are | (a) Pokud tyto doloZky pouZivaji pojmy, které
defined in Regulation (EU) 2016/679, jsou vymezeny v nafizeni (EU) ¢.
those terms shall have the same meaning 2016/679, maji tyto pojmy stejny vyznam
as in that Regulation. jako v uvedeném natizeni.

(b) These Clauses shall be read and interpreted | (b) Tyto dolozky je tfeba Cist a vykladat s
in the light of the provisions of Regulation ohledem na ustanoveni nafizeni (EU) C¢.
(EU) 2016/679. 2016/679.

() These Clauses shall not be interpreted in a | (c) Tyto doloZky nebudou vykladdny Zddnym

zpisobem, ktery by byl v rozporu s pravy
a povinnostmi stanovenymi Vv nafizeni
(EU) ¢&. 2016/679.

Clause 5

Hierarchy

DoloZka 5

Hierarchie

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

V piipadé rozporu mezi témito doloZkami a
ustanovenimi souvisejicich dohod mezi stranami,
které existovaly v dob¢ sjedndni téchto dolozek,
nebo které byly uzavieny az po jejich sjednani,
maji tyto doloZky pfednost.
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Clause 6 DoloZka 6
Description of the transfer(s) Popis pieddavdni
The details of the transfer(s), and in particular the | Podrobnosti tykajici se pfeddvdni, zejména

categories of personal data that are transferred and
the purpose(s) for which they are transferred, are
specified in Annex L.B.

kategorie osobnich udaju, které jsou preddvany, a
ucel nebo ucely, pro které jsou preddvany, jsou
uvedeny v piiloze I ¢asti B.

Clause 7

Docking clause (Optional)

Dolozka 7

DoloZka o pristoupent (volitelnd)

[Intentionally omitted — The Parties elect not to
include the Docking Clause]

[Zdmérne vynechdno — strany se rozhodly doloZku
o pFistoupeni nezahrnout]|

SECTION II - OBLIGATIONS OF THE
PARTIES

ODDIL II - POVINNOSTI STRAN

Clause 8

Data protection safeguards

Dolozka 8

Zdruky ochrany tdajii

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 tdaju zaruCuje, Ze vynaloZil piimétrené
asili, aby mohl stanovit, zda je dovozce udaji
schopen — zavedenim vhodnych technickych a
organizac¢nich opatieni — plnit své povinnosti podle
téchto dolozek.

8.1 Instructions 8.1 Pokyny

(a) The data exporter shall process the | (a) Vyvozce udajii zpracovava osobni udaje
personal data only on documented pouze na zdklad¢ doloZenych pokynil od
instructions from the data importer acting dovozce udaja, ktery jednd jako jeho
as its controller. spravce.

(b) The data exporter shall immediately | (b) Vyvozce tudaji neprodlené informuje
inform the data importer if it is unable to dovozce udaji, pokud neni schopen tyto
follow those instructions, including if such pokyny dodrZovat, véetné ptipadt, kdy
instructions infringe Regulation (EU) tyto pokyny porusuji nafizeni (EU) ¢.
2016/679 or other Union or Member State 2016/679 nebo jiné pravni predpisy Unie
data protection law. nebo clenského stidtu v oblasti ochrany

udaji.

() The data importer shall refrain from any
action that would prevent the data exporter | (c) Dovozce tudaji  se zdrzi pfijimani
from fulfilling its obligations under jakychkoli opatfeni, kterd by vyvozci
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Regulation (EU) 2016/679, including in udaji branila v plnéni jeho povinnosti

the context of sub-processing or as regards podle nafizeni (EU) ¢. 2016/679, mimo

cooperation with competent supervisory jiné v kontextu dil¢tho zpracovéni, nebo

authorities. pokud se jedna o spoluprici s ptislusSnymi
dozorovymi ufady.

(d) After the end of the provision of the
processing services, the data exporter | (d) Po skon¢eni poskytovani{
shall, at the choice of the data importer, zpracovatelskych sluzeb vyvozce udaju v
delete all personal data processed on souladu s volbou dovozce tdaji vymaze
behalf of the data importer and certify to vSechny osobni ddaje zpracovdvané
the data importer that it has done so, or jménem dovozce tdaji a potvrdi dovozci
return to the data importer all personal data udaji, Ze tak ucinil, nebo dovozci tidaji
processed on its behalf and delete existing vrati vSechny osobni udaje zpracovavané
copies. jeho jménem a vymaZe vSechny existujici

kopie.

8.2 Security of processing

8.2 Zabezpeceni zpracovani

(a) The Parties shall implement appropriate
technical and organisational measures to | (a) Strany zavedou vhodnd technickd a
ensure the security of the data, including organizatni  opatfeni k  zajiSténi
during transmission, and protection zabezpeceni udajl, a to i béhem predavani,
against a breach of security leading to a zajisti ochranu pfed poruSenim
accidental or unlawful destruction, loss, zabezpeceni vedoucim k ndhodnému nebo
alteration, unauthorised disclosure or protiprdvnimu znieni, ztrdté, zméne,
access (hereinafter  “personal data neopravnénému poskytnuti nebo
breach”). In assessing the appropriate level zptistupnéni  (ddle  jen  ,,poruSeni
of security, they shall take due account of zabezpeCeni  osobnich  udaja®). Pfi
the state of the art, the costs of posuzovani vhodné urovné zabezpeceni
implementation, the nature of the personal strany ndleZit¢ zohledni aktudlni stav
data, the nature, scope, context and techniky, ndklady na provedeni, povahu
purpose(s) of processing and the risks osobnich udajl, povahu, rozsah, kontext a
involved in the processing for the data ucel nebo ucely zpracovani a rizika pro
subjects, and in particular consider having subjekty tdaji spojena se zpracovanim, a
recourse to encryption or zejména zvazi pouziti Sifrovani nebo
pseudonymisation,  including  during pseudonymizace, a to i béhem ptfedavani,
transmission, where the purpose of pokud lze timto zplGsobem splnit ucel
processing can be fulfilled in that manner. zpracovani.

(b) The data exporter shall assist the data | (b) Vyvozce tdaji pomdhd dovozci tidaju pfi
importer in ensuring appropriate security zajistovani odpovidajictho zabezpeceni
of the data in accordance with paragraph tdaju v souladu s pismenem a). V piipade
(a). In case of a personal data breach poruseni zabezpeCeni osobnich tdaji
concerning the personal data processed by tykajictho se osobnich udaji
the data exporter under these Clauses, the zpracovavanych vyvozcem tudaju podle
data exporter shall notify the data importer téchto doloZek vyvozce udajlt poda hldseni
without undue delay after becoming aware dovozci udaji bez zbyte¢ného odkladu
of it and assist the data importer in poté, co se o ném dozveédél, a dovozci
addressing the breach. udajt bude pii feseni uvedeného poruseni

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

8.3 Documentation and compliance

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

(a)

(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.

© Vyvozce udaju zajisti, aby se osoby
opravnéné zpracovivat osobni udaje
zavézaly k ml¢enlivosti, nebo aby se na né
vztahovala zakonna povinnost
mlcenlivosti.

8.3 Dokumentace a plnéni povinnosti

(a) Strany musi byt schopny prokizat
dodrzovani téchto dolozek.

(b) Vyvozce udaji poskytne dovozci ddaji
veSkeré informace potiebné k dolozeni
toho, Ze byly splnény povinnosti stanovené
v téchto dolozkdch, umozni provedeni
auditi a bude k nim pfispivat.

Clause 9

Use of sub-processors

DoloZka 9

VyuZiti diléich zpracovatelii

[Intentionally omitted —Not applicable to Module
4]

[Zdameérné vynechdno — nevztahuje se na modul 4]

Clause 10

Data subject rights

DoloZka 10

Prava subjektu vdaji

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 vzdjemné pomdhaji pfi odpovidani na
dotazy a zadosti subjektl udaji podle mistniho
prava pouzitelného na dovozce udaji nebo v
ptipad¢ zpracovani udaji dovozcem udaji v EU
podle natizeni (EU) €. 2016/679.

Clause 11

Redress

Dolozka 11

Naprava

(a) The data importer shall inform data | (a) Dovozce udaju transparentné a ve snadno
subjects in a transparent and easily ptistupném formdatu informuje subjekty
accessible format, through individual udaji  prostfednictvim  individudlniho
notice or on its website, of a contact point ozndmeni nebo na svych internetovych
authorised to handle complaints. It shall strankdch o kontaktnim misté opravnéném
deal promptly with any complaints it vyfizovat  stiznosti. Takové  misto
receives from a data subject. The data neprodlené vyfidi jakékoli stiZnosti, které
importer agrees that data subjects may also od subjektu udaji prijme. Dovozce tdaji
lodge a complaint with an independent souhlasi s tim, Ze subjekty tdajii mohou
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dispute resolution body at no cost to the rovnéZ bezplatné podat stiznost u
data subject. It shall inform the data nezavislého orgidnu pro feSeni spori. O
subjects, in the manner set out above, of tomto mechanismu ndpravy a o tom, Ze
such redress mechanism and that they are subjekty idaji nejsou povinny jej vyuzivat
not required to use it, or follow a particular nebo postupovat podle konkrétniho
sequence in seeking redress. postupu pifi hledani napravy, dovozce
udaji informuje subjekty tidaji zptisobem
uvedenym vyse.
Clause 12 DoloZka 12
Liability Odpovédnost

(a) Each Party shall be liable to the other | (a) KaZzd4 strana je vici druhé strané/ostatnim
Party/ies for any damages it causes the stranim odpovédnd za jakoukoli djmu,
other Party/ies by any breach of these kterou druhé strané/ostatnim strandm pii
Clauses. poruseni téchto dolozek zptsobi.

(b) Each Party shall be liable to the data | (b) KaZzd4 strana je odpoveédna vici subjektu
subject, and the data subject shall be udaju a subjekt idaji ma narok na ndhradu
entitled to receive compensation, for any jakékoli hmotné nebo nehmotné udjmy,
material or non-material damages that the kterou strana zpisobi subjektu tudaji
Party causes the data subject by breaching porusenim prdv ndleZejicich opridvnéné
the third-party beneficiary rights under tfeti strané na zdklad¢ téchto dolozek. Tim
these Clauses. This is without prejudice to neni dotéena odpoveédnost vyvozce tdaji
the liability of the data exporter under podle natizeni (EU) ¢. 2016/679.
Regulation (EU) 2016/679.

(©) Pokud je za djmu zplsobenou subjektu

() Where more than one Party is responsible udaju v disledku poruseni téchto dolozek
for any damage caused to the data subject odpovédna vice neZ jedna strana, jsou
as a result of a breach of these Clauses, all vSechny odpovédné strany spolecné a
responsible Parties shall be jointly and nerozdilné¢ odpovédné a subjekt udaju je
severally liable and the data subject is opravnén proti kterékoli z téchto stran
entitled to bring an action in court against podat Zalobu u soudu.
any of these Parties.

(d) Smluvni strany se dohodly, Ze pokud je

(d) The Parties agree that if one Party is held jedna ze smluvnich stran odpovédna podle
liable under paragraph (c), it shall be pismene c), je opravnéna pozadovat od
entitled to claim back from the other druhé smluvni strany/ostatnich smluvnich
Party/ies that part of the compensation stran zpct ¢ast ndhrady Gjmy odpovidajici
corresponding to its / their responsibility jeji odpovédnosti za Gjmu.
for the damage.

(e) Dovozce udaji se nemuZe dovolavat

(e) The data importer may not invoke the jednani  zpracovatele nebo  dil¢iho
conduct of a processor or sub-processor to zpracovatele, aby se vyhnul své vlastni
avoid its own liability. odpovédnosti.
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Clause 13 DoloZka 13
Supervision Dohled
[Intentionally omitted —Not applicable to Module | [Zdmérné vynechdno — nevztahuje se na modul 4]
4]
SECTION III - LOCAL LAWS AND ODDIL IIT - MISTNi PRAVNI PREDPISY A
OBLIGATIONS IN CASE OF ACCESS BY POVINNOSTI V PRIPADE PRISTUPU
PUBLIC AUTHORITIES ORGANU VEREJNE MOCI
Clause 14 DoloZka 14
Local laws and practices affecting compliance Mistni pravni predpisy a postupy majici dopad
with the Clauses na dodrZovdni doloZek

(a) The Parties warrant that they have no | (a) Strany zarucuji, Ze nemaji divod se
reason to believe that the laws and domnivat, Ze pravni piedpisy a postupy ve
practices in the third country of destination tieti zemi urCeni, které se vztahuji na
applicable to the processing of the personal zpracovani osobnich tudaji dovozcem
data by the data importer, including any udaji, vcetné jakychkoli pozadavkl na
requirements to disclose personal data or zptistupnéni  osobnich tddaji  nebo
measures authorising access by public opatfeni, kterymi se povoluje pfistup
authorities, prevent the data importer from orgdnim vefejné moci, brdni dovozci
fulfilling its obligations under these udaji pfi plnéni svych povinnosti podle
Clauses. This is based on the téchto dolozek. To je zaloZeno na
understanding that laws and practices that predpokladu, Ze pravni pfedpisy a postupy,
respect the essence of the fundamental které respektuji podstatu zdkladnich prav a
rights and freedoms and do not exceed svobod a neptekraCuji to, co je Vv
what is necessary and proportionate in a demokratické spoleCnosti nezbytné a
democratic society to safeguard one of the pfiméiené k zajisténi jednoho z cila
objectives listed in Article 23(1) of uvedenych v ¢l. 23 odst. 1 natizeni (EU) ¢.
Regulation (EU) 2016/679, are not in 2016/679, nejsou v rozporu s témito
contradiction with these Clauses. doloZkami.

(b) The Parties declare that in providing the | (b) Smluvni strany prohlasuji, zZe pii
warranty in paragraph (a), they have taken poskytovani zdruky uvedené v pismenu a)
due account in particular of the following ndlezZit¢ zohlednily zejména nésledujici
elements: prvky:

@) the specific circumstances of the @) konkrétni  okolnosti  predani,
transfer, including the length of véetné délky zpracovatelského
the processing chain, the number fetézce, poctu zapojenych
of actors involved and the subjektti a pouZitych kandlli pro
transmission  channels  used; prenos udajid, zamyslené dalsi
intended onward transfers; the pfedani, druh pfijemce, tucely
type of recipient; the purpose of zpracovani, kategorie a format
processing; the categories and pfedavanych osobnich 1daju,
format of the transferred personal hospodaiské odvétvi, v némZ se
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(c)

(d)

(e)

data; the economic sector in which
the transfer occurs; the storage
location of the data transferred;

(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;

(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.

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.

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

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

(©

(d)

(e

predavani uskuteciiuje, misto, kde
se predané ddaje uchovavaji;

(ii) pravni pifedpisy a postupy treti
zemé urceni — véetné téch, které
vyzaduji  zpfistupnéni  tudajh
orginim vefejné moci nebo
povoluji pristup téchto organti —
relevantni s ohledem na konkrétni
okolnosti  pteddni, jakoz i
pouZzitelnd omezeni a zaruky;

(ii1) veskeré ptislusné smluvni,
technické nebo organizacni zaruky
zavedené za tucCelem doplnéni
zaruk podle téchto dolozek, vcetné
opatfeni uplatiovanych bchem
pfeddni a zpracovani osobnich
udaji v zemi urceni.

Dovozce udaji zarucuje, Ze pfi provadéni
posouzeni podle pismene (b) vynalozil
maximalni dsili, aby poskytl vyvozci ddajt
relevantni informace, a souhlasi s tim, Ze
bude pii zajistovani dodrzovani téchto
dolozek s vyvozcem udaji i nadéle
spolupracovat.

Strany souhlasi, Ze posouzeni podle
pismene (b) zdokumentuji a na pozadani
zptistupni ptislu§nému dozorovému dfadu.

Dovozce udaju souhlasi s tim, Ze bude
bezodkladné informovat vyvozce tudajt,
pokud po odsouhlasen{ téchto doloZek a po
dobu trvani smlouvy bude mit divod se
domnivat, Ze se na n¢j vztahuji nebo zacaly
vztahovat pravni predpisy nebo postupy,
které nejsou v souladu s pozadavky podle
odstavce a), v€etn¢ toho, Ze po zmeéné
pravnich predpist tfeti zemé nebo opatfeni
(jako je Zzadost o zpfistupnéni) neni
uplatinovani takovych pravnich predpist v
praxi v souladu s témito poZadavky v
souladu s odstavcem (a).
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() Following a notification pursuant to
paragraph (e), or if the data exporter
otherwise has reason to believe that the
data importer can no longer fulfil its
obligations under these Clauses, the data
exporter  shall  promptly identify
appropriate measures (e.g. technical or
organisational measures to ensure security
and confidentiality) to be adopted by the
data exporter and/or data importer to
address the situation. The data exporter
shall suspend the data transfer if it
considers that no appropriate safeguards
for such transfer can be ensured, or if
instructed by the competent supervisory
authority to do so. In this case, the data
exporter shall be entitled to terminate the
contract, insofar as it concerns the
processing of personal data under these
Clauses. If the contract involves more than
two Parties, the data exporter may exercise
this right to termination only with respect
to the relevant Party, unless the Parties
have agreed otherwise. Where the contract
is terminated pursuant to this Clause,
Clause 16(d) and (e) shall apply.

®

Po oznidmeni podle pismene (e), nebo
pokud ma vyvozce udaji jinak divod se
domnivat, Ze dovozce udaji jiZ nemiize
plnit své povinnosti na zdkladé téchto
dolozek, vyvozce ddaji neprodlené urci
vhodnd opatfeni (napf. technickd nebo
organizaCni  opatfeni k zajisténi
bezpecnosti a duavérnosti), kterd ma
pfijmout vyvozce udaji a/nebo dovozce
udaji k feSeni situace. Vyvozce tudaju
pozastavi preddavani udaji, pokud se
domniva, Ze pro toto pfeddvani nemohou
byt zajistény Zaddné vhodné zaruky, nebo
pokud mu da pokyn pfiislusny dozorovy
ufad. V tomto pifipadé je vyvozce tdaji
opravnén vypovédét smlouvu, pokud jde o
zpracovani osobnich udaji podle téchto
dolozek. Jestlize smlouva zahrnuje vice
nez dv€é smluvni strany, miZze vyvozce
udaji toto pravo na vypovézeni uplatnit
pouze ve vztahu k piisluSné strang, pokud
se strany nedohodly jinak. Jestlize je
smlouva vypovézena podle této dolozky,
pouZzije se dolozka 16 pism. (d) a (e).

Clause 15

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

Dolozka 15

Povinnost dovozce tidajit v p¥ipadé piistupu
orgdnii veiejné moci

exporter and, where possible, the data
subject promptly (if necessary with the
help of the data exporter) if it:

@) 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

15.1 Notification 15.

1 Oznamovani

(a) The data importer agrees to notify the data | (a) Dovozce udaji souhlasi s tim, Ze

neprodlené uvédomi vyvozce udajl, a je-li
to mozné, subjekt tdaji (v ptipadé potieby
s pomoci vyvozce udaji), pokud:

@) na zdkladé¢ pravnich pfedpist
zem¢ urCeni obdrzi pravné
zdvaznou Zzadost od orginu
vefejné moci, vcetné soudnich
organl, o zpiistupnéni osobnich
udaju predanych podle téchto

Clauses; such notification shall doloZek; takové oznameni
include information about the obsahuje informace 0
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personal data requested, the pozadovanych osobnich udajich,
requesting authority, the legal dozadujicim organu, pravnim
basis for the request and the zdkladu Zadosti a poskytnuté
response provided; or odpovédi, nebo

(ii) becomes aware of any direct (i1) se dozvi o jakémkoli piimém
access by public authorities to pristupu orgdnii vefejné moci k
personal data transferred pursuant osobnim udajim preddvanym
to these Clauses in accordance podle téchto dolozek v souladu s
with the laws of the country of pravnimi predpisy zemé& urceni;
destination; such notification shall takové ozndmeni  obsahuje
include all information available vSechny informace dostupné
to the importer. dovozci.

(b) If the data importer is prohibited from | (b) Pokud je podle pravnich ptfedpist zemé
notifying the data exporter and/or the data urceni dovozci tidaji zakdzano informovat
subject under the laws of the country of vyvozce Uudaji a/nebo subjekt tdaja,
destination, the data importer agrees to use souhlasi dovozce udaji s tim, Ze za ti¢elem
its best efforts to obtain a waiver of the co nejrychlejStho sdéleni co nejvétsiho
prohibition, with a view to communicating mnozstvi informaci vynaloZi maximalni
as much information as possible, as soon asili, aby od tohoto zdkazu bylo upusténo.
as possible. The data importer agrees to Dovozce udaji souhlasi, Ze zdokumentuje
document its best efforts in order to be able své maximalni usili, aby je mohl na Zadost
to demonstrate them on request of the data vyvozce udaja prokdzat.
exporter.

() Where permissible under the laws of the
country of destination, the data importer | (c) Je-li to povoleno pravnimi piedpisy zemg
agrees to provide the data exporter, at uréeni, dovozce Udaji souhlasi, Ze bude
regular intervals for the duration of the poskytovat vyvozci tdaji v pravidelnych
contract, with as much relevant intervalech po dobu trvani smlouvy co
information as possible on the requests nejrelevantnéj$i informace o pfijatych
received (in particular, number of requests, zadostech (zejména informace o poctu
type of data requested, requesting Zadosti, druhu poZadovanych udaju,
authority/ies, whether requests have been dozadujicim orgdnu nebo orginech, zda
challenged and the outcome of such byly tyto Zadosti napadeny a vysledek
challenges, etc.). takového napadenf atd.).

(d) The data importer agrees to preserve the | (d) Dovozce udaji souhlasi s tim, Ze po dobu
information pursuant to paragraphs (a) to trvdni smlouvy bude informace podle
(c) for the duration of the contract and pismene (a) aZ (c) uchovédvat a na vyZadani
make it available to the competent je poskytne piislusnému dozorovému
supervisory authority on request. uradu.

(e) Paragraphs (a) to (¢) are without prejudice | (€) Pismeny (a) azZ (c) neni dotéena povinnost
to the obligation of the data importer dovozce tdajt podle dolozky 14 pism. (e)
pursuant to Clause 14(e) and Clause 16 to a dolozky 16 neprodlené¢ informovat
inform the data exporter promptly where it vyvozce udaji, pokud neni schopen tyto
is unable to comply with these Clauses. dolozky dodrZovat.
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15.2 Review of legality and data minimisation

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

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

() 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.

15.2 Prezkoumani zakonnosti a minimalizace
udaji

(a) Dovozce udaji souhlasi s tim, Ze
pfezkouma zakonnost Zadosti o poskytnuti
udaji, zejména zda neptekrocila meze
pravomoci  udélenych  dozadujicimu
organu vefejné moci, a Ze zadost napadne,
pokud po pe€livém posouzeni dojde k
zaveru, Ze existuji opodstatnéné divody se
domnivat, Ze Zadost je podle pravnich
pfedpistt zemé urceni, platnych zdvazka
podle mezindrodniho pridva a zdsad
mezindrodni  zdvofilosti  protipravni.
Dovozce udaji za stejnych podminek
vyuZivd moznosti odvoldni. Pfi napadeni
Zadosti dovozce udajii pfijme predbéZna
opatieni s cilem pozastavit uc¢inky Zadosti,
dokud piislusny soudni orgin nerozhodne
o jeji opodstatnénosti. Nezpiistupni
pozadované osobni tudaje, dokud mu
takovd povinnost nebude stanovena na
zdkladé¢ platnych procesnich pravidel.
Témito poZadavky nejsou dotleny
povinnosti dovozce udajii podle dolozky
14 pism. e).

(b) Dovozce udaji souhlasi, Ze zdokumentuje
své pravni posouzeni i jakékoli napadeni
Zadosti o poskytnuti ddaji a v rozsahu
povoleném pravnimi pfedpisy zemé urcéeni
zptistupni dokumentaci vyvozci udaji. Na
pozadani ji rovnéZ zpiistupni piisluSnému
dozorovému dfadu.

(©) Dovozce udaji souhlasi s poskytnutim
minimdlntho  pifipustného  mnozZstvi
informaci pfi odpovédi na Ziadost o
zptistupnéni, a to na zdklad€ pfiméfeného
vykladu Zadosti.

CLAUSE IV - FINAL PROVISIONS

ODDIL IV - ZAVERECNA USTANOVENI

Clause 16

Non-compliance with the Clauses and
termination

DoloZka 16

NedodrZeni doloZek a vypovézeni
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(a) The data importer shall promptly inform | (a) Dovozce tudaji neprodlené informuje
the data exporter if it is unable to comply vyvozce Udajl, pokud neni z jakéhokoli
with these Clauses, for whatever reason. dtvodu schopen tyto dolozky dodrZet.

(b) In the event that the data importer is in | (b) Pokud dovozce tidaji porusi tyto dolozky
breach of these Clauses or unable to nebo neni schopen tyto dolozky dodrZet,
comply with these Clauses, the data vyvozce Udaji  pozastavi piedavani
exporter shall suspend the transfer of osobnich udaji dovozci udajt, dokud neni
personal data to the data importer until dodrZovani opét zajiSténo nebo smlouva
compliance is again ensured or the contract vypovézena. Timto neni dotéena doloZka
is terminated. This is without prejudice to 14 pism. f).

Clause 14(f).
© Vyvozce udaji je oprdvnén vypoveédét

(c) The data exporter shall be entitled to smlouvu v rozsahu, v némzZ se jednd o
terminate the contract, insofar as it zpracovani osobnich udaji podle téchto
concerns the processing of personal data dolozek, pokud:
under these Clauses, where:

@) vyvozce udaju pozastavil
@) the data exporter has suspended predavani osobnich uidaji dovozci
the transfer of personal data to the udaji podle pism. (b) a dodrZovani
data  importer pursuant to téchto doloZek neni v pfiméfené
paragraph (b) and compliance lhit¢ a v kazdém piipadé do
with these Clauses is not restored jednoho meésice od pozastaveni
within a reasonable time and in obnoveno;
any event within one month of
suspension; (ii) dovozce udaju tyto dolozky
podstatné¢ nebo trvale porusuje
(i) the data importer is in substantial nebo
or persistent breach of these
Clauses; or (iii) dovozce tdaji nedodrzi zavazné
rozhodnuti  piislusSného soudu
(iii))  the data importer fails to comply nebo dozorového uradu tykajictho
with a binding decision of a se jeho povinnosti podle téchto
competent court or supervisory dolozek.
authority regarding its obligations
under these Clauses. V takovych pfipadech o nedodrZeni
informuje piislusny dozorovy tfad. Pokud
In these cases, it shall inform the smlouva zahrnuje vice neZ dvé smluvni
competent supervisory authority of such strany, muZe vyvozce udaju toto pravo na
non-compliance. Where the contract vypovézeni uplatnit pouze ve vztahu k
involves more than two Parties, the data prislusné strané¢, pokud se strany
exporter may exercise this right to nedohodly jinak.
termination only with respect to the
relevant Party, unless the Parties have
agreed otherwise.
(d) Osobni udaje shromaZzdéné vyvozcem

(d) Personal data collected by the data udaju v EU, které byly predany pied
exporter in the EU that has been vypovézenim smlouvy podle pismene (c),
transferred prior to the termination of the musi byt neprodlené¢ vymazény v celém

CONFIDENTIAL 2-13 DUVERNE



contract pursuant to paragraph (c) shall
immediately be deleted in its entirety,
including any copy thereof. The data
importer shall certify the deletion of the
data to the data exporter. Until the data is
deleted or returned, the data importer shall
continue to ensure compliance with these
Clauses. In case of local laws applicable to
the data importer that prohibit the return or
deletion of the transferred personal data,
the data importer warrants that it will
continue to ensure compliance with these
Clauses and will only process the data to
the extent and for as long as required under
that local law.
(e) Either Party may revoke its agreement to
be bound by these Clauses where (i) the
European Commission adopts a decision
pursuant to Article 45(3) of Regulation
(EU) 2016/679 that covers the transfer of
personal data to which these Clauses
apply; or (ii) Regulation (EU) 2016/679
becomes part of the legal framework of the
country to which the personal data is
transferred. This is without prejudice to
other obligations applying to the
processing in question under Regulation
(EU) 2016/679.

rozsahu, vcéetné¢ veSkerych jejich kopii.
Dovozce udajii potvrdi vyvozci tdajt, Ze
byly idaje vymazéany. Dokud nejsou udaje
vymazany nebo vriceny, dovozce udajl
naddle zajiStuje soulad s témito
dolozkami. V pfipad¢, Ze se na dovozce
udaji vztahuji mistni pravni piedpisy,
které mu zakazuji pfedané osobni tudaje
vratit nebo vymazat, dovozce udajl
zarucuje, Ze bude i nadile zajiStovat
dodrzovéni téchto dolozek a bude udaje
zpracovavat pouze v takovém rozsahu a
tak dlouho, jak to uvedené mistni pravo
vyZaduje.
(e Kterdkoli ze stran mulze odvolat svij
souhlas s tim, Ze bude véizdna témito
doloZzkami, pokud i) Evropskd komise
pfijme rozhodnuti podle ¢l. 45 odst. 3
natizeni (EU) ¢. 2016/679 tykajici se
predavani osobnich ddaji, na které se tyto
dolozky vztahuji, nebo ii) se natizeni (EU)
¢. 2016/679 stane soucdsti pravniho ramce
zem¢, do které jsou osobni tdaje
preddvdny. Tim nejsou dotCeny dalsi
povinnosti vztahujici se na dotené
zpracovdni podle nafizeni (EU) ¢.
2016/679.

Clause 17

Governing law

Dolozka 17

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 tidi pradvem zem¢, jeZ umoziuje
uplatiiovat prava nalezejici opravnéné tieti strane.
Strany se dohodly, Ze se bude jednat o pravo Ceské
republiky.

Clause 18

Choice of forum and jurisdiction

Dolozka 18

Volba soudu a piislusnost

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

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

Clause 19

Additional safeguards

DoloZka 19

Dodatecné zdruky
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Without prejudice to Clause 2 and notwithstanding
anything to the contrary in Section 7 of
Commission  Implementing Decision (EU)
2021/914 of 4 June 2021, and in order to ensure
compliance with the conditions of Chapter V of
Regulation (EU) 2016/679, the data exporter and
data importer agree to be bound by these Clauses
in the event and to the extent that the data
importer’s processing of personal data transferred
is considered to be subject to Regulation (EU)
2016/679 (per Article 3(2) of Regulation (EU)
2016/679). In case of any inconsistency, conflict or
contradiction between these Clauses and the
obligations that Regulation (EU) 2016/679
imposes on the data importer, the obligations
imposed by Regulation (EU) 2016/679 shall
prevail.

Aniz by byla dotCena dolozka 2 a bez ohledu na
odliSnd ustanoveni v ¢asti 7 provadéciho
rozhodnuti Komise (EU) ¢. 2021/914 ze dne 4.
Cervna 2021 a za ucelem dodrZzeni podminek
kapitoly V nafizeni (EU) €. 2016/679, se vyvozce
udaji a dovozce udajii dohodli, Ze budou vazani
témito doloZkami v ptipad¢ a v rozsahu, v jakém je
zpracovani prevedenych osobnich udaji dovozce
udajii povaZzovano za upravené nafizenim (EU) ¢.
2016/679 (dle ¢lanku 3, odst. 2 nafizeni (EU) ¢.
2016/679). V ptipadé neslucitelnosti, konfliktu ¢i
rozporu mezi témito dolozkami a zdvazky dovozce
udaji plynoucimi z nafizeni (EU) 2016/679 se
uplatni zdvazky plynouci z nafizeni (EU) C¢.
2016/679.
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APPENDIX

ANNEX 1

DODATEK

PRILOHA I

Refer to Appendix 1 to Attachment A above.

Viz ptiloha 1 k dodatku A vyse.
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ATTACHMENT B

DODATEK B

BUDGET AND PAYMENT SCHEDULE

ROZPOCET A HARMONOGRAM PLATEB

Sponsor: Cogent Biosciences, Inc.

Protocol Number and Title: CGT9486-21-301
entitled “(Peak) A Phase 3 Randomized, Open-
Label, Multicenter Clinical Study Of
CGT9486+Sunitinib vs Sunitinib in Subjects
with Locally Advanced, Unresectable or
Metastatic Gastrointestinal Stromal Tumors”

Zadavatel: Cogent Biosciences, Inc.

Cislo a nazev protokolu: CGT9486-21-301
nazvany ,(Peak) Randomizovani, oteviena,
multicentricka klinicka studie faze 3, pripravku
CGT9486 + sunitinibu v porovnani se
sunitinibem u subjekti s lokalné pokro¢ilymi,
neresekovatelnymi nebo metastatickymi
gastrointestinalnimi stromalnimi tumory*
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