Confidential/ Diivérné

CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINI,CKEM
HODNOCENI

This  Clinical Trial Agreement (this
“Agreement”), valid as of the date of signature
by the last party (“Date of Validity”) and
effective as of the date of its publication in the
Register of Contracts (the “Effective Date”),
is between,

Eikon Therapeutics, Inc., a Delaware
corporation having an address at 3929 Point
Eden Way, Hayward, CA 94545, USA
(“Sponsor”) represented by ICON Clinical
Research Limited located at South County
Business Park, Leopardstown, Dublin 18,
Ireland (“ICRL”)

and

Fakultni nemocnice Hradec Kréalové, having
an address at Sokolska 581, 500 05 Hradec
Krilové - Novy Hradec Kralové, Czech
Republic, Tax ID CZ00179906 (“Provider”)

and

(“Principal Investigator” or “Investigator”)
having an address at Department of Oncology
and Radiotherapy, Fakultni nemocnice Hradec
Kralové; Sponsor, Provider, and Principal
Investigator may be referred to individually as
a “Party” and, collectively, the “Parties”.

Tato Smlouva o klinickém hodnoceni (tato
»Smlouva®“) nabyvajici platnosti dnem
podpisu posledni stranou (,,Datum platnosti®)
a ucinnosti dnem jejiho uvetejnéni v Registru
smluv (,,Datum acinnosti) se uzavira mezi

Eikon Therapeutics Inc., spole¢nosti zapsané
ve stat€ Delaware se sidlem na adrese 3929
Point Eden Way, Hayward, CA 94545, USA,
(,,Zadavatel), kterou zastupuje ICON
Clinical Research Limited, s adresou na South
County Business Park, Leopardstown, Dublin
18, Ireland (“ICRL”),

a

Fakultni nemocnici Hradec Kralové se sidlem
na adrese Sokolska 581, 500 05 Hradec
Kralové - Novy Hradec Kréalové, Ceska
republika, DIC CZ00179906
(,,Poskytovatel*),

a

(,,Hlavni zkouSejici“ nebo ,,ZkouSejici®), s
adresou Klinika onkologie a radioterapie,
Fakultni nemocnice  Hradec  Kralové.
Zadavatel, Poskytovatel a Hlavni zkousSejici
mohou byt jednotlivé oznacovani jako
»Strana“ a spolecné jako ,,Strany*.

WHEREAS, Sponsor desires to conduct a
clinical trial (the “Study”) of investigational
medicinal product EIK1001 (the “Study
Drug”) as part of a multi-center study under a
protocol entitled “A Multicenter, Randomized,
Double-Blind, Active Comparator-Controlled,
Adaptive Phase 2/3 Study to Evaluate the
Safety and Efficacy of EIK1001 and
Pembrolizumab Versus Placebo and
Pembrolizumab as First-Line Therapy in
Participants with Advanced Melanoma”

VZHLEDEM K TOMU, Ze si Zadavatel pieje
provést klinické hodnoceni (,,Studie*)
hodnoceného 1é€ivého pripravku EIK1001
(,,Studijni 1é¢ivo*) jako soucést
multicentrické studie podle protokolu s
nazvem ,, Multicentricka, randomizovana,
dvojite zaslepena studie adaptivni faze 2/3
Fizend aktivnim komparatorem hodnotici
bezpecnost a ucinnost pripravku EIK1001 v
kombinaci s pembrolizumabem oproti placebu
a pembrolizumabu jako lécby prvni linie u
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which may be amended by Sponsor from time
to time, (the “Protocol”) that is incorporated
herein by reference; and

pacientu s pokrocilym melanomem*, ktery
mize Zadavatel pribézné pozmenit
(,,Protokol) a ktery je do této Smlouvy
zaclenén odkazem; a

WHEREAS, Provider has the facilities and
expertise to conduct the Study and Sponsor
wishes to have Provider conduct the Study;

VZHLEDEM K TOMU, ze Poskytovatel ma
zazemi a odborné znalosti k provedeni Studie
a Zadavatel si pieje, aby Studii provedl
Poskytovatel,

WHEREAS, the Study contemplated by this
Agreement is of mutual interest and benefit to
Provider and Sponsor, and will further
Provider’s instructional, basic science,
clinical science and fundamental research
objectives and missions;

WHEREAS, the Sponsor has engaged ICON
Clinical Research Ltd. as a contract research
organization to assist Sponsor in managing
the Study; and

VZHLEDEM K TOMU, ze Studie zamyslena
touto Smlouvou je ve spole¢ném zajmu
Poskytovatele i Zadavatele a ma piinos pro
oba a podpotii cile a poslani Poskytovatele v
oblasti vyuky, zédkladni védy, klinické védy a
zakladniho vyzkumu;

VZHLEDEM K TOMU, ze Zadavatel
angazoval ICON Clinical Research Ltd jako
smluvni vyzkumnou organizaci, ktera mu
bude poméhat pfti fizeni Studie; a

NOW THEREFORE, in consideration of the
mutual covenants contained in this Agreement,
and other good and valuable consideration, the
receipt and sufficiency of which are hereby
acknowledged, the Parties, intending to be
legally bound, agree as follows:

PROTO SE NYNI sohledem na vzijemné
pfisliby obsazené v této Smlouvé a dalsi
vhodnou ahodnotnou protihodnotu, jejiz
pfijeti a dostateCnost se timto uznava, Strany
této Smlouvy dohodly se zdmérem byt pravné
vazany takto:

accordance with: (i) the Protocol and the terms
and conditions of this Agreement, as each may
be amended; (i1) the written instructions of
Sponsor; and (iii) all applicable laws, rules,
regulations and guidelines relating to the
conduct of clinical trials and the protection of
the privacy of those involved in any such
clinical trials, including the current Good
Clinical Practice Guidance (E6) and other
relevant guidelines promulgated by the
International Conference on Harmonisation
and good clinical and medical practice, in
particular Act No. 378/2007 Coll.,, on

1. Conduct of Study. 1. Provadéni Studie.

(a) Scope of Work. Provider shall | (a) Rozsah prace. Poskytovatel

conduct the Study under the supervision of | bude provadét Studii pod dohledem
A in strict , v pfisném

souladu s: (i) Protokolem a podminkami této
Smlouvy, v prabézné platném znéni; (ii)
pisemnymi pokyny Zadavatele; a (iil) vSemi
platnymi zakony, pravidly, pfedpisy a
smérnicemi tykajicimi se provadéni klinickych
hodnoceni a ochrany soukromi téch, ktefi se
takovych klinickych hodnoceni Gi€astni, véetné
aktualnich pokynt pro spravnou klinickou
praxi (E6) a dalSich ptislusnych zvetejnénych
pokyni ~ Mezinarodni  konference 0
harmonizaci a spravné klinick¢é a Iékarské
praxi, a to zejména zakonem ¢. 378/2007 Sb.,
o lécivech, ve znéni pozdéjSich predpist,
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Pharmaceuticals, as amended; Regulation
(EU) No. 536/2014 of the FEuropean
Parliament and of the Council of 16 April 2014
on clinical trials on medicinal products for
human use; Act No. 372/2011 Coll., on Health
Services; and Decree No. 463/2021 Coll., on
detailed conditions for conducting clinical
trials of medicinal products for human use, as
well as all applicable national legislation, EU
regulations and directives on personal data
protection, as implemented at the national
level by Act No. 110/2019 Coll., on the
Personal Data Processing, in particular
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016
on the protection of natural persons with
regard to the processing of personal data and
on the free movement of such data (GDPR)
(collectively, “Applicable Law”). Provider
shall make available all personnel, facilities
and resources necessary to efficiently and
expeditiously accomplish its responsibilities
under this Agreement.

nafizenim Evropského parlamentu a Rady
(EU) €. 536/2014 ze dne 16. dubna 2014 o
klinickych hodnocenich humannich 1é¢ivych
ptipravkli, zdkonem ¢&. 372/2011 Sb., o
zdravotnich sluzbach, a vyhlaskou ¢. 463/2021
Sb., o blizSich podminkdch provadéni
klinického hodnoceni huménnich [écivych
ptipravkl, jakoz 1 veSkerou ndrodni
legislativou, evropskymi nafizenimi a predpisy
ohledn¢ ochrany osobnich udaji, jak byly
implementovany na narodni urovni zdkonem ¢.
110/2019 Sb., o zpracovani osobnich udaju,
zejména Natizenim Evropského parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016 o
ochrang fyzickych osob v souvislosti se
zpracovanim osobnich udaji a o volném
pohybu téchto udaji (GDPR) (souhrnné
,Vztahujici se  pravni  predpisy®).
Poskytovatel poskytne veSkery personal,
zafizeni a zdroje nezbytné k ucinnému a
rychlému plnéni svych povinnosti z této
Smlouvy.

(b) Violation of/Amendments to
Protocol.  Provider shall ensure that the
Protocol is not violated without Sponsor’s
prior written consent and the prior documented
review and approval of the Ethics Committee
designated by Provider in compliance with
Applicable Law (the “EC”), except (i) as
necessary to eliminate immediate hazards to
the safety and welfare of an individual
participating in the Study (each, a “Subject”)
and in conformity with the generally accepted
standards of the medical community or (i) if
such violation is of a minor administrative or
logistical nature (e.g., a change of phone
number). In the event of any violation of the
Protocol, Provider shall notify Sponsor
promptly in writing of such violation and, with
respect to violations described in clause (b)(i),
Provider shall notify Sponsor no later than 72
hours after such violation occurs, and to seek
EC review and approval of such violation as
soon as possible. Any amendment to the

(b) Poruseni/zmény Protokolu.
Poskytovatel zajisti, Ze Protokol se bez
pfedchoziho pisemného souhlasu Zadavatele a
ptedchoziho zdokumentovaného piezkoumani
a schvaleni Etickou komisi jmenovanou
Poskytovatelem v souladu se Vztahujicimi se
pravnimi predpisy (,,EK*) nepovazuje za
poruseny, s vyjimkou pfipadu: (i) nutnosti
odstranit bezprostfedni ohrozeni bezpec¢nosti a
blaha jednotlivce ucastnictho se Studie
(jednotliveé ,,Subjekt*) a v souladu s obecné
uznavanymi standardy Iékafské komunity,
nebo (i1) kdy takové poruseni je méné zdvazné
administrativni nebo logistické povahy (napf.
zména telefonniho Cisla). V  ptipadé
jakéhokoli poruSeni Protokolu Poskytovatel
Zadavatele neprodlené¢ pisemné informuje o
takovém poruseni a s ohledem na poruseni
popsana v ¢lanku (b)(1) jej informuje
nejpozdéji do 72 hodin po takovém poruseni a
co nejdiive pozddda EK o piezkoumani a
schvaleni takového poruseni. Jakakoli zména
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Protocol must be approved in writing by
Sponsor and the EC. Sponsor shall be obliged
to inform the Provider of any amendments to
the Protocol.

Protokolu musi byt pisemné schvalena
Zadavatelem a EK. Zadavatel je povinen o
zménach Protokolu informovat Poskytovatele.

Laws,

() Compliance with
Regulations, and Guidelines. Provider,
Principal Investigator and Study Personnel
shall comply with all Applicable Laws and
guidelines, including but not limited to (a)
regulations and guidance governing the
protection of human subjects, including but not
limited to the Declaration of Helsinki, (b)
regulations and guidance governing the
conduct of clinical research, specifically
including but not limited to all generally
accepted standards of good clinical practice,
including without limitation the current Good
Clinical  Practices  Guidelines of the
International Council for Harmonization of
Technical Requirements for Pharmaceuticals
for Human Use (ICH) (“GCP”), and (c) laws
and regulations governing the purchase and
sale of securities in a company while in
possession of material, non-public information
about that company. Additionally, Provider,
Principal Investigator and Study Staff
Members shall comply with generally
accepted professional clinical and research
standards of care.

() Dodrzovani zakont, nafizeni a
smérnic. Poskytovatel, Hlavni zkousejici
a Studijni pracovnici dodrzuji vSechny

Vztahujici se pravni predpisy a smérnice,
zejména vcetn¢ (a) piedpisi a pokynu
upravujicich ochranu lidskych subjektd,
zejména veetné¢ Helsinské deklarace, (b)
pfedpisi a pokynll upravujicich provadéni
klinického vyzkumu, konkrétn¢ véetné vSech
obecn¢ uznavanych standardt spravné klinické
praxe, véetné aktualnich pokynt pro spravnou
klinickou praxi Mezinarodni rady pro
harmonizaci technickych pozadavki na lé¢iva
pro humanni pouziti (ICH) (,,GCP*), a (c)
zakoni a ptedpist upravujicich nakup a prode;j
cennych papird spolenosti pfi drzeni
podstatnych nevetejnych informaci o dané
spole€nosti. Kromé toho musi Poskytovatel,
Hlavni zkouSejici a Studijni pracovnici
dodrZovat obecné uznavané profesni klinické a
vyzkumné standardy péce.

(d) Inconsistencies. If any
provisions of the Protocol should conflict with
any provisions set forth in the body of this
Agreement, the Protocol shall prevail with
respect to the medical treatment of the Subjects
and this Agreement shall prevail with respect
to all other matters.

(d) Rozpory. Pokud by
nekterd ustanoveni Protokolu byla v rozporu s

jakymikoli ustanovenimi uvedenymi v textu
této Smlouvy, je Protokol rozhodujici v
otazkach I¢kaiské péfe o Subjekty a tato
Smlouva je rozhodujici ve vSech ostatnich
zalezitostech.

(e) Third Party Designees.
Sponsor may retain one or more third parties,
including a contract research organization
(“CRO”), to assist Sponsor in managing the
Study. Provider acknowledges Sponsor’s right
to assign or transfer, in whole or in part,
without the consent of Provider, any of its
rights or obligations under this Agreement to

(e) Externi zmocnénci. Zadavatel
je opravnén angazovat jednu nebo vice tietich
osob, véetné¢ smluvni vyzkumné organizace
(,,CRO*), aby mu pomahaly pii fizeni Studie.
Poskytovatel uznavd pravo Zadavatele bez
souhlasu Poskytovatele zcela nebo Caste¢né
postoupit nebo prevést jakdkoli z jeho prav
nebo povinnosti podle této Smlouvy na
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any such third party. Provider shall permit
such third party to perform any or all of
Sponsor’s obligations, or to exercise any or all

jakoukoli takovou tfeti osobu. Poskytovatel
povoli takové tieti osob¢é plnéni jakychkoli
Zadavatelovych povinnosti nebo vykonavat

collection, storage, and transfer of any samples
or other materials taken from Subjects (the
“Human Materials”), and shall obtain any
consent required from Subjects for the use of
such materials in accordance with the Protocol,
using a consent form that has been reviewed
and approved in advance by Sponsor. Human
Materials include blood, fluid or tissue biopsy
samples collected from Subjects as set forth in
the Protocol, and tangible materials directly or
indirectly derived from such samples. Provider
shall only use such Human Materials in
connection with the Study and in a manner
consistent with such consent, the Protocol and
Applicable Law.

of Sponsor’s rights, under this Agreement. jakékoli Zadavatelova prava podle této
Smlouvy.

® Human Materials.  Provider | (f) Lidsky  material. Pti

shall comply with Applicable Law in the | shromazdovani, uchovavani a pfedavani

jakychkoli vzorkli nebo jinych materialt
odebranych Subjektim (,,Lidsky material®)
dodrzuje Poskytovatel Vztahujici se pravni
predpisy a ziskd jakykoli souhlas Subjektd
pozadovany k pouziti takovych materidlt v
souladu s Protokolem, a to pomoci formulaie
souhlasu, ktery Zadavatel predem zkontroloval
a schvalil. Lidsky materidl zahrnuje vzorky
krve, tekutiny nebo tkanové biopsie odebrané
od Subjekti, jak je uvedeno v Protokolu, a
hmotny materidl pfimo nebo nepifimo
odvozeny z takovych vzorkl. Poskytovatel
pouziva takovy Lidsky material pouze ve
spojeni se Studii a zplsobem, ktery je v
souladu s takovym souhlasem, Protokolem a
Vztahujicimi se pravnimi predpisy.

(g) Adverse Events. Provider shall
promptly notify Sponsor, in accordance with
the Protocol and any Sponsor guidelines with
respect thereto as Sponsor may from time to
time supply to Provider, of any information
concerning any adverse event caused by or
associated with the Study.

(g) Nezddouci piihody. Jakékoli
informace tykajici se jakychkoli nezddoucich
ptihod zplisobenych Studii nebo s ni spojenych
Poskytovatel neprodlené¢ oznami Zadavateli v
souladu s Protokolem a jakymikoli
Zadavatelovymi pokyny, které se k nému
vztahuji a které Zadavatel ptipadné prubézné
Poskytovateli poskytne.

(h) Subject Safety. As required by
Applicable Law governing human subjects

research, Sponsor agrees to promptly notify
Investigator of any serious adverse events
caused by or associated with the Study Drug of
which it becomes aware through Sponsor’s
monitoring process or research results that
could reasonably be expected to affect the
safety or medical care of Subjects or alter the
EC’s approval to continue the Study.

(h) Bezpedi subjekti. V souladu s
pozadavky Vztahujicich se pravnich ptfedpisii
ohledn¢ vyzkumu s lidskymi subjekty souhlasi
Zadavatel s tim, ze bezodkladné informuje
ZkouSejiciho o vSech zavaznych neZadoucich
pfihodach zplisobenych Studijnim 1éCivem
nebo s nim souvisejicich, o nichz se dozvi
prostfednictvim Zadavatelova procesu
monitorovani nebo vysledkli vyzkumu, u nichz
se da davodné¢ predpokladat, Ze ovlivni
bezpecnost nebo Iékaiskou péci o Subjekty
nebo zméni schvaleni EK k pokracovani
Studie.

5

Clinical Trial Agreement — EIK1001-006 / Smlouva o klinickém hodnoceni — EIK1001-006




(i) Facilities. Provider and
Investigator shall conduct the Study solely at
Provider’s facilities located at Fakultni

nemocnice Hradec Kralové, Department of
Oncology and Radiotherapy at Sokolska 581,
Novy Hradec Kralové, 500 05 Hradec Kralove,
Czech Republic.

(i) Zazemi. Poskytovatel a
Zkousejici budou provadét Studii vyhradné v
zdazemi nachézejicim se u Poskytovatele ve
Fakultni nemocnici Hradec Kralové, Klinika
onkologie a radioterapie, na adrese Sokolska
581, Novy Hradec Kralové, 500 05 Hradec
Kralové, Ceska republika.

1)) Approval of Subcontractors.
Provider may not subcontract any of the
services to be performed under this Agreement
without the prior written consent of Sponsor.

1)) Schvalovani  subdodavatelti.
Poskytovatel nesmi  bez  piedchoziho
pisemného  souhlasu Zadavatele zadat

subdodavateli zddnou ze sluzeb, které maji byt
provadény na zdkladé této Smlouvy.

2. Principal Investigator. Provider shall
cause Investigator to supervise the work of all
persons who assist in performing the Study
(each, a “Study Staff Member”). Further, the
Provider and the Investigator shall ensure that
all Study Staff Members shall have the
appropriate  experience,  training  and
qualifications to perform the services and are
trained in the Protocol and Good Clinical
Practices. Prior to beginning the Study,
Provider shall deliver to Sponsor true,
complete and correct signed versions of
Principal Investigator’s investigator statement
on the form provided by Sponsor and copies of
Investigator’s current curriculum vitae and
medical license. During the Study, Provider
shall immediately notify Sponsor in writing if
Provider becomes aware that Investigator
plans to leave or terminate his/her association
with Provider or will otherwise be unable or
ineligible to complete the Study. In the event
Principal Investigator is unable or unwilling to
carry out his/her duties under this Agreement,
Provider may nominate a replacement for such
Principal Investigator. Sponsor, in its sole
discretion, may approve or reject such
replacement. In the event that such
replacement is not approved, Sponsor and
Provider reserve the right to terminate this
Agreement in accordance with the terms and
conditions set forth herein. Sponsor hereby
undertakes not to enter into any other
agreement related to the Study with any
employee of the Provider.

2. Hlavni zkouSejici. Poskytovatel
umozni Zkousejicimu dohliZet na praci vSech
osob, které¢ pomédhaji pfi provadéni Studie
(jednotlive »Studijni pracovnik®).
Poskytovatel a ZkousSejici dale zajisti, aby
vSichni Studijni pracovnici méli odpovidajici
zkuSenosti, Skoleni a kvalifikaci pro provadéni
sluZzeb a byli vyskoleni v Protokolu a spravné
klinické praxi. Pfed zahdjenim Studie
Poskytovatel doru¢i Zadavateli pravdivé,
uplné a spravné podepsané verze prohlaseni
Hlavniho  zkouSejictho  na  formulafi
poskytnutém Zadavatelem a kopie aktudlniho
Zivotopisu a lékaiské licence Zkousejiciho.
Béhem Studie bude Poskytovatel neprodlené
Zadavatele pisemné informovat, pokud se
dozvi, Ze ZkouSejici planuje opustit nebo
ukon¢it své spojeni s Poskytovatelem nebo
jinak nebude schopen nebo nebude zplsobily
Studii dokon¢it. V pfipad¢, ze Hlavni
zkousejici neni schopen nebo ochoten plnit své
povinnosti podle této Smlouvy, mulze
Poskytovatel za  takového  Hlavniho
zkousejiciho jmenovat ndhradu. Zadavatel
muzZe podle vlastniho uvézeni takovou ndhradu
schvalit nebo odmitnout. V piipad¢, ze takova
nahrada nebude schvélena, vyhrazuji si
Zadavatel 1 Poskytovatel pravo ukoncit tuto
Smlouvu v souladu s podminkami zde
uvedenymi. Zadavatel se timto zavazuje, ze
v souvislosti se Studii neuzavie zadnou jinou
smlouvu s Zadnym zaméstnancem
Poskytovatele.
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3. Ethics Committee.  Provider shall
promptly notify Sponsor if the EC takes, or
gives notice of its intent to take, any action that
could reasonably be expected to affect the
Study.

The Sponsor undertakes to prepare reports on
the progress of the clinical trial to the extent
required by applicable laws and to submit them
within the deadlines set by such laws to the
relevant Ethics Committee, the State Institute
for Drug Control (SUKL), the Provider (by
email to ), and,
where applicable, to other authorized entities.

3. Eticka Kkomise. Poskytovatel
neprodlené¢ uvédomi Zadavatele, pokud EK
podnikne nebo oznami svilj zdmér podniknout
jakékoli kroky, u kterych je mozné divodné
predpokladat, ze Studii ovlivni.

Zadavatel se zavazuje zpracovavat zpravy o
prabéhu klinického hodnoceni v rozsahu
stanoveném pravnimi predpisy a tyto v
terminech stanovenych pravnimi piedpisy
predkladat piislusné Etické komisi SUKL,
Poskytovateli (e-mailem na

), piip. dalSim
opravnénym subjektiim.

4. Subject Enrollment and Informed
Consent. Provider shall use best efforts to
enroll Subjects in the Study in accordance with
the Subject eligibility criteria specified in the
Protocol and in compliance with Applicable
Law. Provider and Principal Investigator shall
obtain from all Subjects a signed informed
consent form, in accordance with Applicable
Laws and, provided by Sponsor and approved
the EC, prior to their participation in the Study
or undergoing any Study test, examination or
procedure. Provider will ensure that Principal
Investigator has obtained a signed informed
consent form from a Subject before any
Protocol-mandated procedures are performed
on that Subject at Provider.

Estimated number of Subjects: ||| Gz

4. Nabor subjekti a informovany
souhlas. Poskytovatel vynalozi maximalni
usili k naboru Subjektt do Studie v souladu s
kritérii zpUsobilosti Subjektdi uvedenymi v
Protokolu a v souladu se Vztahujicimi se
pravnimi predpisy. Poskytovatel a Hlavni
zkousejici obdrzi od vSech Subjektii ptred jejich
ucasti ve Studii nebo podstoupenim jakéhokoli
testu, vySetfeni nebo postupu v ramci Studie
podepsany informovany souhlas, ktery je v
souladu se Vztahujicimi se pravnimi predpisy
a je dodany Zadavatelem a schvaleny EK.
Poskytovatel zajisti, aby Hlavni zkouSejici
ziskal od Subjektu podepsany informovany
souhlas pfed tim, neZ budou u tohoto Subjektu
u Poskytovatele provedeny jakékoli postupy
nafizené Protokolem.

Predpokladany pocet Subjekti: ||||||G_

5. Provision of Drug. Sponsor shall
provide at no cost to the Provider, the required
quantities of the Study Drug, in accordance
with the Protocol, solely for Provider’s
performance of the Study. The Study Drug
shall remain the sole property of Sponsor.
Provider shall ensure that the Study Drug is
stored, used, and handled in accordance with
the Protocol, any written instructions provided
by Sponsor, in compliance with Applicable
Law, and not used for any purpose other than
the performance of the Study. Upon

5. Poskytovani 1éciva. Zadavatel
bezplatné poskytne Poskytovateli poZzadovana
mnozstvi Studijniho 1é¢iva v souladu s
Protokolem, a to vyhradné¢ pro provadéni
Studie ze strany Poskytovatele. Studijni léCivo
zistava vyhradnim vlastnictvim Zadavatele.
Poskytovatel musi zajistit, aby bylo Studijni
lé¢ivo skladovano, pouzivano a bylo s nim
zachazeno v souladu s Protokolem, jakymikoli
pisemnymi pokyny poskytnutymi
Zadavatelem a v souladu se Vztahujicimi se
pravnimi ptedpisy, a aby nebylo pouzivano k
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termination or completion of the Study,
Provider shall return any unused Study Drug to
Sponsor or dispose of any unused Study Drug
in accordance with Sponsor’s written
instructions. Provider shall maintain complete
and accurate records relating to the disposition
of all Study Drug supplied to Provider.
Provider shall notify Sponsor of any loss of the
Study Drug (other than use in the Study)
immediately upon notification of such loss.

Study Drug shall be delivered to the hospital
pharmacy in properly packaged containers
designated for the Study Drug and labelled in
accordance with Article 66 of Regulation (EU)
No 536/2014 of the European Parliament and
of the Council on clinical trials on medicinal
products for human use.
Deliveries of the Study Drug shall take place
Monday through Friday between 7:00 a.m. and
2:00 p.m. to hospital pharmacy building No.
20.

jinému ucelu nez k provadéni Studie. Po
ukonceni nebo dokonceni Studie Poskytovatel
vrati jakékoli nepouzité Studijni 1écivo
Zadavateli nebo ho zlikviduje v souladu s
pisemnymi pokyny Zadavatele. Poskytovatel
vede uplné a presné zaznamy tykajici se

nakladani se vSemi Studijnimi 1éCivy
dodanymi  Poskytovateli. Poskytovatel
uvédomi Zadavatele o jakékoli ztraté

Studijniho 1é¢iva (jiné nez pouziti ve Studii)
okamzité po nahlaseni takové ztraty.

Studijni 1é¢ivo bude dodavano do nemocniéni
Iékarny, vzdy v tadné zabalenych obalech
urCenych pro Studijni 1éCivo a oznalené v
souladu s¢l. 66 nafizeni Evropského
parlamentu a Rady ¢. 536/2014, o klinickych
hodnocenich huménnich 1é¢ivych ptipravk.
Dodavky  Studijniho 1é¢iva se budou
uskuteciovat v Po-Pa od 7.00 h do 14.00 h do
budovy nemocni¢ni 1ékarny ¢. 20.

6. Financial Disclosure Information.
At Sponsor’s request, Provider shall cause
Investigator and any sub-investigators to
promptly provide to Sponsor (a) executed
financial disclosure statements in the form
required by Sponsor and (b) such other
financial information as Sponsor may
reasonably request. During the term of the
Study and for a period of 18 months thereafter,
Provider shall cause the Investigator and any
sub-investigators to promptly notify Sponsor
in writing of any changes thereto.

6. Poskytnuti finan¢nich informaci. Na
zadost Zadavatele Poskytovatel zajisti, aby
ZkouSejici a  jacikoli  Clenové  tymu
zkousejiciho neprodlené poskytli Zadavateli
(a) podepsana prohlaSeni o financnich
informacich ve formé poZzadované
Zadavatelem a (b) takové dalSi financni
informace, kter¢ si Zadavatel piimérend
vyzadd. Bé&hem trvani Studie a po dobu 18
mésich po ni Poskytovatel =zajisti, aby
ZkouSejici a pfipadné¢ cClenové tymu
zkousejiciho neprodlené pisemné informovali
Zadavatele o jakychkoliv zménach.

7. Payment.

7. Platby.

(a) Consideration. As
consideration for Provider’s and Investigator’s
participation in the Study, Sponsor shall pay
Provider in accordance with Exhibit A. The
remuneration for the Investigator and Study
Staff Members shall be paid in accordance
with the internal guidelines of the Provider and

7

(a) Uplata. Jako protihodnotu za
ucast Poskytovatele a zkousSejiciho ve Studii
Zadavatel zaplati Poskytovateli v souladu s
Ptilohou A. Odména ZkouSejicimu a
Studijnim pracovnikim bude vyplacena dle
vnitini  smérnice  Poskytovatele, pficemz
Zadavatel nenese Zz&dnou odpovédnost za
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Sponsor is not responsible for any payments to
the Investigator or Study Staff Members and is
relieved of any liability related to the
Provider’s internal allocation of funds. Except
with respect to any payment under Article 15,
if applicable, Provider acknowledges and
agrees that the payments made by Sponsor
under this Section represent Sponsor’s total
financial obligations under this Agreement.
The amounts payable by Sponsor under this
Agreement represent the fair market value of
the services associated with the Study and have
not been determined in a manner that takes into
account the volume or value of any referrals or
business. Provider shall not submit claims to,
or otherwise seek reimbursement from, any
other third party payor, whether public or
private, for any Study Drug, procedure, test,
treatment or other material or service provided
by Sponsor or covered by the amount paid to
Provider hereunder or otherwise paid for by
Sponsor.

platby Zkousejicimu a Studijnim pracovniktim
a je zprostén jakékoli odpovédnosti souvisejici
s internim pierozdélovanim finan¢nich
prostiedkti  Poskytovatelem. S vyjimkou
pifipadnych  plateb podle ¢lanku 15
Poskytovatel bere na védomi a souhlasi s tim,
ze platby provedené Zadavatelem podle tohoto
¢lanku predstavuji celkové finanéni zavazky
Zadavatele podle této Smlouvy.  Castky
splatné Zadavatelem podle této Smlouvy
ptedstavuji spravedlivou trzni hodnotu sluzeb
spojenych se Studii a nebyly stanoveny
zpusobem, ktery by zohlediioval objem nebo
hodnotu  jakychkoli  doporu¢eni  nebo
obchodnich transakci. Poskytovatel nevznese
naroky ani se jinak nedozaduje nahrady od
jakéhokoli jiného externiho platce, at’ uz
vetejného nebo soukromého, za zddné Studijni
1é¢ivo, postup, test, 1écbu nebo jiny materidl
nebo sluzbu poskytnuté Zadavatelem nebo
kryté castkou zaplacenou Poskytovateli na
zdklad¢ této Smlouvy nebo jinak hrazenou
Zadavatelem.

(b) Taxes. Provider acknowledges
and agrees that it shall be solely responsible for
paying the appropriate amount of all applicable
taxes with respect to all compensation paid
pursuant to this Agreement, and that, except as
required by Applicable Laws, Sponsor shall
have no responsibility for withholding or
paying any such taxes for or on behalf of
Provider.

(b) Dané. Poskytovatel bere na
védomi a souhlasi s tim, Ze bude vyhradné
odpovédné za zaplaceni odpovidajici Castky
vSech ptisluSnych dani s ohledem na veskerou
kompenzaci vyplacenou v souladu s touto
Smlouvou a Ze s vyjimkou pfipadl, kdy to
vyZaduji Vztahujici se pravni piedpisy,
Zadavatel nenese Zadnou odpovédnost za
srazky nebo placeni jakychkoli takovych dani
za Poskytovatele nebo jeho jménem.

Principal Investigator and each Study Staff
Member to, prepare, maintain and retain
complete, current, accurate, organized and
legible Study Data (as defined below) as
required by the Protocol and in a manner
acceptable for the collection of data for
submission to, or review by, any national or
other governmental body having legal

8. Study Data. 8. Studijni data.
(a) Complete and Accurate | (a) Kompletni a sprdvné zdznamy.
Records. Provider shall, and shall cause | Poskytovatel piipravi, udrzuje a vede

kompletni, aktudlni, sprdvna, organizovana a
¢itelnd Studijni data (jak je definovéano nize) a
zajisti, aby 1 Hlavni zkouSejici a kazdy ze
Studijnich pracovnikt je ptipravil, udrzoval a
vedl, a to tak, jak to vyzaduje Protokol, a
zpusobem pfijatelnym pro shromazd'ovani
udajt, které maji byt predlozeny jakémukoli
narodnimu nebo jinému stdtnimu organu, ktery
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authority with respect to the Study Drug (each,
a “Regulatory Authority”) and in full
compliance with the Protocol and Applicable
Law. “Study Data” means all laboratory and
clinical data, primary and summary, that are
generated with respect to the Study, including
case report forms, safety information,
informed consent forms and Principal
Investigator’s study notebooks, excluding any
original Subject medical records that are
considered “Source Documents” (as defined
by International Conference on Harmonization
(ICH) Guidance E6 “Good Clinical Practice”).

ma pravni pravomoc ve vztahu ke Studijnimu
1é¢ivu (jednotlive ,,Regulaéni uFad*) nebo jim
prezkoumany, a pIné v souladu s Protokolem a
Vztahujicimi se pravnimi predpisy. ,,Studijni
data“ jsou vSechna laboratorni a klinicka data,
primarni a souhrnnd, ktera jsou generovana ve
vztahu ke Studii, véetné formulara hlaseni o
ptipadu, informaci o bezpec¢nosti, formulafa
informovaného  souhlasu a  studijnich
notebookt Hlavniho zkousejiciho, s vyjimkou
jakychkoli origindl lékafskych zdznamu
Subjektd, které se povazuji za ,,Zdrojové
dokumenty*“ (jak je definovdno v pokynech
E6 Mezinarodni konference o harmonizaci
(ICH) ,,Spravna klinicka praxe®).

(b) Case Report Forms. Provider
shall ensure the completion of all case report
forms required for each Subject using a form
or electronic medium supplied or specified by
Sponsor (the “CRFs”) and within the
timeframe specified by Sponsor. Provider
shall ensure that all CRFs are provided to
Sponsor promptly after completion. At the
request of Sponsor, Provider shall ensure that
any errors in or omissions from such CRFs are
corrected and will provide corrected CRFs,
and records supporting such corrections, to

(b) Formulafe hlaSeni o ptipadu.
Poskytovatel zajisti vyplnéni vSech formulait
pro hlaseni ptipadli pozadovanych u kazdého
Subjektu pomoci formulare nebo
elektronického média  dodaného  nebo
specifikovaného Zadavatelem (,,CRF*“) a v
asovém ramci urCeném Zadavatelem.
Poskytovatel zajisti, aby byly vSechny CRF
poskytnuty Zadavateli okamzité¢ po vyplnéni.
Poskytovatel na Zadost Zadavatele zajisti, aby
byly opraveny jakékoli chyby nebo opomenuti
v takovych CRF a poskytnou opravené CRF a

Provider and Investigator each acknowledges
and agrees that the research to be performed
shall be conducted in whole or in part using
Sponsor's web-based electronic data capture
system (“EDC System”), and Provider and
Investigator will record the clinical data
electronically. All clinical data to be recorded
electronically will be entered by Provider
and/or Principal Investigator into the EDC
System within 5 business days of the Subject
visit during which such data was collected.
Further, all queries will be resolved by
Provider and/or Principal Investigator within 5
business days of query generation. Such EDC
system will comply in all material respects

Sponsor. zaznamy  podkladajici  takové  opravy
Zadavateli.
() Electronic  Data  Capture. | (c) Elektronicky sbér dat.

Poskytovatel i Zkousejici berou na védomi a
souhlasi s tim, Ze vyzkum, ktery mé byt
proveden, bude proveden zcela nebo zcasti
pomoci Zadavatelova webového systému
elektronického sbéru dat (,,Systém EDC®) a
Poskytovatel a ZkouSejici zaznamenavaji
klinick4 data elektronicky. VSechna klinicka
data, ktera maji byt zaznamendna elektronicky,
vlozi Poskytovatel a/nebo Hlavni zkousSejici do
Systtmu EDC do 5 pracovnich dni od
navstévy Subjektu, béhem které byla tato data
shromézdéna. Daéle plati, ze vSechny dotazy
zodpovi  Poskytovatel a/nebo  Hlavni
zkousejici do 5 pracovnich dni od
vygenerovdni dotazu. Takovy Systém EDC
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with any regulations and official guidance
promulgated thereunder and Provider shall
ensure that all activities performed under this
Agreement with respect to such EDC system
are in compliance with Sponsor instructions.
Provider represents for itself and on behalf of
Principal Investigator and all Study Staff
Members that: (a) all data entered into the EDC
System shall be complete, accurate and
reliable; (b) access to the EDC System shall be
restricted, by means of assigned user
identification and password, to the Principal
Investigator and Study Staff Members; (c)
Provider, Principal Investigator and Study
Staff Members shall at all times comply with
the confidentiality and data ownership
provisions hereof and all applicable federal,
state and foreign laws (as applicable), rules and
regulations with respect to all data gathered
pursuant to the Protocol; (d) Provider,
Principal Investigator and Study Staff
Members shall not use any data collected
pursuant to this Agreement in any way outside
the scope of this Agreement, including without
limitation, in a manner that would infringe
upon Sponsor's proprietary rights therein; and
(e) neither Provider nor Principal Investigator
nor any Study Staff Members shall cause the
EDC System or any data entered thereon to be
corrupted or otherwise compromised by means
of a computer virus, worm, or lock-out
mechanism, or any other similar means.
Provider shall be responsible for resolving any
technical issues arising from its computing
environment (including any technical issues
arising from non-study-related computer
hardware or software). Provider shall ensure
that any technical issues preventing use of the
EDC system are promptly reported to an EDC
technical support contact that will be provided
to Provider by Sponsor.

bude ve vSech podstatnych ohledech
vyhovovat vSem nafizenim a oficidlnim
pokyniim v ném zveiejnénym a Poskytovatel
zajisti, aby byly vSechny cinnosti provadéné
podle této Smlouvy s ohledem na takovy
Systétm EDC v souladu se Zadavatelovymi
pokyny. Poskytovatel za sebe a za Hlavniho
zkousejictho a vSechny Studijni pracovniky
prohlasuje, ze: (a) vSechna data vloZena do
systému EDC jsou Uplna, pfesné a spolehliva;
(b) pfistup do Systému EDC je omezen na
Hlavniho zkousSejiciho a Studijni pracovniky
prostiednictvim pridélené uzivatelské
identifikace a hesla; (c) Poskytovatel, Hlavni
zkouSejici a Studijni pracovnici neustale
dodrzuji ustanoveni o divérnosti a vlastnictvi
udajt dle této Smlouvy a vSechny vztahujici se
federalni, statni a zahrani¢ni zdkony (jak se
ptipadné vztahuji), pravidla a predpisy tykajici
se vSech dat shromazdénych podle Protokolu;
(d) Poskytovatel, Hlavni zkousejici a Studijni
pracovnici nepouzivaji zadna data
shromazdéna podle této Smlouvy nijak mimo
ramec této Smlouvy, zejména ne zplisobem,
ktery by porusoval Zadavatelova vlastnicka
prava k nim; a (e) ani Poskytovatel, ani Hlavni

zkouSejici ani Zadni Studijni pracovnici
nezpusobi poskozeni nebo jiné
kompromitovani ~ Systtmu  EDC  nebo

jakychkoli dat do né&; vloZzenych pomoci
pocitatového viru, ¢erva nebo mechanismu
uzameni ani zaddnym jinym podobnym
zpusobem. Poskytovatel je zodpovédny za
feSeni jakychkoli technickych problému
vyplyvajicich z jeho vypocetniho prostiedi
(v€etn¢ jakychkoli technickych problémi
vyplyvajicich z pocitacového hardwaru nebo
softwaru  nesouvisejicich se studii).
Poskytovatel zajisti, aby jakékoli technické
problémy branici uzivani Syst¢ému EDC byly
neprodlené¢ ozndmeny kontaktu technické
podpory EDC, ktery Poskytovateli poskytne
Zadavatel.
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Reporting of Study Data.
Without limiting the
obligations set forth in Section 10(a), Provider
shall provide Sponsor all Study Data as
reasonably requested by Sponsor. Sponsor
shall have free access to all Study Data
maintained by Provider.

(d)

(d) HIé&Seni studijnich dat.Aniz by
byly omezeny povinnosti stanovené v ¢lanku
10(a), poskytne Poskytovatel Zadavateli
veskerd Studijni data, jak bude Zadavatel
piiméfené pozadovat. Zadavatel ma volny
ptistup ke vSem Studijnim datim vedenym
Poskytovatelem.

(e) Periodic Reports and
Meetings. At Sponsor's written request,

Provider and Principal Investigator shall
advise Sponsor of the status of the Study
through regular telephone conversations,
written correspondence, and meetings with
Sponsor.

Pravidelné zpravy a schuzky.
Na Zadavatelovu pisemnou
zadost Poskytovatele a Hlavni zkousSejici
informuji Zadavatele o stavu Studie
prostiednictvim pravidelnych telefonickych
rozhovort, pisemné korespondence a schiizek
s nim.

(e)

§§) Final Report. Provider shall
complete a final report on the Study in
accordance with the Protocol. If the Study is
suspended or terminated prior to completion,
Provider shall provide Sponsor with a final
report of the results of the Study through the
date of suspension or termination. At all
times Sponsor shall remain the sole owner of
the final report.

® Zéavérecnd zprava.
Poskytovatel vypracuje v souladu s
Protokolem zavére¢nou zpravu o Studii.
Bude-li Studie pozastavena nebo ukoncena
pted dokoncenim, poskytne Poskytovatel
Zadavateli zaveérecnou zpravu o vysledcich
Studie do data pozastaveni nebo ukonceni.
Zadavatel stale ziistava jedinym vlastnikem
zaveérené zpravy.

(2) Retention of Study Documentation.
Provider shall retain all Study Documentation
(as defined below) and any other documents
that it is required to retain by Applicable Law
for the longer of (1) twenty-five years after the
termination or conclusion of the Study or (ii)
such longer period as required by Applicable
Law. The Provider shall carry out paid
archiving at the site after the completion of the
Study — _ An invoice for the
paid archiving will be issued upon the
signature of the Agreement.

The Sponsor shall notify the Provider at least 6
months prior to the end of the paid archiving
period that a prolonged archiving is required
and the associated costs will be paid.

(2) Uchovavani studijni dokumentace.
Poskytovatel uchovava veSkerou Studijni
dokumentaci (jak je definovana niZe) a
jakékoli dalsi dokumenty, které je podle
Vztahujicich se pravnich pfedpisit povinno
uchovavat, po dobu delsi z téchto lhat: (i)
dvacet pét let po ukonceni nebo uzavieni
Studie, nebo (ii) doba delsi, jak ji vyzaduji
Vztahujici se pravni piedpisy. Poskytovatel
provede po ukonceni Studie v centru
zpoplatnénou archivaci — . Na
zpoplatnénou archivaci bude vystavena faktura
po podpisu Smlouvy.

Zadavatel v pfedstthu 6 mésici od konce
zpoplatnéné archivace oznami Poskytovateli,
ze trva na dalsi archivaci a uhradi naklady s tim
spojené.
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If the Sponsor fails to notify the Provider of the
request for continued archiving or does not pay
the fee within the above-mentioned period, the
Provider shall be entitled to destroy all
archived Study documents.

V ptipadé¢, ze ve shora uvedené Ilhuté
Zadavatel nesd¢li pozadavek na dalsi archivaci
¢1 neuhradi poplatek na dalsi archivaci, je
Poskytovatel opravnén k likvidaci vSech
archivovanych dokument Studie.

Investigator receives notice that any regulatory
authority intends to audit any activities of
Provider or Principal Investigator that could
reasonably be expected to relate to the Study,
then Provider shall immediately notify
Sponsor (or, when advance notification is
impracticable, promptly notify Sponsor of any
completed audit). Unless prohibited by the
applicable regulatory authority, Sponsor shall
have the right to be present at and to participate
in any such audit with respect to the Study.
Provider shall provide Sponsor with copies of
all pertinent information and documentation
issued by any regulatory authority and any
proposed response. Sponsor shall have the
right to review in advance any responses that
pertain to the Study and provide comments
with respect thereto. Provider shall consider
Sponsor’s comments in good faith. No such
response shall contain any false or misleading
information with respect to the Study, the
Study Drug or Sponsor.

9. Audits and Inspections. 9. Audity a inspekce.
(a) By Regulatory Authorities. In | (a) Ze strany Regula¢nich urada.
the event that Provider or Principal | V pfipadé, Ze Poskytovatel nebo Hlavni

zkousejici obdrzi oznameni, Zze jakykoli
regulacni Gfad ma v umyslu provést audit
jakychkoli  Cinnosti  Poskytovatele nebo
Hlavniho zkousSejiciho, u kterych 1ze rozumné
ptedpokladat, Ze se budou tykat Studie, musi
Poskytovatel okamzit¢ informovat Zadavatele
(nebo pokud je pfedbézné oznadmeni
neproveditelné,  neprodlen¢  informovat
Zadavatele o kazdém dokonceném auditu).
Neni-li to zakdzano pfislusSnym regula¢nim
ufadem, ma Zadavatel pravo byt pfitomen a
ucastnit se jakéhokoli takového auditu
tykajiciho se Studie. Poskytovatel poskytne
Zadavateli kopie vSech pfislusnych informaci
a dokumentace vydané jakymkoli regulacnim
ufadem a jakoukoli navrhovanou odpovéd.
Zadavatel ma pravo piedem piezkoumat
jakékoli odpovédi ohledné Studie a poskytnout
k nim pfipominky. Poskytovatel Zadavatelovy
pfipominky v dobré vife zvazi. Zadna takova
odpovéd’ nesmi obsahovat zZadné nepravdivé
nebo zavadéjici informace ohledné Studie,
Studijniho 1é¢iva nebo Zadavatele.

(b) By Sponsor. During the
retention period set forth in Section 8(g), upon

reasonable advance notice and during regular
business hours, Provider shall make available
to Sponsor or its designee (e.g., CRO), the
Study facilities, the Study Staff Members and
Principal Investigator and, subject to
Applicable Law, all Study Documentation for
purposes of evaluating the progress of the
Study and reviewing, auditing and copying any
Study Documentation. Provider shall, and
shall cause its employees and representatives
to, cooperate with any and all activities
contemplated by this Section and shall ensure
timely access to requested facilities, personnel

(b) Ze strany Zadavatele. Béhem
doby uchovavani stanovené v ¢lanku 8 (g), po
pfiméfené predem zaslaném oznameni a
béhem bézné pracovni doby, zpfistupni
Poskytovatel Zadavateli nebo jeho zmocnénci
(napt. CRO) zazemi Studie, Studijni
pracovniky a Hlavniho zkouSejiciho a v
souladu se Vztahujicimi se pravnimi piedpisy
veSkerou Studijni dokumentaci pro ucely
vyhodnoceni postupu Studie a pfezkoumani,
auditovani a kopirovani jakékoli Studijni
dokumentace. Poskytovatel spolupracuje na
vSech c¢innostech ptfedpokladanych timto
¢lankem (a zajisti, aby jeho zaméstnanci a
zastupci pii nich spolupracovali) a zajisti
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and documentation. If in connection with the
Study or performance of this Agreement,
Sponsor comes into contact with individually
identifiable health information relating to
patients who are not Subjects, Sponsor agrees
to maintain the confidentiality of such
information and not use it for any purpose.

vCasny piistup k pozadovanym zafizenim,
personalu a dokumentaci. Pokud v souvislosti
se Studii nebo plnénim této Smlouvy pfijde
Zadavatel do kontaktu s individudlng
identifikovatelnymi zdravotnimi informacemi
tykajicimi se pacientd, kteti nejsou Subjekty,
zavazuje se, ze zachova duvérnost takovych
informaci a nepouzije je k zddnému ucelu.

Provider shall ensure full disclosure of any and
all Study Documentation (as defined below) to
Sponsor. Sponsor shall own all right, title and
interest, including any patent, trade secret,
trademark, copyright or other proprietary
intellectual property rights (collectively, the
“Rights”) in and to any and all Study
Documentation (other than a Subject’s original
medical records) and Sponsor may utilize such
Study Documentation in any way it deems
legally appropriate. Provider hereby
irrevocably assigns, and Provider shall cause
Principal Investigator and any applicable
Study Staff Member to irrevocably assign, to
Sponsor all of its respective Rights worldwide
in and to such Study Documentation. “Study
Documentation” means work, reports,
writings, designs, methods, computer software
and data recorded in any form, including
electronic mail, that are created, developed,
written, conceived or made by Provider,
Principal Investigator or any Study Staff
Member (whether solely or jointly with others)
as a result of or in connection with the Study
or the performance of Provider’s obligations
under this Agreement, including Study Data,
but excluding any Manuscript (as defined
below) or any original Subject medical records
that are considered “Source Documents” (as
defined by International Conference on
Harmonization (ICH) Guidance E6 “Good
Clinical Practice”).

10. Ownership of Study Documentation | 10. Vlastnictvi Studijni dokumentace a
and Inventions. vynalezii.
(a) Study Documentation. | (a) Studijni dokumentace.

Poskytovatel zajisti uplné poskytnuti veskeré
Studijni dokumentace (jak je definovana niZe)
Zadavateli. Zadavatel vlastni vSechna prava,
vlastnickd prava a podily, véetné jakéhokoli

patentu, obchodniho tajemstvi, ochranné
znamky, autorskych prdv nebo jinych
vlastnickych  prav  duSevniho vlastnictvi

(souhrnné ,,Prava”) k veskeré Studijni
dokumentaci (jiné nez origindly lékatskych
zaznaml Subjektu) a miZze takovou Studijni
dokumentaci pouzit jakymkoli zplsobem,
ktery povazuje za zdkonné¢ vhodny.
Poskytovatel timto neodvolatelné postupuje
Zadavateli vSechna sva piislusnd prava k
takové Studijni dokumentaci po celém svété a
zajisti, aby také Hlavni zkouSejici a jakykoli
Studijni  pracovnici je  neodvolatelné
postoupili. »Studijni  dokumentace*
znamena praci, zpravy, spisy, navrhy, metody,
pocitatovy software a data zaznamenana v
jakékoli formé, vcetné elektronické posty,
které vytvofi, vyvine, napiSe, koncipuje nebo
provede Poskytovatel, Hlavni zkouSejici nebo
kterykoli Studijni pracovnik (at’' uz samostatné,
nebo spole¢né s ostatnimi) v diisledku nebo v
souvislosti se Studii nebo plnénim povinnosti
Poskytovatele podle této Smlouvy, vcetné
Studijnich dat, ale s vyjimkou jakéhokoli
Rukopisu (jak je definovan nize) nebo
jakychkoli originald lékatfskych zaznamul
Subjektu, které se povazuji za ,,Zdrojové
dokumenty* (jak je definovano v pokynech E6
Mezinarodni konference o harmonizaci (ICH)
»Spravna klinickd praxe®).
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(b)

Inventions.

(b) Vynalezy.

(i) Drug Inventions. Sponsor shall own all
Rights in and to each invention, discovery,
know-how, trade secret and other intellectual
property, including any improvement, whether
patentable or not, that is conceived, reduced to
practice, or otherwise made by Provider,
Principal Investigator or one or more Study
Staff Members (whether solely or jointly with
others) (each, an “Inventor”) relating to the
Study Drug or any indications or uses therefor
(collectively, the “Drug Inventions™).
Provider hereby irrevocably assigns and
transfers, and shall cause each Inventor
promptly to irrevocably assign and transfer, all
Rights in each Study Drug Invention to
Sponsor, including disclosing to Sponsor in
writing the conception, reduction to practice or
making of such Study Drug Invention, and,
without additional consideration, assigning
and transferring to Sponsor all Rights to
patents, patent applications and rights to file
for patent protection for such Study Drug
Invention throughout the world. Without
limitation of the foregoing or any other rights
or remedies that may be available to Sponsor,
if for any reason a Study Drug Invention
cannot be assigned and transferred to Sponsor,
Provider hereby grants, and shall cause each
Inventor to grant, to Sponsor an exclusive,
worldwide, perpetual, irrevocable, fully-paid,
royalty-free license, with right to sublicense
through multiple tiers, to exploit such Study
Drug Invention for any and all purposes

(i) Vynalezy souvisejici se studijnim
Ié¢ivem. Zadavatel vlastni vSechna Préva ke
kazdému vynélezu, objevu, know-how,
obchodnimu tajemstvi a jinému dusevnimu
vlastnictvi, véetné jakéhokoli
patentovatelného  ¢i  nepatentovatelného
vylepseni, které bylo vymysleno, zredukovano
na praxi nebo jinak vytvoreno Poskytovatelem,
Hlavnim zkousSejicim nebo jednim nebo vice
Studijnimi pracovniky (at’ uZ samostatné nebo
spole¢né s ostatnimi) (jednotlive ,,Vynalezce*)
ve vztahu ke Studijnimu lé¢ivu nebo jakymkoli
jeho indikacim nebo pouziti (souhrnné
»Vynalezy  souvisejici se  Studijnim
1é¢ivem*). Poskytovatel timto neodvolatelné
postupuje a prevadi (a zajisti, aby také kazdy
Vynalezce neprodlen¢ neodvolatelné postoupil
aprevedl) veskerd prava ke kazdému Vynalezu
souvisejicim se Studijnim 1écivem na
Zadavatele, vcetné toho, Ze mu pisemné
poskytne koncepci, zredukovani na praxi nebo
provedeni takového Vynalezu souvisejiciho se
Studijnim léCivem, a bez dalSiho protiplnéni
postoupi a ptevede na Zadavatele vSechna
prava k patentim, patentovym piihlaSkam a
pravim podat Zadost o patentovou ochranu k
takovému  Vyndlezu  souvisejicimu  se
Studijnim léCivem po celém svété. Bez
omezeni vySe uvedeného nebo jakychkoli
jinych prav nebo opravnych prosttedki, které
mohou byt Zadavateli k dispozici, plati, ze
pokud z jakéhokoli divodu nemulze byt
Vynélez souvisejici se Studijnim lé¢ivem
postoupen a preveden na Zadavatele,
Poskytovatel timto ud€luje (a zajisti, aby
kazdy Vynalezce udélil) Zadavateli vyhradni,
celosvétovou, trvalou, neodvolatelnou, plné
placenou, bezplatnou licenci k vyuzivani
takového Vynalezu souvisejiciho se Studijnim
1é¢ivem pro veskeré ucely s pravem udélovat
sublicence na vice Urovnich.

(ii) Pre-existing Inventions. All
existing inventions and technologies of
Sponsor (including but not limited to the Study

(ii) Ptedchazejici vyndlezy.
Vsechny stavajici vynalezy a technologie
Zadavatele (zejména vcetné Studijniho 1éCiva
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Drug and all inventions and technology
relating to the Study Drug) (the “Sponsor Pre-
existing Property”) belong exclusively to
Sponsor and nothing shall be construed to
grant any license or other right to Sponsor Pre-
existing Property except as expressly set forth
herein for the sole purpose of conducting the
Study. Promptly upon completion or
termination of the Study, Provider and
Principal Investigator shall transfer to Sponsor
all Sponsor Pre-existing Property.

a vSech vynalezi a technologii souvisejicich se
Studijnim lé¢ivem) (,,Zadavateliv
predchazejici majetek”) patfi vyhradné
Zadavateli a nic nelze vykladat tak, ze ud€luje
jakoukoli licenci nebo jiné pravo k
Zadavatelové pfedchazejicimu majetku, pokud
to neni vyslovné uvedeno v této Smlouvé
vyhradné¢ pro ucely provadéni Studie.
Bezprostiedné po dokonceni nebo ukonceni
Studie prevede Poskytovatel a Hlavni
zkousSejici na Zadavatele veskery Zadavateltv
predchazejici majetek.

(iii) Assistance. Provider shall, and
shall cause Principal Investigator, any Inventor
or any other applicable person to, execute all
documents and perform all acts, including
providing reasonable assistance with the filing
and prosecution of any patent applications,
necessary to effect or evidence the ownership
of any Study Documentation, Drug Invention,
and other rights of Sponsor as set forth in this
Agreement, at the request and expense of
Sponsor.

(iii) Asistence.  Poskytovatel na
zadost a néklady Zadavatele vyhotovi (a
zajisti, aby tak ucinil také Hlavni zkousSejici,
kterykoli Vynélezce nebo jakdkoli jina
pfislusnd osoba) vSechny dokumenty a
provede vSechny ukony, vcetné poskytovani
piiméfené pomoci s podanim a prosazovanim
jakychkoli patentovych ptihlasek, které jsou
nezbytné k uskute¢néni nebo prokazani
vlastnictvi jakékoli Studijni dokumentace,
Vynalezu souvisejicim se Studijnim lé¢ivem a
dalSich prav Zadavatele, jak jsou stanoveny v
této Smlouve.

11.  Subject Injury. Sponsor  will
assume responsibility for the payment of
reasonable and appropriate medical and
hospital expenses for the diagnosis and
treatment of adverse events which occur to a
Subject as a direct result of (a) the proper
administration of the Study Drug or (b)
performance of any procedures in accordance
with the Protocol. For the avoidance of doubt,
the foregoing shall not apply to expenses for
the treatment of adverse events that are (1)
unrelated to the administration of the Study
Drug, (2) associated with the normal course of
a disease or condition (e.g., disease
progression) or (3) the result of the negligence
or misconduct of Principal Investigator or
Study Staff Members.

11.  Ujma Subjektu. Zadavatel
pfevezme odpoveédnost za thradu piiméfenych
a odpovidajicich 1€katskych a nemocni¢nich
vydaji za diagnostiku a lécbu nezadoucich
ptihod, které se u Subjektu vyskytnou jako
pfimy disledek (a) tadného podavani
Studijniho 1é¢iva nebo (b) provadéni
jakychkoli postuptt v souladu s Protokolem.
Aby se ptedeslo pochybnostem, vyse uvedené
se nevztahuje na nédklady na 1€¢bu nezddoucich
ptihod, které (1) nesouviseji s podavanim
Studijniho 1é¢iva, (2) jsou spojené s
normalnim pribéhem onemocnéni nebo stavu
(napt. progrese) nebo (3) jsou vysledkem
nedbalosti nebo nespravného jednani Hlavniho
zkousejiciho nebo Studijnich pracovnika.
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unpublished material and information that is
disclosed by or on behalf of Sponsor to
Provider, Principal Investigator, and/or Study
Staff Members in connection with this
Agreement, including, but not limited to,
Study Documents, the investigator's brochure,
the Protocol or synopses thereof and related
materials, any data or other information
provided by or on behalf of Sponsor, as well as
all information generated or developed by
Provider or Principal Investigator in the course
of the performance of the Study and/or
providing other research services in
connection therewith.

12. Confidentiality. 12. Zachovani divérnosti.
(a) Confidential Information. | (a) Duvérné informace.  Vyraz
“Confidential Information” shall mean all | ,,Davérné informace“ znamena veskery

nepublikovany materidl a informace, které
Zadavatel poskytne nebo jsou jeho jménem
poskytnuty Poskytovateli, Hlavnimu
zkousejicimu a/nebo Studijnim pracovnikiim v
souvislosti s touto Smlouvou, zejména vcetné
Studijnich dokumentii, brozury zkousejiciho,
Protokolu nebo jejich souhrnli a souvisejicich
materiald, jakychkoli dat nebo jinych
informaci poskytnutych Zadavatelem nebo
jeho jménem, a také vesSkeré informace
generované nebo vyvinuté Poskytovatelem
nebo Hlavnim zkouSejicim v  pribéhu
provadéni Studie a/nebo poskytovani jinych
vyzkumnych sluzeb ve spojeni s ni.

(b) Confidentiality and Non-Use
Obligations. Provider shall not disclose any
Confidential Information to third parties, nor
use any Confidential Information at any time
except to perform Provider’s obligations under
this Agreement. Provider shall restrict the
dissemination of the Confidential Information
within its own organization to only those
persons who have a need to know it, and shall
ensure that all Study Staff Members and
Principal Investigator, are (1) aware that the
Confidential Information is confidential and
(11) bound by obligations of confidentiality and
non-use at least as stringent of the Confidential
Information as those set forth in this
Agreement. Without limitation to the
foregoing, Provider shall use at least the same
care and discretion in maintaining the
confidentiality of the Confidential Information
as Provider uses with respect to its own most
sensitive confidential information. Provider
shall notify Sponsor immediately, and
cooperate with Sponsor, as Sponsor may
reasonably request, upon Provider’s discovery
of any loss or compromise of any of the
Confidential Information. The obligations of
non-disclosure and non-use set forth in this
Section shall survive and continue for 10 years

(b) Povinnost zachovani
divérnosti a nepouziti. Kromé& plnéni jeho
povinnosti podle této Smlouvy Poskytovatel
neposkytuje zadné Divérné informace tietim
osobam ani je nikdy nevyuziva. Poskytovatel
omezi §iteni Dlvérnych informaci v rdmci své
vlastni organizace pouze na osoby, které je
potiebuji znat, a zajisti, aby vSichni Studijni
pracovnici a Hlavni zkouSejici (1) si byli
védomi toho, Ze Divérné informace jsou
davérné, a (i) byli vazani povinnosti
zachovani  dGvérnosti a  nepouZivani
Dlvérnych informaci alesponn tak pfisnych,
jako jsou ty, které jsou uvedeny v této
Smlouvé. Bez omezeni vySe uvedeného
Poskytovatel pfi zachovani  dlvérnosti
Dlvérnych informaci pouZziva pfinejmensim
stejnou péci a diskrétnost, jakou pouziva ve
vztahu ke svym vlastnim nejcitlivéjSim
divérnym informacim. Poskytovatel okamzité
uvédomi Zadavatele a bude s nim
spolupracovat tak, jak Zadavatel pfipadné
piiméfené pozaduje, jakmile Poskytovatel
zjisti jakoukoli ztratu nebo ohrozeni jakékoli z
Diivérnych informaci. Povinnost zachovani
davérnosti a nepouzivani uvedené v tomto
¢lanku zGstavaji v platnosti a pretrvaji po dobu
10 let po ukonceni nebo vyprseni této Smlouvy
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after the termination or expiration of this
Agreement or such longer period as may be
required by Applicable Law. Notwithstanding
any of the foregoing, the obligations of
confidentiality shall not apply to information
that: (A) is published or otherwise generally
available to the public at the time of disclosure
other than by reason of breach of this
Agreement by Provider; (B) becomes publicly
known subsequent to disclosure by Sponsor to
Provider other than by reason of breach of this
Agreement by Provider; (C) Provider can
demonstrate by competent evidence was in its
possession at the time of disclosure and was
not acquired directly or indirectly from
Sponsor; or (D) Provider can demonstrate by
competent evidence was developed by
Provider without the use of, and independent
from, any information received from Sponsor.

nebo po delsi dobu, jak ji pripadné vyzaduji
Vztahujici se pravni pfedpisy. Bez ohledu na
cokoli z vySe uvedené¢ho se povinnost
zachovani  divérnosti  nevztahuje  na
informace, které: (A) jsou zvefejnény nebo
jinak obecné verejné znamé v dobé zvetejnéni
jinak nez z divodu poruseni této Smlouvy
Poskytovatelem; (B) se stanou vefejné
znamymi poté, co je Zadavatel poskytl
Poskytovateli jinak nez porusenim této
Smlouvy Poskytovatelem; (C) byly v dobé
zvefejnéni v drzeni Poskytovatele a nebyly
ziskany pfimo nebo nepiimo od Zadavatele,
coz muze Poskytovatel prokazat
kompetentnimi dikazy; nebo (D) vytvofil
Poskytovatel bez pouziti jakychkoli informaci
obdrzenych od Zadavatele a nezavisle na nich,
coz muze prokdzat kompetentnim dikazem.

() Exceptions to Non-Disclosure.
Notwithstanding any of the foregoing:

() Vyjimky ze zakazu
poskytovani informaci. Bez ohledu na cokoli
z vySe uvedeného plati dale uvedené:

@) To the extent that
Provider is required to disclose Confidential
Information to EC members, safety review
boards or other persons or entities as necessary
to perform its duties under this Agreement,
Provider may make such disclosure; provided,
that (A) the recipient has first agreed to be
bound by obligations of confidentiality and
non-use at least as protective of Confidential
Information as those set forth in this Section
and (B) the disclosure contains a statement
indicating that the information is confidential
and that it may not be disclosed to third parties.

@) V rozsahu, v jakém je
Poskytovatel povinen poskytnout Divérné
informace Clenim EK, bezpecnostnim
vybortim nebo jinym osobam nebo subjektim,
jak je to nezbytné pro plnéni jejich povinnosti
podle této Smlouvy, je Poskytovatel opravnén
takové poskytnuti provést za predpokladu, ze
(A) ptijemce nejprve souhlasil s tim, Ze bude
vazan povinnosti zachovani ddvérnosti a
nepouzivani Divérnych informaci alespon ve
stejné mife, jako jsou ty, které jsou uvedeny v
tomto clanku, a (B) zvefejnéni obsahuje
prohldseni o tom, Ze informace jsou divérné a
ze nesmi byt poskytnuty tfetim osobam.

(i) Provider may disclose
Confidential Information if and solely to the
extent Provider is requested to disclose
Confidential Information, including Study
Data, by a lawful judicial, administrative, or
other governmental order or any regulatory
authority; provided, that Provider shall
promptly notify Sponsor in writing of, and

(ii) Poskytovatel je
opravnén poskytnout Divérné informace
pouze v rozsahu, v jakém je o poskytnuti
Diivérnych informaci, véetné Studijnich dat,
pozadano zédkonnym soudnim, spravnim nebo
jinym statnim nafizenim nebo jakymkoli
regulacnim ufadem, ovsem s tim, Ze
Poskytovatel neprodlené¢ pisemné uvédomi
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permit Sponsor to defend against, any such
order of disclosure to the extent permitted by
Applicable Law and Provider shall assist in
such defense.

Zadavatele a umozni mu brénit se proti
takovému ptikazu poskytnout v rozsahu
povoleném Vztahujicimi se pravnimi ptedpisy
a bude mu pfi takové obrané¢ poméahat.

(d) External Discussions. Without
limitation of this Section, Provider shall not,
and shall cause each Study Staff Member and
Principal Investigator not to, discuss the Study
or the Study Drug with any financial, securities
or industry analyst or with the media.

(d) Externi diskuse. Bez omezeni
tohoto ¢lanku Poskytovatel nemluvi o Studii
nebo Studijnim Ié¢ivu s zadnymi financnimi
analytiky, analytiky cennych papird nebo
pramyslovymi analytiky ani s médii a zajisti,
aby ani zadny Studijni pracovnik a Hlavni
zkousejici o nich nemluvili.

(e) Return of Confidential
Information. Except with respect to Study
Data, which shall be governed by Section 8(g),
upon the termination of this Agreement or
upon Sponsor’s earlier written request,
Provider shall promptly return to Sponsor all
documents, electronic or other tangible
embodiments of Confidential Information, and
any and all copies thereof, and those portions
of any documents, that incorporate or are
derived from Confidential Information.
Notwithstanding any of the foregoing,
Provider may retain one copy of each business
document (but not Study Data, which shall be
governed by Section 8(g)) generated by
Provider in connection with this Agreement as
required by Applicable Law and for archival
purposes only, and all such retained documents

(e) Vraceni Duvérnych informaci.
S vyjimkou Studijnich dat, na ktera se vztahuje
¢lanek 8 bod (g), Poskytovatel po ukonceni

vvvvvv

zadosti Zadavatele urychlené vrati Zadavateli
vSechny dokumenty, elektronickd nebo jina
hmatatelnd provedeni Divérnych informaci a
veskeré jejich kopie a ty casti jakychkoli
dokumentt, které obsahuji Divérné informace
nebo jsou z nich odvozeny. Bez ohledu na
vySe uvedené si miize Poskytovatel ponechat
jednu kopii kazdého obchodniho dokumentu
(nikoli vSak Studijni data, na ktera se vztahuje
¢lanek 8(g)) vygenerovaného Poskytovatelem
v souvislosti s touto Smlouvou, jak to vyZzaduji
Vztahujici se pravni piedpisy, a to pouze pro
ucely archivace, a na vSechny takto
uchovavané dokumenty se vztahuji povinnosti

exercising rights or performing obligations
under or in connection with this Agreement,
neither Party shall use the name, insignia,
symbol, trademark, trade name or logotype of
the other Party in any press release,
promotional material or other public disclosure
or statement without the other Party’s prior
written consent in each instance, unless such
disclosure is required by applicable law or the
requirements of a national securities exchange
or another similar regulatory body, in which

shall be subject to the confidentiality | zachovani divérnosti a omezeni pouzivani v
obligations and wuse restrictions of this | rdmci této Smlouvy.

Agreement.

® No Use of Names. In | () Nepouzivani jmen. Pfi vykonu

prav nebo plnéni povinnosti vyplyvajicich z
této Smlouvy nebo v souvislosti s ni zadna ze
Stran bez pfedchoziho pisemného souhlasu
druhé Strany pro kazdy jednotlivy ptipad
nepouzije jméno, znak, symbol, ochrannou
znamku, obchodni ndzev nebo logotyp druhé
Strany v zadné tiskové zprave, propagacnim
materidlu ani jiném vefejném sdéleni nebo
prohldseni, pokud takové  poskytnuti
nevyzaduji vztahujici se pravni piedpisy nebo
pozadavky narodni burzy cennych papirti nebo
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event the disclosing Party shall notify the other
Party prior to making such disclosure;
provided, however, that Sponsor shall have the
right to identify Provider as the entity that
performed the Study and Principal Investigator
with respect to his/her role in the Study. Each
Party shall ensure that its employees, agents,
and permitted subcontractors observe the
provisions of this Section(. Notwithstanding
anything to the contrary in this Agreement,
Provider acknowledges that Sponsor may be
required to register the Study in the
ClinicalTrials.gov database, or an equivalent
database, and to submit certain information or
results to such database, and Provider hereby
agrees that Sponsor may use the names of
Provider and Principal Investigator in such
registration.

jiného podobného regula¢niho organu, a v
takovém piipad¢ Strana poskytujici informace
pied takovym poskytnutim informuje druhou
Stranu, ovsem s tim, ze Zadavatel ma pravo
identifikovat Poskytovatele jako subjekt, ktery
provedl Studii, a Hlavniho zkouSejiciho s
ohledem na jeho roli ve Studii. Kazda ze Stran
zajisti, aby jeji zaméstnanci, zastupci a
povoleni subdodavatelé dodrzovali ustanoveni
tohoto c¢lanku0. Bez ohledu na cokoli
opacného, co je obsazeno v této Smlouvé, bere
Poskytovatel na védomi, ze Zadavatel muze
byt povinen zaregistrovat Studii v databazi
ClinicalTrials.gov nebo ekvivalentni databazi
a poskytl do takové databaze urcité informace
nebo vysledky, a Poskytovatel timto souhlasi s
tim, ze Zadavatel mlze pii takové registraci
pouzivat jména Poskytovatele a Hlavniho

Notwithstanding confidentiality obligations
stated herein, upon completion or termination
of the Study and subject to this Section,
Provider may publish, otherwise publicly
disclose (collectively, ‘“Publish”; such a
Publishing is a “Publication”) or submit for
Publication an article, manuscript, abstract,
report, poster, presentation, or other material
that includes: (i) an analysis of the results of
the Study; (i1) a summary of the Protocol; and
(111) supporting data generated by the Study
and identifying information regarding the
Study Drug, in each case as would be
reasonably required for purposes of
publication in a peer-reviewed scientific
journal (each, a “Manuscript”).

zkousejiciho.
13. Publication. 13. Publikace.
(a) Right of Publication. | (a) Pravo na publikovdni. Bez

ohledu na povinnosti zachovani duavérnosti
uvedené¢ v této Smlouvé je Poskytovatel
opravnén po dokonceni nebo ukonceni Studie
a v souladu s timto ¢lankem publikovat nebo
jinak zvefejnit (souhrnné ,,Publikovat®;
takové publikovani je ,,Publikaci”) nebo
predlozit k publikaci ¢lanek, rukopis, abstrakt,
zpravu, plakat, prezentaci nebo jiny material,
ktery obsahuje: (i) analyzu vysledkd Studie;
(i1) shrnuti Protokolu; a (iii) podkladova data
generovand Studii a identifikani informace
tykajici se Studijniho 1éc¢iva, v kazdém piipade
tak, jak by se pfiméien¢ pozadovalo pro tcely
publikace v recenzovaném védeckém Casopise
(jednotlive ,,Rukopis®).

(b) Multi-Center Publication.
Without the prior written consent of Sponsor,
Provider shall not Publish or submit for
Publication, directly or indirectly, any
Manuscript prior to the publication of an
article in a peer-reviewed scientific journal
summarizing the data generated by all of the
study centers, unless no such article is

(b) Multicentrickd publikace. Bez
pfedchoziho pisemného souhlasu Zadavatele
Poskytovatel pfimo ani nepfimo nepublikuje
ani neptredlozi k publikaci zddny rukopis pied
publikaci ¢lanku v recenzovaném védeckém
Casopise, ktery shrnuje data vytvofena vSemi
studijnimi centry, pokud ovSem nenastane
situace, kdy takovy ¢lanek neni ptedlozZen k
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submitted for publication before the second
anniversary of the finalization of the multi-
center database, in which case Provider may
Publish or submit for Publication a Manuscript
without further delay (subject to the other
Sections of this Article 13). Provider shall
cooperate reasonably with one or more
principal investigators involved in the multi-
center study to which the Study relates, such
investigator(s) to be selected by Sponsor in
Sponsor’s sole discretion, to enable such
investigator(s) to complete and submit for
publication within the 24-month period
following the finalization of the multi-center
database an analysis of the results of the multi-
center study, and such supporting data
generated by the multi-center study as would
be reasonably required for purposes of
publication in a peer-reviewed scientific
journal (which publication shall be subject to
the other Sections of this Article 13).

publikaci pied druhym vyro¢im dokonceni
multicentrické databaze. V takovém ptipadé
muze Poskytovatel bez dalSiho prodleni
Rukopis Publikovat nebo predat k Publikaci (s
vyhradou ostatnich ustanoveni tohoto ¢lanku
13). Poskytovatel ~bude pfiméfené
spolupracovat s jednim nebo vice hlavnimi
zkousejicimi zapojenymi do multicentrické
Studie, ke které se Studie vztahuje, pficemz
takové zkousejici vybere Zadavatel podle
svého vyhradniho uvaZeni, aby umozZnili
zkousejicim dokoncit a predlozit k publikovani
behem 24 mésicti po dokonceni multicentrické
databaze analyzu vysledki multicentrické
Studie a podkladova data generovana
multicentrickou studii, jak by byly pfiméten¢
nutné pro Gcely publikovéani v recenzovaném
veédeckém casopise (pficemz toto publikovani
podléha ostatnim ustanovenim tohoto ¢lanku
13).

() Review  Period. Without
limitation of Section 13(b), not less than 60
days prior to the earlier of Publication or
submission for Publication of any Manuscript,
Provider shall provide Sponsor with a copy of
the Manuscript (unless the Manuscript is an
abstract, presentation, or poster, in which case
Provider shall provide Sponsor with a copy not
less than 15 days prior to the earlier of
Publication or submission for Publication).
Provider shall consider in good faith any
comments submitted by Sponsor regarding the
content thereof, and shall delete any Sponsor
Confidential Information (other than the items
permitted to be Published under Section 13(a))
that Sponsor requests in writing be deleted. At
Sponsor’s request, Provider shall delay
Publication or submission for Publication of
the Manuscript, as the case may be, for an
additional 60 days to allow patent applications
to be filed, at Sponsor’s expense, on one or
more Drug Inventions not previously
Published that are disclosed in the Manuscript.

() Kontrolni  obdobi. Bez
omezeni ¢lanku 13(b) Poskytovatel nejméné
60 dni pfed Publikaci jakéhokoli Rukopisu
nebo jeho predloZzenim k Publikaci poskytne
Zadavateli jeho kopii (pokud Rukopis neni
abstrakt, prezentace nebo plakat — v takovém
ptipadé poskytne Zadavateli kopii nejméné 15
dntt pfed Publikaci nebo ptredloZzenim k
Publikaci, podle toho, co nastane dfive).
Poskytovatel v dobré vife zvazi vSechny
komentéafe ptedlozené¢ Zadavatelem ohledné
jejich obsahu a vymaze veskeré Zadavatelovy
Dlvérné  informace  (kromé  polozek
povolenych k Publikovéni podle ¢lanku 13(a)),
0 jejichz vymazani Zadavatel pisemné pozada.
Na Zadost Zadavatele Poskytovatel odlozi
Publikovéni, pfipadné pfedlozeni Rukopisu k
Publikovéni, o dalsich 60 dni, aby bylo mozné
na naklady Zadavatele podat patentové
pfihlaS8ky na jeden nebo vice dosud
nezvetejnénych vynalezli souvisejicich s
1é¢ivem, které jsou zvetejnény v Rukopisu.
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(d) Data in Study Documentation.
Provider shall not make available to any third
party, without the prior written consent of
Sponsor, the data that is contained in the Study
Documentation (whether or not such data is
also contained in Subject’s medical records or
any other document or database owned or
controlled by Provider), in a manner that
would reasonably enable such third party to
reconstruct the compilation of data contained
in the Study Documentation (or to construct a
substantially similar compilation); provided,
however, that Provider may make available
such data (but may not permit the copying of
such data) to a third party in connection with
the peer review of the results of the Study for
purposes of Publication in a peer-reviewed
scientific journal subject to this Section herein.

(d) Data ve Studijni dokumentaci.
Poskytovatel bez piedchoziho pisemného
souhlasu Zadavatele nezptistupni zadné tieti
osob¢ udaje, které jsou obsazeny ve Studijni
dokumentaci (bez ohledu na to, zda takova
data jsou nebo nejsou obsazena také v
I¢karskych zaznamech Subjektu nebo v
jakémkoli jiném dokumentu nebo databazi
vlastnéné nebo kontrolované Poskytovatelem),
zpusobem, ktery by takové tfeti osob¢
piiméfené umoznil rekonstruovat kompilaci
dat obsazenych ve Studijni dokumentaci (nebo
sestavit v podstaté podobnou kompilaci),
ovsem s tim, ze Poskytovatel mize takova data
zpfistupnit (ale nesmi povolit jejich
kopirovéani) tfeti osobé v souvislosti s
odbornym hodnocenim vysledk Studie pro
ucely Publikace v recenzovaném veédeckém
Casopise podle tohoto ¢lanku této Smlouvy.

(e) Miscellaneous. Subject to
Sections herein, the authorship and final
contents, including scientific conclusion and
professional judgments, of any Manuscript
submitted by Principal Investigator shall be
determined by Principal Investigator. If
Provider or Principal Investigator Publishes a
Manuscript, Provider hereby grants, and shall
cause Principal Investigator promptly to grant,
Sponsor a  non-exclusive,  perpetual,
irrevocable, worldwide, fully-paid, royalty-
free right and license to make and distribute
copies of such Manuscript under any copyright
privileges that Provider and Principal
Investigator may have. Sponsor shall have the
right to publish independently the results of the
Study. If required by the journal to which a
Manuscript is submitted, or upon request by
Sponsor, Provider shall publicly acknowledge
in any Manuscript Sponsor’s financial or
editorial contribution to the Study, and
Provider may use the Sponsor’s name for that

purpose.

(e) Riazné. V  souladu s
ustanovenimi této Smlouvy urcuje autorstvi a
kone¢ny obsah, vcetné védeckych zavéru a
odbornych posudki, jakéhokoli Rukopisu
pfedloZzeného Hlavnim zkouSejicim Hlavni
zkousSejici. Pokud Poskytovatel nebo Hlavni
zkousejici publikuji Rukopis, Poskytovatel
timto udéluje (a zajisti, aby Hlavni zkouSejici
neprodlen¢ udé¢lil) Zadavateli nevyhradni,
trvalé, neodvolatelné, celosvétové, plné
uhrazené, bezplatné pravo a licenci na
vytvareni a distribuci kopii takového Rukopisu
pod jakymikoli autorskymi pravy, ktera
Poskytovatel a Hlavni zkousejici ptipadné ma.
Zadavatel ma pravo nezavisle publikovat
vysledky Studie. Na vyzadéani ¢asopisu, do
kterého je Rukopis zasilan, nebo na zadost
Zadavatele Poskytovatel u kazdého Rukopisu
vefejné uznd Zadavateliv finanéni nebo
redakéni piispevek ke Studii a pro tento ucel je
opravnéno pouzit Zadavatelovo jméno.
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14. Representations, Warranties, and
Covenants. Provider represents, warrants and
covenants to Sponsor as follows:

14. ProhlaSeni, zaruky a zavazky.
Poskytovatel prohlasuje, zarucuje a zavazuje
se vuci Zadavateli takto:

(a) (1) It has the legal authority and
right to enter into this Agreement; (ii) it will
not enter into any agreement with any third
party to fund or financially support the Study
without the express prior written consent of
Sponsor; and (iii) this Agreement has been
duly executed and delivered by it and
constitutes a valid, binding obligation
enforceable against it in accordance with its
terms.

(a) (1) Poskytovatel ma zédkonnou
pravomoc a pravo uzaviit tuto Smlouvu; (ii)
bez vyslovného piedchoziho pisemného
souhlasu Zadavatele neuzavie s zadnou tieti
osobou zadnou Smlouvu o financovani nebo
finan¢ni podpote Studie; a (iii) tato Smlouva
byla fadné podepsana a dorucena a predstavuje
platny, zavazny zdvazek, ktery je vici ni
vymahatelny v souladu s jejimi podminkami.

(b) Provider shall cause Principal
Investigator and all Study Staff Members to
perform the Study appropriately,
professionally and efficiently.

(b) Poskytovatel zajisti, aby Hlavni
zkousejici a vSichni Studijni pracovnici Studii
provadéli nalezité, profesionalné a efektivné.

() None of Provider, Principal
Investigator or any Study Staff Member is, or
at any time during the course of the Study shall
be, subject to any conflicting obligations or is
party to any conflicting arrangements that
might interfere with the performance of the
Study or that might impair the acceptance of
the resulting data by any regulatory authority.

(c) Poskytovatel, Hlavni zkousejici
ani zadny Studijni pracovnik nepodléhd ani
kdykoli v pribéhu Studie nebude podléhat
Zadnym protichidnym zavazklim ani neni
ucastnikem Zadnych konfliktnich ujedndni,
kterda by mohla narusit provadéni Studie nebo
ovlivnit pfijiméani vyslednych dat jakymkoli
regula¢nim Ufadem.

(d) Neither Provider nor Principal
Investigator has been nor is Provider or
Principal Investigator currently debarred, and
neither Provider nor Principal Investigator is
currently using, or will use, in any capacity, in
connection with the performance of the Study,
the services of any individual (including
Principal Investigator and the Study Staff
Members), corporation, partnership, or
association that has been debarred or, to the
best of its knowledge, proposed for debarment,
or otherwise disqualified or suspended from
performing a clinical research study or
otherwise subject to any restrictions or
sanctions by any Regulatory Authority or
institutional review board. In the event that
Provider or Principal Investigator receives
notice of, or otherwise becomes aware of, the

(d) Poskytovatel ani Hlavni
zkousejici neméli ani v soucasné dobé nemayji
zakaz cCinnosti. Poskytovatel ani Hlavni
zkousSejici v soucasné dobé nevyuZivaji ani
nebudou vyuzivat v Zadné pozici v souvislosti
s provadénim Studie sluzby Zadné fyzické
osoby (v€etné¢ Hlavniho zkousejictho a
Studijnich pracovniki), korporace, partnerstvi
nebo asociace, které maji zakaz ¢innosti, ani
podle jejich nejlepsiho védomi u nich neni
navrzen  zakaz  Cinnosti  nebo  jina
diskvalifikace nebo pozastaveni ucasti na
provadéni klinické vyzkumné studie ani se na
né jinak nevztahuji Zd&dnd omezeni ani sankce
ze strany jakéhokoli Regula¢niho tfadu nebo
revizni komise zdravotnického zafizeni. V
piipadé, ze Poskytovatel nebo Hlavni
zkousejici obdrzi ozndmeni nebo jinak ziska
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debarment, proposed debarment or such other
disqualification, suspension, restriction or
sanction of itself or any individual (including
Principal Investigator and the Study Staff
Members), corporation, partnership, or
association providing services in connection
with the performance of the Study, Provider or
Principal Investigator, as applicable, shall
notify Sponsor immediately and Sponsor shall
have the right to immediately terminate this

informaci o zakazu ¢innosti, navrhu na zakaz
¢innosti nebo takové jiné diskvalifikaci,
pozastaveni, omezeni nebo sankci pro n¢j nebo
jakoukoli fyzickou osobu (véetné¢ Hlavniho
zkousejictho a  Studijnich  pracovniki),
korporaci,  partnerstvi nebo  asociaci
poskytujici sluzby v souvislosti s provadénim
Studie, pak Poskytovatel, pfipadné¢ Hlavni
zkousejici toto neprodlen¢ oznami Zadavateli
a Zadavatel mé pravo tuto Smlouvu okamzité¢

each Study Staff Member and Principal
Investigator to, handle all Study Data
(including Subjects’ medical records) in
accordance with all Applicable Law and shall
ensure that they obtain from each Subject a
valid authorization in form and substance,
acceptable to Sponsor, permitting Provider and
Principal Investigator to provide Sponsor with
the Study Data, including Subjects’ “protected
health information,” as may be necessary to
audit or monitor the Study and, in the case of
Sponsor and its designees, to receive and use
such protected health information for any and
all purposes related to Sponsor’s business and
as contemplated in this Agreement and to
satisfy Provider’s and Principal Investigator’s
other obligations under this Agreement with
respect to the Study Data.

Agreement upon written notice to Provider. vypovédét pisemnou vypoveédi zaslanou
Poskytovateli.
(e) Provider shall, and shall cause | (e) Poskytovatel nakladé (a zajisti,

aby kazdy Studijni pracovnik a Hlavni
zkousejici nakladal) se vSemi Studijnimi daty
(vCetn¢ 1¢karskych zdznamt Subjektl) v
souladu se vSemi Vztahujicimi se pravnimi
ptedpisy a zajisti, aby od kazdého Subjektu
obdrzeli platné povoleni ve form¢ a obsahu
pfijatelnych pro Zadavatele, coZ umoZiuje
Poskytovateli a Hlavnimu zkouSejicimu
poskytovat Zadavateli Studijni data, vCetné
»chranénych zdravotnich informaci* Subjekti,
kter¢ mohou byt nezbytné k auditu nebo
monitorovani Studie, a v piipad¢ Zadavatele a
jeho zmocnéncti k pfijiméni a pouzivani
takovych chranénych zdravotnich informaci
pro  veSker¢  UCely  souvisejici  se
Zadavatelovym podnikdnim a tak, jak je
uvedeno v této Smlouvé, a pro splnéni dalSich
zavazkl Poskytovatel a Hlavniho zkousSejiciho
podle této Smlouvy s ohledem na Studijni data.

® Principal Investigator and all
Study Staff Members have executed (or,
before performing any Study activities, shall
execute) a written agreement with Provider in
which each such person is under an obligation
to assign to Provider all right, title and interest
in and to all Study Documentation and Study
Drug Inventions as necessary to effect the
intellectual property ownership provisions of
Sections 10(a) and 10(b).

® Hlavni zkousSejici a vSichni
Studijni pracovnici uzavieli (nebo pted
provedenim jakychkoli aktivit v rdmci Studie
uzaviou) pisemnou smlouvu s
Poskytovatelem, ve které je kazda takova
osoba povinna postoupit Poskytovateli veskera
prava, naroky a podily na veskeré Studijni
dokumentaci a Vynalezech souvisejicich se
Studijnim lé¢ivem tak, jak jsou nezbytné k
napliovani ustanoveni ¢lanku 10 (a) a 10 (b) o
dusevnim vlastnictvi.
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Principal Investigator and Study Staff
Members (collectively, “Indemnitee(s)”),
from and against any and all losses, damages,
and settlement amounts (including reasonable
attorneys’ fees and court fees (hereinafter
“Losses”) in connection with any third party
claim, including claim for indemnification for
of bodily injury (including death) (hereinafter
a “Claim”) that may be brought as a result of
an Indemnitee’s administration of Study Drug
in the performance of the Study or the
performance of any medical procedure called
for by and administered pursuant to the
Protocol, or the use by Sponsor of the results
of the Study. Notwithstanding the foregoing,
Sponsor shall not be liable for any such Claim,
to the extent that a Claim arises directly,
whether primarily or on a contributory basis,
from: (1) the failure of an Indemnitee to comply
with the material terms of this Agreement, the
Protocol, Study Documents or Sponsor's (or its
agent's) written instructions concerning the use
or administration of the Study Drug, (i1) the
failure of an Indemnitee to comply with
applicable laws, regulations or applicable
standards of care, such as GCP, or (iii) an

15. Indemnity and Insurance. 15. Odskodnéni a pojisténi.

(a) By Sponsor. (a) Ze strany Zadavatele.

(i) Sponsor  agrees to | (i) Zadavatel souhlasi s
defend, indemnify and hold harmless Provider, | tim, Ze bude obhajovat, odSkodni a pievezme
its officers, directors, agents and employees, | odpovédnost za  Poskytovatele, jeho

funkcionére, feditele, zastupce a zaméstnance,
Hlavniho zkousSejiciho a Studijni pracovniky
(spolecné ,,OdSkodiiované osoby”) za
jakékoli ztraty, Skody a castky vyrovnani
(v€etn¢ priméfenych poplatkh za pravni
zastoupeni a soudnich poplatkll) (dale jen
YLtraty) v souvislosti s jakymkoli narokem
tteti osoby, zejména narok na ndhradu Gjmy na
zdravi (vCetné smrti) (dale jen ,,Narok®), jez
muzou byt zpisobeny v disledku podani
Studijniho 1é¢iva Odskodnovanou osobou pfi
provadéni Studie nebo provadeéni jakéhokoli
1ékatského postupu, ktery se vyzaduje a ktery
se provadi v souladu s Protokolem, nebo v
disledku vyuziti vysledkt Studie
Zadavatelem. Bez ohledu na vySe uvedené
nenese Zadavatel odpovédnost za Zzadny
takovy Narok v rozsahu, v jakém Néarok
vznikne pfimo, at’ uZ primarné nebo v rdmci
pfispéni, z: (i) nesplnéni podstatnych
podminek této Smlouvy, Protokolu, Studijnich
dokumentiT  nebo  pisemnych  pokyni
Zadavatele (nebo jeho zastupce) ohledné
pouziti nebo podavani Studijniho léCiva ze
strany OdSkodnované osoby, (ii1) nedodrzeni
vztahujicich se pravnich ptedpist, predpist

event any claim is made or a lawsuit is
initiated, those Indemnitees against whom
such lawsuit is brought or a claim is made shall
notify Sponsor promptly, in writing, after such
a claim or lawsuit has been served upon them.
The Indemnitees against whom such claim or
lawsuit is brought agree to cooperate fully with

Indemnitee's negligence, or willful or | nebo standardd péce, naptiklad GCP, ze strany

intentional malfeasance or misconduct. Odskodnované osoby, nebo (iii) nedbalosti
nebo zdmérného nebo tmyslného pochybeni
nebo nespravného postupu ze strany
Odskodiiované osoby.

(ii) Process. In  the | (ii) Obeslani. Vv

ptipadé, Ze bude vznesen jakykoli narok nebo
bude podana zaloba, ty Odskodnované osoby,
proti kterym je takova Zaloba poddna nebo
viuci nimZ je ndrok vznesen, o tom pisemné
uvédomi Zadavatele neprodlen¢ po doruceni
takového naroku nebo zaloby. Odskodiiované
osoby, proti kterym se takovy narok nebo
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Sponsor in the defense of any such claim or
lawsuit as requested, including, but not limited
to, producing documentary evidence, attending
hearings and trials and assisting in securing
and giving evidence in testimony, and
obtaining the attendance of necessary and
proper witnesses at such hearings and trials.
Sponsor shall have the right to fully control the
defense of any claim or lawsuit to which this
indemnity provision applies, including, but not
limited to, the selection of counsel and
negotiation and completion of any settlement,
however, Sponsor shall not enter into any
monetary settlement on behalf of the
Indemnitees without the written consent of the
Indemnitees, such consent not to be
unreasonably withheld. In the event that
representation of Indemnitees and Sponsor by
the same counsel would be a conflict of interest
for such counsel, Indemnitees may select
separate counsel without relieving Sponsor of
its obligations of indemnification and defense
as set forth above.

zaloba vznese, souhlasi s tim, ze budou plné
spolupracovat se Zadavatelem pii obhajobé u
jakéhokoli takového naroku nebo zaloby, jak
se pozaduje, zejména vcetn¢ piedlozeni
listinnych diikaz, ucasti na slySenich a
soudnich li¢enich a pomoci pfi zajistovani a
poskytovani dukazti v ramci svédectvi a
zajisténi Ucasti nezbytnych a fadnych svédku
na takovych jednanich a soudnich li¢enich.
Zadavatel ma pravo plné kontrolovat obhajobu
u jakéhokoli naroku nebo Zaloby, na které se
vztahuje toto ustanoveni o odSkodnéni,
zejména vcetn€é vybéru pradvniho zastupce a
vyjednavani a uzavieni jakéhokoli vyrovnani,
ovSem neuzavie zadné penézni vypotadani
jménem Odskodnovanych osob bez jejich
pisemného souhlasu, pfi¢emz tento souhlas
nesmi byt bezdiivodné odepten. V pftipadé, ze
by zastupovani Odskodiiovanych osob a
Zadavatele stejnym pravnim zastupcem bylo
pro takového pravniho zastupce stfetem z4jmd,
muzou si Odskodnované osoby vybrat
pravniho zéstupce zvlast, aniz by tim byl
Zadavatel zproS§tén povinnosti odskodnéni a
obhajoby, jak jsou uvedeny vyse.

(b) By Provider__and Principal
Investigator. To the extent authorized under
applicable laws, Provider and Principal
Investigator agree to indemnify and hold
harmless Sponsor, its affiliates, directors,
employees, agents and subcontractors from
and against any and all losses, claims, damages
and judgments resulting directly from the
negligent acts or omissions of Provider or
Principal Investigator, its agents or employees
pertaining to the activities to be carried out
pursuant to the obligations of this Agreement;
provided, however, that Provider and Principal
Investigator shall not hold Sponsor harmless
from claims arising out of the negligence or
willful malfeasance of Sponsor, its officers,
agents, or employees or any person or entity
not subject to Provider’s supervision or

(b) Ze strany Poskytovatele_ a
Hlavniho zkouSejiciho. V rozsahu povoleném
vztahujicimi se pravnimi predpisy se
Poskytovatel a Hlavni zkouSejici dohodli, Ze
odskodni a obhgji a prevezmou odpovédnost
za Zadavatele, jeho spiiznéné osoby, feditele,
zaméstnance, zastupce a subdodavatele ve
vztahu k veSkerym ztratdm, narokim, Skodam
a rozsudkiim vyplyvajicim pfimo z nedbalosti
nebo opomenuti Poskytovatele nebo Hlavniho
zkousejiciho, jeho zastupcii nebo zaméstnancti
v souvislosti s c¢innostmi, které maji byt
provadény v souladu se zavazky z této
Smlouvy, ovsem za predpokladu, ze
Poskytovatel a Hlavni zkouSejici nepfevezmou
za Zadavatele odpovédnost za naroky
vyplyvajici z nedbalosti nebo UmysIného
pochybeni Zadavatele, jeho funkcionafi,

control. Provider and Principal Investigator | zastupcii nebo zaméstnanci nebo jakékoli
agree to be responsible to the extent stated | osoby nebo subjektu, které nejsou pod
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above.

dohledem nebo ovladanim Poskytovatele.
Poskytovatel a Hlavni zkousSejici souhlasi s
tim, Ze nesou odpovédnost ve vyse uvedeném
rozsahu.

() The provisions of this Section
15 shall survive any termination of this
Agreement. Notwithstanding the foregoing, in
the event of the termination of the Study,
Sponsor shall not be liable for indemnification
for any claim arising from the Study Drug
being administered after the effective date of
such termination.

() Ustanoveni tohoto ¢lanku 15
zistanou v platnosti i po ukonceni této
Smlouvy. Bez ohledu na vySe uvedené nenese
Zadavatel v ptfipadé ukonceni Studie
odpovédnost za odskodnéni za jakykoli narok
vyplyvajici z podavani Studijniho 1é¢iva po
datu Gc¢innosti takového ukonceni.

Investigator shall carry liability insurance or
self-insurance in the type and amount
appropriate and customary to meet their
liability obligations under this Agreement,
providing standard of care services including,
as applicable, workers” compensation
insurance and general and professional
liability insurance. Provider and Principal
Investigator agree to maintain such insurance
during the term of the Study and for at least
three (3) years thereafter.

(d) Insurance. (d) Pojisténi.
(i) Provider and Principal | (i) Poskytovatel a Hlavni

zkousejici si  sjednaji  pojisténi  nebo
samopojisténi odpovédnosti typu a ve vysi
vhodnych a obvyklych pro plnéni jejich
odpovédnosti vyplyvajicich z této smlouvy,
bézné poskytovani zdravotni péce, vcetné
pfipadného  pojisténi  ndhrady  Skody
pracovnikim a pojisténi obecné a profesni
odpovédnosti. Poskytovatel a Hlavni
zkousejici souhlasi, ze budou takové pojisténi
udrzovat po dobu trvani Studie a po dobu
nejméngé tii (3) let poté.

(ii) Sponsor  hereby represents and
confirms that, in accordance with Section
58(2) of Act No. 378/2007 Coll.,, on
Pharmaceuticals, as amended, it will provide
insurance coverage for the clinical trial.

(ii) Zadavatel prohlasuje a potvrzuje, Ze
v souladu s § 58 odst. 2 zdkona ¢. 378/2007
Sb., olécivech, v platném znéni, zajisti
pojisténi klinického hodnoceni.

(iii) Upon request, each
Party shall provide the other Party a certificate
of such insurance or evidence of a self-
insurance plan. Maintenance of insurance
coverage as required herein shall not relieve
either Party of any responsibility under this
Agreement for damages in excess of insurance
limits or otherwise.

(iii) Kazda =ze Stran na
vyzédani poskytne druhé Strané potvrzeni o
takovém pojisténi nebo doklad o planu
samopojiSténi. Zachovani pojistného kryti, jak
se pozaduje v této Smlouvé, nezbavuje zadnou
ze Stran odpovédnosti z této Smlouvy za Skody
presahujici pojistné limity nebo jinak.
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16. Term and Termination.

16. Doba trvani a ukonceni Smlouvy.

(a) Term. The term of this
Agreement shall begin on the Effective Date
and shall continue until the objectives of the

(a) Doba trvani. Doba trvani této
Smlouvy =zacind bézet Datem ucinnosti
a potrva az do okamziku, kdy budou splnény

Sponsor may terminate this Agreement, (i)
upon written notice to Provider: (A) if
authorization or approval to conduct the Study
is withdrawn by any Regulatory Authority; (B)
if Sponsor determines that interim Study
results support termination of the Study for the
safety or welfare of Subjects; (C) as
contemplated by Section 14(d); (D) if Provider
commits a material breach of this Agreement
that is not cured within 30 days after notice
thereof; or (E) if Sponsor does not consent to
Provider’s designation of a successor to
Principal Investigator or (i1) at any time upon
30 days’ prior written notice for any other
reason, with or without cause.

Study are accomplished, wunless sooner | cile Studie, pokud nebude ukoncena diive, jak
terminated as provided below. je uvedeno niZze.
(b) Termination by  Sponsor. | (b) Ukonceni ze strany Zadavatele.

Zadavatel je opravnén tuto Smlouvu ukoncit
(1) pisemnou vypovédi Poskytovateli: (A)
pokud jakykoli Regula¢ni ufad odvola
povoleni nebo souhlas s provadénim Studie;
(B) pokud Zadavatel rozhodne, ze pribézné
vysledky Studie mluvi pro ukoneni Studie
kvili zachovani bezpec¢i nebo blaha Subjektt;
(C) jak ptredpoklada ¢lanek 14 (d); (D) pokud
se Poskytovatel dopusti zavazného poruseni
této Smlouvy, které nebude odstranéno do 30
dnti od oznameni; nebo (E) pokud Zadavatel
nesouhlasi s tim, aby Poskytovatel jmenoval
nastupce Hlavniho zkouSejiciho, pfipadné (i1)
kdykoli na zéklad¢ pisemné vypovédi s
vypovédni lhlitou 30 dnti, a to z jakéhokoli
jiného divodu, s uvedenim ditvodu nebo bez
uvedeni diivodu.

(c) Termination by  Provider.
Provider may terminate this Agreement upon
written notice to Sponsor: (i) if Sponsor
commits a material breach of this Agreement
that is not cured within 30 days after notice
thereof; or (ii) if Provider or Principal
Investigator determines that interim Study
results support termination of the Study for the
safety or welfare of Subjects; or (iii) if, despite
the efforts of both Parties, a replacement for
the Principal Investigator cannot be found.

(c) Ukonceni ze strany
Poskytovatele. Poskytovatel muize tuto
Smlouvu  ukon¢it  pisemnou  vypovéedi

Zadavateli: (i) pokud se Zadavatel dopusti
zavazného poruSeni této Smlouvy, které
nebude napraveno do 30 dnil po upozornéni na
toto poruseni; nebo (ii) pokud Poskytovatel
nebo Hlavni zkousejici rozhodne, ze pribézné
vysledky Studie mluvi pro ukonceni Studie
kvuli zachovani bezpeci nebo blaha Subjekti;
nebo (iil) pokud se i ptes Usili smluvni stran

event of early termination of this Agreement
by Sponsor, compensation due to Provider
shall be determined as set forth in the Budget
if this Agreement is terminated for reasons
other than Provider’s, Principal Investigator's

nepodaii naleznout nastupce Hlavniho
zkousejiciho.
(d) Effect of Termination. In the | (d) Utinek ukonleni. V piipadd

predcasného ukonceni této Smlouvy ze strany
Zadavatele bude ndhrada splatna Poskytovateli
stanovena tak, jak je uvedeno v Rozpoctu,
pokud bude tato Smlouva ukoncena z jinych
divodi nez z divodu (a) nedbalosti,
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or Study Staff Members’ (a) negligence,
willful or intentional misconduct or
malfeasance, or (b) non-adherence to the
Protocol, this Agreement and/or written
instructions from Sponsor. Provider shall
submit a final report of actual expenses and
non-cancelable obligations incurred up to and
including the termination date and shall deliver
to Sponsor any excess funds received by
Provider in advance of work performed after
receipt of invoice from Sponsor. As soon as is
practical upon receipt of written notice of
termination of this Agreement, Provider and
Principal Investigator shall stop enrolling
Subjects into the Study. Provider and Principal
Investigator shall cease conduct of the Study as
soon as is medically practical and in a manner
consistent with good medical practice,
provided that Provider and Principal
Investigator, in their sole discretion, may
continue to provide care and treatment to any
Study Patient as medically necessary or
appropriate and the provisions of this
Agreement shall continue to govern such care
and treatment. Notwithstanding the foregoing,
to ensure, among other things, the safety and
welfare of Subjects, Provider and Principal
Investigator shall, upon request of Sponsor,
conduct such follow-up visits and record and
report such data as required by the Protocol for
such visits.

zamérného nebo umysiného pochybeni nebo
zavinéni Poskytovatele, Hlavniho
zkousejiciho nebo Studijnich pracovniki, nebo
(b) nedodrzeni Protokolu, této Smlouvy a/nebo
pisemnych pokyni Zadavatele ze strany
Poskytovatele, Hlavniho zkousejictho nebo
Studijnich pracovnikli. Poskytovatel predlozi
zavérecny vykaz skutecnych vydaji a
nezruSitelnych zavazkG vzniklych do data
ukonceni vcetné a doru¢i Zadavateli veSkeré
ptebytec¢né financni prostfedky, které obdrzelo
pted provedenim prace po  obdrzeni
Zadavatelovy faktury. Jakmile to bude mozné
po obdrzeni pisemné vypovédi této Smlouvy,
Poskytovatel a Hlavni zkouSejici zastavi nabor
Subjekti do Studie. Poskytovatel a Hlavni
zkousejici ukon¢i provadéni Studie, jakmile to
bude =z 1ékafského hlediska mozné, a
zpisobem slucitelnym se spravnou lékatskou
praxi, ovSem s tim, ze Poskytovatel a Hlavni
zkousejici mizou podle vlastniho uvazeni
nadale poskytovat péci a 1écbu jakémukoli
Pacientovi ve Studii tak, jak je lékaisky
potifebna nebo vhodna, a takova péce a 1é€ba se
bude nadéle fidit ustanovenimi této Smlouvy.
Bez ohledu na vySe uvedené Poskytovatel a
Hlavni zkouSejici na Zadost Zadavatele kromé
jiného kvuli zajisténi bezpeci a blaha Subjektt
provadi takové nasledné navstévy a
zaznamenavaji a vykazuji takova data, jak to u
takovych névstév vyzaduje Protokol.

(e) Survival. The terms and
conditions of Sections 1(b), 1(c), 1(e), 1(g),
16(d), this Section 16(e) and Articles 5, 6, 7
(with respect to any amounts due Provider
hereunder and a third party payor’s failure to
reimburse Provider), 8, 0, 10, 11, 12, 13, 15,
and 17 herein shall survive termination or

(e) Pretrvani platnosti. Podminky
¢lanku 1(b), 1(c), 1(e), 1(g), 16(d), tohoto
Clanku 16(e) a ¢lankt 5, 6, 7 (s ohledem na
jakékoli castky splatné Poskytovateli na
zaklad¢ této Smlouvy a neschopnost externiho
platce proplatit Poskytovateli ndhradu), 8, 0,
10, 11, 12, 13, 15 a 17 této Smlouvy plati 1 po

Parties acknowledge that the relationship
between Sponsor and Provider created by this

expiration of this Agreement. ukonceni nebo vyprSeni platnosti této
Smlouvy.

17. Miscellaneous. 17. Riizn4a ustanoveni.

(a) Independent Contractor. The | (a) Nezavisly dodavatel. Strany

berou na védomi, ze vztah mezi Zadavatelem a
Poskytovatelem zalozeny touto Smlouvou je
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Agreement is that of independent contractors
and this Agreement shall not constitute, create
or in any way be interpreted as a joint venture,
partnership or formal business organization of
any kind and that Provider may not create or
assume any obligation on behalf of Sponsor.

vztahem nezavislych smluvnich partnerti a ze
tato Smlouva nepifedstavuje, nevytvaii ani se
nijak nevykladd jako spole¢ny podnik,
partnerstvi nebo formalni obchodni organizace
jakéhokoli druhu a ze Poskytovatel neni
opravnén vytvofit ani pifijmout jménem
Zadavatele zadny zavazek.

(b) Notices. Any notice or other
communication required to be given hereunder
shall be in writing and deemed given (i) on the
date of service if delivered personally, (ii) on
the fifth day after mailing if mailed by prepaid,
first class mail or (iii) on the next day after
dispatch if sent by express courier service, in
each case if delivered to the Party to be notified
at the addresses set forth below (or such other
address as shall be designated by written
notice, which designation shall be effective
only upon receipt thereof):

(b) Dorucovani. Jakékoli
oznameni nebo jiné sdéleni, které se pozaduje
na zékladé¢ této Smlouvy, se vyhotovuje
pisemné a povazuje se za dorucené (i) dnem
doruceni, pokud se dorucuje osobné¢, (ii) paty
den po odeslani, pokud se zasila expresni
postou s predplacenym postovnym, nebo (iii)
nasledujici den po odeslani, pokud se zasila
expresni kuryrni sluzbou, v kazdém piipadé
pokud se doruCuje Strané na niZze uvedené
adresy (nebo na jinou adresu, kterd bude
sd€lena v pisemném oznameni, pii¢emz toto
sd€leni bude u¢inné az po jeho obdrzeni):

If to Sponsor: / Pro Zadavatele:
Eikon Therapeutics, Inc.

3929 Point Eden Way

Hayward, CA 94545 USA

ATTN: General Counsel

With Copy to: /S kopii pro:

If to Provider: / Pro Poskytovatele:
Fakultni nemocnice Hradec Kralové
Sokolska 581

500 05 Hradec Kralové -

Novy Hradec Kralové

Attention/ K rukam: ||| | |G

If to Principal Investigator/ Pro Hlavniho
zkouSejiciho:

Sokolska 581

500 05 Hradec Krélovée -
Novy Hradec Kralové
Ceska republika

This Section is not intended to govern the
day-to-day business communications
necessary between the Parties in performing
their duties, in due course, under this
Agreement.

Tento ¢lanek nemd upravovat kazdodenni
obchodni komunikaci nezbytnou mezi
Stranami pii fadném plnéni jejich povinnosti
podle této Smlouvy.
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() Amendment; Waiver.  This
Agreement may be amended only by means of
a writing signed by both Parties. No waiver of
any of the provisions of this Agreement shall
be deemed, or shall constitute, a waiver of any
other provision, whether or not similar, nor
shall any waiver constitute a continuing
waiver. No waiver shall be binding unless
executed in writing by the Party making the
waiver.

() Dodatky a vzdani se prava.
Tuto Smlouvu je mozné meénit pouze
pisemnymi dodatky podepsanymi obéma
Stranami. Zadné vzdani se prava na vymahani
jakéhokoli  ustanoveni  této  Smlouvy
nepifedstavuje ani se nepovazuje za vzdani se
prava na vymahani jakéhokoli jiného

ustanoveni, podobného ¢i nepodobného, ani
jakékoli vzdani se prava nepiedstavuje trvalé
vzdani se prava. Zadné vzdani se prava neni
zavazné, pokud neni provedeno pisemné
Stranou, ktera se jej takto vzdava.

(d) Assignment. Provider and
Principal Investigator may not assign its rights
or delegate its obligations under this
Agreement, whether by operation of law or
otherwise, in whole or in part, without
Sponsor’s prior written consent, which consent
shall not be unreasonably withheld or delayed.
Sponsor may assign any or all of its rights and
delegate any or all of its obligations under this
Agreement and shall provide notice of such
assignment to Provider. Any assignment or
delegation in violation of this Section 0 shall
be void. This Agreement shall be binding

(d) Postoupeni.  Poskytovatel a
Hlavni zkouSejici nesmi bez piedchoziho
pisemného souhlasu Zadavatele, ktery nesmi
byt bezdiivodné odepiran nebo zdrzovan, plné
ani ¢astecné postoupit sva prava ani delegovat
své povinnosti z této Smlouvy, at uz
pusobenim zikona nebo jinak. Zadavatel je
opravnén postoupit jakakoli svad prava a
delegovat jakékoli své povinnosti z této
Smlouvy a o takovém postoupeni informuje
Poskytovatele.  Jakékoli postoupeni nebo
delegovani v rozporu s timto ¢lankem O je
neplatné. Tato Smlouva je zdvaznd a poplyne

acknowledges and agrees that the restrictions
set forth in Articles 10 and 12 are reasonable
and necessary to protect the legitimate interests
of Sponsor and that Sponsor would not have
entered into this Agreement in the absence of
such restrictions, and that any breach or
threatened breach of any provision of Articles
10 and 12 will result in irreparable injury to
Sponsor.  Provider also acknowledges and
agrees that in the event of a breach or
threatened breach of any provision of Articles
10 and 12, Sponsor shall be entitled to
preliminary and permanent injunctive relief,
without the necessity of proving irreparable
injury or actual damages and without the
necessity of posting a bond, as well as to an
equitable accounting of all earnings, profits

upon and inure to the benefit of the permitted | ve prospéch povolenych nastupct
successors and assigns of the Parties. a postupniki Stran.
(e) Equitable Relief. Provider | (e) Naprava podle ekvity.

Poskytovatel bere na védomi a souhlasi s tim,
ze omezeni stanovend v ¢lanku 10 a 12 jsou
pfiméfend a nezbytna k ochrané opravnénych
z4jmu Zadavatele a Ze Zadavatel by bez
takovych omezeni tuto Smlouvu neuzavtel a ze
jakékoli poruseni nebo hrozici poruseni
jakéhokoli ustanoveni ¢lanku 10 a 12 zptlisobi
Zadavateli nenapravitelnou wymu.
Poskytovatel také bere na védomi a souhlasi s
tim, Ze v pfipadé poruseni nebo hroziciho
poruseni kteréhokoli ustanoveni ¢lanku 10 a 12
ma Zadavatel narok na ptredbézny a trvaly
soudni pfikaz nebo zakaz, aniz by bylo nutné
prokazovat nenapravitelnou Ujmu nebo
skute¢né Skody a bylo nutné slozeni kauce, i na
spravedlivé vyactovani vSech vynosi, ziskl a
dalsich vyhod plynoucich z jakéhokoli
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and other benefits arising from any such
violation. The rights provided in the
immediately preceding sentence shall be
cumulative and in addition to any other rights
or remedies that may be available to Sponsor.
Nothing in this Section is intended, or should
be construed, to limit Sponsor’s right to
preliminary and permanent injunctive relief or
any other remedy for a breach of any other
provision of this Agreement.

takového poruseni. Prava uvedend v
bezprostitedn¢  predchazejici  vété  jsou
kumulativni a dopliiuji vSechna dalsi prava
nebo opravné prosttedky, které ma Zadavatel
pripadné k dispozici. Nic v tomto ¢lanku nema
omezovat ani by se nemélo vykladat jako
omezeni prava Zadavatele na piedbézny a
trvaly soudni piikaz nebo zakaz nebo jakykoli
jiny opravny prostiedek za poruseni jakéhokoli
jiného ustanoveni této Smlouvy.

® Severability. To the fullest
extent permitted by applicable law, the Parties
waive any provision of law that would render
any provision in this Agreement invalid, illegal
or unenforceable in any respect. If any
provision of this Agreement is held to be
invalid, illegal or unenforceable, in any
respect, then such provision will be given no
effect by the Parties and shall not form part of
this Agreement. To the fullest extent permitted
by applicable law and if the rights or
obligations of either Party will not be
materially and adversely affected, all other
provisions of this Agreement shall remain in
full force and effect and the Parties will use
their best efforts to negotiate a provision in
replacement of the provision held invalid,
illegal or unenforceable that is consistent with
applicable law and achieves, as nearly as
possible, the original intention of the Parties.

® Oddélitelnost. V maximalnim
rozsahu povoleném vztahujicimi se pravnimi
pfedpisy se Strany vzdavaji jakéhokoli
ustanoveni zdkona, kter¢ by v jakémkoli
ohledu C¢inilo jakékoli ustanoveni této
Smlouvy neplatnym, nezdkonnym nebo
nevymahatelnym. Pokud bude jakékoli
ustanoveni této Smlouvy v jakémkoli ohledu
shleddno neplatnym, nezdkonnym nebo
nevymahatelnym, nebude takové ustanoveni
Stranami uplatnéno a netvoii soucést této
Smlouvy. V maximalnim rozsahu povoleném
vztahujicimi se pravnimi ptedpisy a pokud to
podstatné a neptiznivé neovlivni prava nebo
povinnosti  kterékoli ze Stran, zlstavaji
vSechna ostatni ustanoveni této Smlouvy v
plné platnosti a Gcinnosti a Strany vynaloZi
maximalni Gsili k vyjednani ustanoveni,
kterym nahradi ustanoveni povaZované za
neplatné, nezakonné nebo nevymahatelné, jez
je v souladu se vztahujicimi se pravnimi
pfedpisy a co nejvice odpovidd plivodnimu
zaméru Stran.

(2) No Benefit to Others. The
provisions set forth in this Agreement are for
the sole benefit of the Parties and their
successors and permitted assigns, and they
shall not be construed as conferring any rights
on any other persons or entities.

(2) Bez prospéchu pro jiné osoby.
Ustanoveni uvedena v této Smlouvé jsou
vyhradné ve prospéch Stran a jejich nastupcii a
povolenych postupniki a nelze je vykladat tak,
ze udeluji jakakoli prava jinym osobam nebo
subjektim.

(h) Governing Law. This Agreement and
the performance hereof shall be governed,
interpreted and construed in all respects by the
laws of Czech Republic excluding any
conflicts or choice of laws rule or principle that

(h) Rozhodné pravo. Tato Smlouva a jeji
plnéni se ve vSech ohledech fidi pravnim
fadem Ceské republiky s vyloudenim
jakychkoli koliznich norem nebo pravidel
volby prava nebo zéasad, které by jinak mohly
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might otherwise refer construction or
interpretation of this Agreement to the
substantive law of another jurisdiction. The
Parties acknowledge and agree that any
disputes not resolved amicably shall fall within
the jurisdiction of the competent court in
Hradec Kralové.

odkazovat na konstrukci nebo vyklad této
Smlouvy podle hmotného prava jiné
jurisdikce, a v souladu s nim se také vyklada.
Smluvni strany berou na védomi a souhlasi, ze
projednani a rozhodovani piipadnych sport,
které nebudou vyfeseny smirem, bude feseno s
pomoci ptislusného soudu v Hradci Kralové.

(i) Further Assurance. Each Party
shall perform all such further acts and things
and execute and deliver all such further
documents as may be necessary to implement
and give effect to this Agreement.

(i) Dalsi ujisténi. Kazda ze Stran
provede vSechny takové dalsi ukony a véci a
vyhotovi a dod4d vSechny dal$i dokumenty,
které mohou byt nezbytné k provedeni a
uvedeni této Smlouvy v platnost.

1)) Anti-Kickback and Anti-Fraud.
Provider agrees that its judgment with respect
to the advice and care of each Subject will not
be affected by the compensation it receives
under this Agreement, that such compensation
does not exceed the fair market value of the
services Provider is providing under this
Agreement, and that no payments are being
provided to Provider for the purpose of

1)) Zakaz provizi a podvodi.
Poskytovatel souhlasi, Ze jeho uvazeni, pokud
jde o poradu a pé¢i u kazdého Subjektu,
nebude dotceno nahradou obdrzenou podle
této Smlouvy, Ze takova nadhrada nepfevySuje
spravedlivou trzni hodnotu sluzeb, které
Poskytovatel na zakladé této Smlouvy
poskytuje, a Ze se Poskytovateli neposkytuji
zadné dalsi platby pro ucely podpory ndkupu

represents and warrants that payments or items
of value received pursuant to this Agreement
or in relation to the Study will not influence
any decision that Provider or any of its owners,
directors, trustees, employees, agents,
consultants, or any payee under this
Agreement may make, as a government
official or otherwise, in order to assist Sponsor
to secure an improper advantage or obtain or
retain business. Provider further represents
and warrants that neither it nor any of its
owners, directors, trustees, employees, agents,
or consultants, nor any payee under this
Agreement, will, in order to assist Sponsor to
secure an improper advantage or obtain or
retain business, directly or indirectly pay, offer
or promise to pay, or give any items of value
to any person or entity for purposes of (i)
influencing any act or decision; (ii) inducing
such person or entity to do or omit to do any

inducing it to purchase or prescribe any drugs, | nebo  pfedepisovani  jakychkoli 1€k,
devices or products. prosttedkl nebo produkti.
(k) Anti-Bribery. Provider | (k) Zékaz uplatkarstvi.

Poskytovatel prohlasuje a zarucuje, Ze platby
nebo hodnotné véci prijaté podle této Smlouvy
nebo v souvislosti se Studii neovlivni zadné
rozhodnuti, které¢ Poskytovatel nebo kterykoli
z jeho vlastnikd, fediteld, spravcu,
zaméstnancl, zastupcd, konzultanti nebo
jakéhokoli pfijemce na zaklad€ této Smlouvy
pifipadné ucini, jako statni Gfednik nebo jinak,
aby pomohli Zadavateli zajistit si nepatfi¢nou
vyhodu nebo =ziskat ¢i udrzet obchodni
transakci.  Poskytovatel dale prohlaSuje a
zarucuje, ze ono ani zadny z jeho vlastniki,
fediteld, spravcl, zaméstnancti, zastupci nebo
konzultantl ani zadny pfijemce platby na
zaklad¢ této Smlouvy (s cilem pomoci
Zadavateli zajistit si nepatfi¢nou vyhodu nebo
ziskat ¢i udrzet obchodni transakci) pfimo ani
nepfimo nezaplati, nenabidne ani nepiislibi
zaplatit nebo darovat jakékoli cenné predméty
jakékoli osobé nebo subjektu za ucelem (i)
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act in violation of their lawful duty; (iii)
securing any improper advantage; or (iv)
inducing such person or entity to use influence
with the government or instrumentality thereof
to affect or influence any act or decision of the
government or instrumentality. In addition to
other rights or remedies under this Agreement
or at law, Sponsor may terminate this
Agreement if Provider breaches any of the
representations or warranties under this
Section or if Sponsor learns that improper
payments are being or have been made to or by
Provider or Principal Investigator or any
individual or entity acting on its or their behalf.

ovlivnéni jakéhokoli jednéni nebo rozhodnuti;
(i1) nabadani takové osoby nebo subjektu, aby
ud¢lal/a nebo neudélal/a jakykoli ukon v
rozporu se svou zakonnou povinnosti; (iii)
zajisténi jakékoli nepatiicné vyhody; nebo (iv)
podnécovani takové osoby nebo subjektu k
pouziti vlivu na stat nebo jeho instituci k
ovlivnéni jakéhokoli jednani nebo rozhodnuti
statu nebo jeho instituce. Kromé jinych prav
nebo opravnych prosttedkit podle této
Smlouvy nebo ze zdkona muiZe Zadavatel
ukon¢it tuto Smlouvu, pokud Poskytovatel
porusi jakékoli prohladseni nebo zaruky podle
tohoto Clanku nebo pokud se dozvi, Ze
Poskytovateli nebo Hlavnimu zkouSejicimu
nebo jakékoli osobé nebo subjektu jednajicim
jejich jménem byly provedeny nespravné
platby nebo Ze takové nespravné platby
provedl Poskytovatel nebo Hlavni zkousejici
nebo jakakoli osoba nebo subjekt jednajici
jejich jménem.

()] Entire Agreement. This
Agreement and the Exhibits attached hereto
contain the entire agreement of the Parties
relating to the subject matter hereof, and
supersede all prior and contemporaneous
negotiations, correspondence, understandings,

() Uplna dohoda. Tato Smlouva a
k ni pfipojené piilohy obsahuji iplnou dohodu
Stran ohledné jejiho pfedmétu a nahrazuji
vSechna pfedchozi a souCasna jednani,
korespondenci, dohody a wujednani Stran
ohledné Studie, vcetné jakékoli smlouvy o

will be executed in three counterparts, each of
which shall be deemed an original and all of
which taken together shall be deemed to
constitute one and the same instrument. This
Agreement may also be signed in a single
counterpart using an electronic signature in
accordance with Act No. 297/2016 Coll., on
trust services for electronic transactions.

and agreements of the Parties relating to the | zachovani divérnosti a mlcenlivosti mezi
Study, including any confidentiality and | Zadavatelem a Poskytovatelem ohledné
nondisclosure agreement(s) between Sponsor | Studie.

and Provider relating to the Study.

(m) Counterparts. This Agreement | (m) Stejnopisy. Tato Smlouva bude

podepsana ve tiech stejnopisech, z nichz kazdy
se povazuje za original a vSechny dohromady
se povazuji za jeden a tentyz dokument. Tato
Smlouva miize byt t¢Z podepséna v jednom
vyhotoveni elektronickym podpisem
v souladu se zakonem ¢. 297/2016 Sb., o
sluzbéch vytvarejicich diveéru pro elektronické
transakce.

This Agreement is prepared in both Czech and
English, and the Parties consider both
language versions to be equally authentic.
However, in the event of any discrepancies in

Tato Smlouva je sepsana v ceském a
anglickém jazyce a smluvni strany povazuji
obé¢ jazykové verze za rovnocenné, avsak pro
pifipad vykladovych nesrovnalosti mezi
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interpretation between the two versions, the
Parties have agreed that the Czech version of
the Agreement shall prevail.

jednotlivymi verzemi se smluvni strany
dohodly, Ze prednost ma ceské verze Smlouvy.

The Parties parties acknowledge that this
Agreement shall be published in the Register
of Contracts in accordance with Act No.
340/2015 Coll., on the Register of Contracts,
and that the publication shall be carried out by
the Provider.

Provider requires the Sponsor to submit a
revised and duly approved final version of the
Agreement in a machine-readable format,
including highlighted (redacted) text that the
Sponsor considers to be a trade secret pursuant
to Section 504 of Act No. 89/2012 Coll., the
Civil Code. Sponsor may consider information
in this Agreement, such as payment details, to
be its trade secrets. These pieces of
information are not generally publicly
available or commonly known in the relevant
business circles and are of competitive
relevance to the Sponsor. The disclosure of
such personal data and trade secrets could
harm the interests of the Sponsor. The Provider
is obliged to obtain the Sponsor’s consent prior
to publishing any redacted version of the
Agreement beyond the highlighted sections
identified by the Sponsor.

The contracting parties acknowledge that no
site initiation visit and no delivery of the Study
Drug shall take place prior to the publication
of the final document in the Register of
Contracts.

The Sponsor undertakes not to provide the
Provider with any equipment intended for the
conduct of the clinical trial unless a separate
loan agreement has been concluded.

Estimated value of the performance under the
Agreement: CZK 21,000,000

Expected end of the Study: ||| |l

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.

Poskytovatel vyzaduje zaslat Zadavatelem
revidovanou a pisemné¢ odsouhlasenou finalni
verzi smlouvy ve strojové Citelném formatu
s podbarvenym (redigovanym) textem, ktery
Zadavatel povazuje za obchodni tajemstvi dle
ust. § 504 zakona ¢. 89/2012 Sb., ob¢anského
zakoniku. Zadavatel povazuje za své obchodni
tajemstvi informace uvedené v této smlouve
tykajici se napft. plateb. Tyto informace jsou
bézné nedostupné veiejné ¢i v piisluSnych
obchodnich kruzich a pro Zadavatele
konkuren¢né vyznamné. Uvetejnéni takovych
osobnich udajii a obchodnich tajemstvi by tak

mohlo poskodit zajmy Zadavatele.
Poskytovatel je povinen ziskat souhlas
Zadavatele pied uvetfejnénim redigované

smlouvy nad rdmec podbarveného textu ze
strany Zadavatele.

Smluvni strany berou na védomi, Ze nedojde
do okamziku uvetejnéni kone¢ného dokumentu
v registru smluv.

Zadavatel zavazuje, ze nedoda
Poskytovateli zadné vybaveni pro ucely
provadéni klinického hodnoceni, aniZ by byla

uzaviena separatni smlouva o vyptjcce.

S¢€

Ptedpokladana hodnota plnéni dle Smlouvy:
21.000.000,- K¢

Ptedpokladané ukonceni Studie: _
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The Sponsor undertakes to inform the Provider | Zadavatel se zavazuje pisemné informovat
in writing of the global completion of the | Poskytovatele o celkovém globalnim ukonceni
Study. Studie.

[Signature page follows] [Nasleduje podpisova stranal
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NA DUKAZ CEHOZ podepisuji opravnéni zastupci Stran tuto Smlouvu, aby nabyla uéinnosti k
Datu ucinnosti.

Eikon Therapeutics, Inc. Fakultni nemocnice Hradec Kralové
By/ Podpis: By/ Podpis:

Name/ Jméno: Name/ Jméno: MUDr. Ale§ Herman, Ph.D.
Title/ Funkce: Title/ Funkce: feditel / Director

Date/ Datum: 30.9. 2025 Date/ Datum: 15. 10. 2025

PRINCIPAL INVESTIGATOR/
HLAVNI ZKOUSEJICI

By/ Podpis:

Name/ Jméno: |

Date/ Datum: 14.10. 2025
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EXHIBIT A

PRILOHA A

Pavment Terms

Platebni podminky

Sponsor will pay Provider in accordance with
the itemized Budget below. Sponsor shall issue
payments according to the visit schedule, as set
out in the Study Budget, for Subjects
participating in the Study that Sponsor has
received completed Case Report Forms
(CRFs). For all other payments in the contract
outside of the visit schedule (“Invoiceable
Payments”), Provider shall email invoices
along with the scanned images of any receipts
or other necessary documentation, if
applicable, to

Billing adress including Tax ID number:

Eikon Therapeutics, Inc.

Attention: Site Payments

230 Harriet Tubman Way Millbrae, CA
94030, USA

Tax ID number 84-2807586

Zadavatel bude platit Poskytovateli v souladu
s nize uvedenym rozpoc¢tem. Zadavatel uhradi
platby podle harmonogramu navstév, jak je
stanoveno v rozpoctu studie, a to pro subjekty
ucastnici se studie, pro které zadavatel obdrzel
vyplnéné¢ zaznamové listy subjektu (CRF).
U vSech ostatnich plateb vramci smlouvy
mimo harmonogram navstév (,,fakturovatelné
platby*‘) zasle Poskytovatel e-mailem faktury
spolu s naskenovanymi snimky vesSkerych
uctenek nebo jiné nezbytné dokumentace, je-li
relevantni, na adresu

Faktura¢ni adresa v&etné DIC:

Eikon Therapeutics, Inc.

Attention: Site Payments

230 Harriet Tubman Way Millbrae, CA
94030, USA

Danov¢ identifikacni ¢islo: 84-2807586

Upon Sponsor approval
amounts, Sponsor will

of undisputed
send a quarterly

payment to the Provider via the selected
method of electronic transfer. For Sponsor
inquiries

support, including relating to

please

If there is any change to the billing address or
Tax ID number, Sponsor is obliged to

immediately inform Provider: _

The amounts specified in the budget are
exclusive of VAT; VAT - Reverse Charge will

apply.

Po schvaleni nespornych ¢astek zadavatelem
zaSle zadavatel Ctvrtletni platbu Poskytovateli
prostfednictvim zvoleného typu bankovniho
pfevodu. Pozadujete-li podporu zadavatele,
vcetné zodpovézeni dotazi tykajicich se
plateb, zasSlete e-mail na

adresu [

Pokud dojde ke zmén¢ fakturacni adresy nebo
DIC, je Zadavatel povinen neprodlené
informovat Poskytovatele:

Castky uvedené v rozpoétu jsou bez DPH,
DPH se uplatni prostfednictvim Reverse
Charge.

Overhead. Overhead will only be applied to
visits and Invoiceable Payments that are

Rezijni naklady. Uhrada reZijnich nakladd se
bude vztahovat pouze na  navstévy
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specifically identified as being subject to
overhead in the Study Budget.

a fakturovatelné platby, které jsou v rozpoctu
studie konkrétné oznaCeny jako polozky, pro
kter¢ je stanovena thrada rezijnich nakladu.

All payments to sites will be made within
forty-five (45) days based on the triggers
outlined below:

Vsechny  platby  Poskytovateli  budou
uskuteCnény do Ctyficeti péti (45) dnl na
zaklad¢ nize uvedenych impulzi:

Startup Payment. Sponsor will pay Provider a
nonrefundable startup payment in accordance
with any amounts identified as startup fees in
the Budget within forty-five (45) days of
execution of this Agreement. The total
payment for such startup fees equals

Pocétecni platba. Zadavatel zaplati
Poskytovateli nevratnou pocatecni platbu

v souladu s jakymikoli ¢astkami oznaenymi
jako pocate¢ni poplatky v rozpoctu do
Ctyficeti péti (45) dnli od uzavieni této
smlouvy. Celkova platba téchto pocatecnich
poplatkd se rovna Castce

Screen Failures. Within forty-five (45) days
of receipt of invoice, Sponsor will always
reimburse Provider for consented Study
subjects who fail to meet the screening visit
criteria and are thus not eligible for
enrollment in the Study, based on completed
procedures at the rates noted in the Budget.

Subjekty, které neprojdou screeningem. Do
Ctyficeti péti (45) dnll od obdrzeni faktury
Zadavatel vzdy uhradi Poskytovateli poplatky
za subjekty studie, které sice daly souhlas

s UCasti ale nespliiuji kritéria screeningové
navstévy, a proto nejsou zpusobilé k zatazeni
do studie, na zékladé dokoncenych postupd,
podle sazeb uvedenych v rozpoctu.

Other Invoiceables. Sponsor will pay
Provider for all other invoiced items in
accordance with the Budget within forty-five
(45) days of receipt of invoice.

Jiné fakturovatelné polozky. Zadavatel
uhradi Poskytovateli vSechny ostatni
fakturované polozky v souladu s rozpo¢tem
do pétactyfticeti (45) dnli od obdrzeni faktury.

Cost Per Study Subject Payments. Payments
for Study subject visits, including required
procedures completed according to the visit
schedule that are paid via EDC data entry,
will be triggered once a visit’s data is
completed in EDC and will be made by
Sponsor within forty-five days of data entry
completion. Provider shall enter EDC data for
each visit within seven (7) days of the
completion of such visit.

Néklady na platby za subjekt studie. Platby za
navstévy subjektl studie, véetné
pozadovanych procedur provadénych podle
harmonogramu navstév, které jsou hrazeny
prostfednictvim zadavani dat do EDC, budou
iniciovany, jakmile budou v EDC vyplnény
udaje o navstéve, a zadavatel je uskutecni do
Ctyficeti péti dnil od zadéani udajt.
Poskytovatel zada tidaje do systému EDC pro
kazdou navstévu do sedmi (7) dnti od
uskutecnéni takové navstévy.

Early Termination of Study Subjects. If an
evaluable Study subject must be withdrawn
from the Study, payment for that Study
subject will be prorated for only the visits

PiedCasné ukonceni ucasti subjektt studie.
Pokud musi byt hodnotitelny subjekt studie ze
studie vyfazen, platba za tento subjekt studie
bude pomérna pouze za navstévy, které
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completed by the Study Subject up to and
including the date of withdrawal.

subjekt studie dokonc¢il do data vytazeni
vcetng.

Recoupments. Should an adjustment to prior
paid amounts be needed as a result of an
amendment to the Budget, Sponsor and
Provider will work together in good faith to
determine the amount and method of
adjustment of funds as such events arise.

Néhrady. Pokud by byla v disledku zmény
rozpoctu nutna uprava diive vyplacenych
Castek, zadavatel a Poskytovatel budou

v dobré¢ viie spolupracovat na stanoveni vyse
a zpusobu upravy financnich prostiedka,
jakmile takové udélosti nastanou.

Disputed Payments. If Sponsor disputes all or
a part of an invoice, Sponsor will notify
Provider as soon as practicable, and the
Parties will agree to work together in good
faith to promptly resolve the dispute.

Sporné platby. Pokud zadavatel zpochybni
celou fakturu nebo jeji ¢ast, informuje
Poskytovatele v co nejkrat$im terminu

a smluvni strany se dohodnou, ze budou

v dobr¢ vife spolupracovat na rychlém
vyfeSeni sporu.

Final Payment and Study Close-Out. Any
balance of funds owed at Study close out will
be paid by Sponsor within forty-five (45)
days of final acceptance of all eCRFs and
laboratory data, upon resolution of any
outstanding data queries, and receipt by
Sponsor of all regulatory documents.

Zavérecna platba a ukonceni studie. Jakykoli
zustatek finan¢nich prostiedki dluznych pfi
ukonceni studie bude zadavatelem vyplacen
do Ctyfticeti péti (45) dnli od konecného piijeti
vSech elektronickych zdznamovych listi
subjektll (¢CRF) a laboratornich tidajt, po
vyteSeni jakychkoli nevytizenych dotazl na
udaje a obdrzeni vSech predpisovych
dokumenti zadavatelem.

Taxes. All amounts payable under this
Agreement are inclusive of any sales, use,
value-added, gross receipts, and other
transaction taxes. Provider shall be fully
responsible for and not entitled to any
reimbursement for any taxes imposed upon
Provider’s net income, unemployment
insurance, or social insurance or pensions.

Dané. VSechny ¢astky splatné na zakladé této
smlouvy zahrnuji veSkeré dané z prodeje,
pouziti, pfidané hodnoty, pfijmu a dalsi
transakéni dan€. Poskytovatel nese plnou
odpovédnost za tthradu vSech dani uvalenych
na Cisty ptijem Poskytovatele, pojisténi
nezameéstnanosti, sociadlniho pojisténi nebo
dichodl a nema narok na Zadné nahrady za
tyto vydaje.

The Sponsor acknowledges that, should a
duly issued invoice that has been approved by
Sponsor not be paid in accordance with the
timelines set out in this Agreement, the
Provider is entitled by law to statutory default
interest in accordance with Section 1970 of
Act No. 89/2012 Coll., the Civil Code, as
amended.

Zadavatel bere na védomi, ze pokud neuhradi
fadn¢ vystavenou a Zadavatelem schvalenou
fakturu ve 1hiite upravené touto Smlouvou, mé
Poskytovatel ze zakona narok na zikonné
uroky z prodleni v souladu s § 1970 zékona €.
89/2012 Sb., obcansky zakonik, v platném
znéni.
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BUDGET ROZPOCET
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EXHIBIT B

PRILOHA B

STANDARDNI SMLUVNI DOLOZKY

STANDARD CONTRACTUAL CLAUSES

¢. L 199/37 z Rozhodnuti komise (EU)
2021/914 ze dne 4.6.2021 (L 199/31)

0J L 199/37, from Commission Decision
(EU) 2021/914 of 4 June 2021 (L 199/31)

ODDIL I

SECTION I

Dolozka 1

Clause 1

Ugel a oblast piisobnosti

Purpose and scope

a) UCelem téchto standardnich smluvnich
dolozek je =zajistit dodrzovani pozadavkul
uvedenych v natizeni Evropského parlamentu
a Rady (EU) 2016/679 ze dne 27. dubna 20160
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich udaji a o volném
pohybu téchto udaji (obecné nafizeni o
ochrané udaji) !, pokud jde o predavani
osobnich Udajh do tfeti zem¢.

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

[(1)Pokud je vyvozcem udaji zpracovatel, na
néjZz se vztahuje nafizeni (EU) 2016/679 a
ktery jednd jménem organu nebo subjektu
Unie jako spravce, spoléhani se na tyto
doloZky pfi zapojeni jiného zpracovatele (dil¢i
zpracovani), na kterého se nafizeni (EU)
2016/679 nevztahuje, rovnéz zajist'uje soulad s
¢l. 29 odst. 4 natizeni Evropského parlamentu
a Rady (EU) 2018/1725 ze dne 23. fijna 2018
o ochran¢ fyzickych osob v souvislosti se
zpracovanim  osobnich  udaji  organy,
institucemi a jinymi subjekty Unie, a o volném
pohybu téchto udajti a o zruseni natizeni (ES)
&. 45/2001 a rozhodnuti 1247/2002/ES (UF.
vest. L 295 ze dne 21.11.2018, s. 39), v
rozsahu, v némz jsou tyto dolozky a povinnosti
tykajici se ochrany udaji stanovené ve
smlouvé nebo jiném pravnim aktu mezi
spravcem a zpracovatelem podle ¢l. 29 odst. 3
nafizeni (EU) 2018/1725 sladény. To bude
zejména piipad, kdy se spravce a zpracovatel

[(1) Where the data exporter is a processor
subject to Regulation (EU) 2016/679 acting on
behalf of a Union institution or body as
controller, reliance on these Clauses when
engaging another processor (sub-processing)
not subject to Regulation (EU) 2016/679 also
ensures compliance with Article 29(4) of
Regulation (EU) 2018/1725 of the European
Parliament and of the Council of 23 October
2018 on the protection of natural persons with
regard to the processing of personal data by the
Union institutions, bodies, offices and
agencies and on the free movement of such
data, and repealing Regulation (EC) No
45/2001 and Decision No 1247/2002/EC (OJ L
295 of 21.11.2018, p. 39), to the extent these
Clauses and the data protection obligations as
set out in the contract or other legal act
between the controller and the processor
pursuant to Article 29(3) of Regulation (EU)
2018/1725 are aligned. This will in particular
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spoléhaji na standardni smluvni
obsazené v rozhodnuti 2021/915.]

dolozky

be the case where the controller and processor
rely on the standard contractual clauses
included in Decision 2021/915.]

b) Strany:

(b) The Parties:

fyzickéd nebo pravnicka osoba ¢i osoby, organ
¢i organy vefejné moci, agentura ¢i agentury
nebo jiny subjekt Ci jiné subjekty (dale jen
»subjekt “Ci ,.subjekty”) predavajici osobni
udaje, uvedené v piiloze I ¢asti A (dale jen
,»Vyvozce udaji®), a

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

subjekt Ci subjekty ve tfeti zemi, piijimajici
pfimo nebo nepfimo prostfednictvim jiného
subjektu, jenz je rovnéz stranou téchto
dolozek, osobni udaje od vyvozce tudaju,
uvedené v piiloze I ¢asti A (déle jen ,,dovozce
udaji‘),

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

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

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

c) Tyto doloZky se pouZiji s ohledem na
predavani osobnich udaji podle ptilohy I ¢asti
B.

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

d) Dodatek k témto doloZkdm obsahujici
ptilohy, na néz se v téchto dolozkéach odkazuje,
tvoti nedilnou soucdast téchto dolozek.

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

Dolozka 2

Clause 2

Uc¢inek a neménnost dolozek

Effect and invariability of the Clauses

a) Tyto doloZky stanovi vhodné zaruky, véetné
vymahatelnych prav subjektu udaji a ucinné
pravni ochrany, podle ¢l. 46 odst. 1 a ¢l. 46
odst. 2 pism. c¢) nafizeni (EU) 2016/679 a s
ohledem na ptfeddvani udaji od spravci
zpracovatelim a/nebo od  zpracovatell
zpracovateliim, standardni smluvni dolozky
podle ¢l. 28 odst. 7 nafizeni (EU) 2016/679,
pokud nebudou zménény, s vyjimkou vybéru
vhodného modulu (vhodnych modulti) nebo za
ucelem ptidani nebo aktualizace informaci v
dodatku. To smluvnim stranam nebrani v tom,
aby zahrnuly standardni smluvni dolozky
stanovené v téchto dolozkéch do Sirsi smlouvy
a/nebo pfidaly dal$i dolozky nebo dodatecné
zaruky, pokud nebudou piimo nebo nepiimo v

(a) These Clauses set out appropriate
safeguards, including enforceable data subject
rights and effective legal remedies, pursuant to
Article 46(1) and Article 46(2)(c) of
Regulation (EU) 2016/679 and, with respect to
data transfers from controllers to processors
and/or processors to processors, standard
contractual clauses pursuant to Article 28(7) of
Regulation (EU) 2016/679, provided they are
not modified, except to select the appropriate
Module(s) or to add or update information in
the Appendix. This does not prevent the Parties
from including the standard contractual
clauses laid down in these Clauses in a wider
contract and/or adding other clauses or
additional safeguards, provided that they do
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rozporu s témito dolozkami nebo nebudou
dotcena zédkladni prava nebo svobody subjektt
udaju.

not contradict, directly or indirectly, these
Clauses or prejudice the fundamental rights or
freedoms of data subjects.

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

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

Dolozka 3

Clause 3

Opravnéné tieti strany

Third-party beneficiaries

Subjekty tidaji se mohou jako opravnéné treti
strany ve vztahu k vyvozci a/nebo dovozci
udajii dovolavat téchto dolozek a vymahat je,
a to s nasledujicimi vyjimkami:

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

0 dolozka 1, dolozka 2, dolozka 3,
dolozka 6, dolozka 7;

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

0 dolozka 8 — dolozka 8.1 pism. b) a
dolozka 8.3 pism. b);

0 Clause 8 — Clause 8.1 (b) and Clause
8.3(b);

0 doloZka 9 — neuplatiiuje se

0 Clause 9 — N/A

0 dolozka 12 — neuplatiiuje se

0 Clause 12 — N/A

0 doloZka 13;

0 Clause 13;

0 dolozka 15.1 pism. ¢), d) a e);

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

0 dolozka 16 pism. e);

0 Clause 16(e);

0 dolozka 18 — dolozka 18.

0 Clause 18 — Clause 18.

b) Pismenem a) nejsou dotCena prava
subjektt udajii podle natizeni (EU) 2016/679.

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

DolozZka 4

Clause 4

Vyklad

Interpretation

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

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

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

(b) These Clauses shall be read and interpreted
in the light of the provisions of Regulation
(EU) 2016/679.
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¢) Tyto dolozky nebudou vykladany
zadnym zplsobem, ktery by byl v rozporu s
pravy a povinnostmi stanovenymi v nafizeni
(EU) 2016/679.

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

Dolozka 5

Clause 5

Hierarchie

Hierarchy

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

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.

Dolozka 6

Clause 6

Popis predavani

Description of the transfer(s)

Podrobnosti tykajici se predavani, zejména
kategorie  osobnich udaji, které jsou
predavany, a ucel nebo ucely,
pro které jsou predavany, jsou uvedeny v
piiloze I ¢asti B.

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

Dolozka 7 — volitelna

Clause 7 — Optional

Dolozka o pristoupeni

Docking clause

a) Subjekt, ktery neni stranou téchto dolozek,
muze se souhlasem stran k témto dolozkam
kdykoli pfistoupit, bud’ jako vyvozce udaja,
nebo jako dovozce udaji, a to vyplnénim
dodatku a podepsanim piilohy I ¢asti A.

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

b) Poté, co piistupujici subjekt vyplni dodatek
a podepise ptilohu I ¢ast A, stane se stranou
téchto dolozek a ma prava
a povinnosti vyvozce udaji nebo dovozce
udajt v souladu se svym urcenim v piiloze I
casti A.

(b) Once it has completed the Appendix and
signed Annex LA, the acceding entity shall
become a Party to these Clauses and have the
rights

and obligations of a data exporter or data
importer in accordance with its designation in
Annex LA.

c) Pfistupujici subjekt nema Zadna prava ani
povinnosti na zaklad¢ téchto dolozek plynouci
z obdobi pied tim, neZz se stal stranou.

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

SECTION II - OBLIGATIONS OF THE
PARTIES

Dolozka 8 Clause 8
Zaruky ochrany udaji Data protection safeguards
Vyvozce udaji zarucuje, ze vynalozil | The data exporter warrants that it has used

pfiméfené usili, aby mohl stanovit, zda je
dovozce tdajii schopen — zavedenim vhodnych
technickych a organizacnich opatieni — plnit
své povinnosti podle téchto dolozek.

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.

MODUL 4: Predani od zpracovatele
spravci

MODULE FOUR: Transfer processor to
controller

8.1 Pokyny

8.1 Instructions

a) Vyvozce udaji zpracovava osobni udaje
pouze na zdkladé doloZzenych pokyni od
dovozce udaju, ktery jedna jako jeho spravce.

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

b) Vyvozce udajii neprodlené informuje
dovozce udaji, pokud neni schopen tyto
pokyny dodrzovat, vcetné piipadl, kdy tyto
pokyny porusuji natizeni (EU) 2016/679 nebo
jiné pravni predpisy Unie nebo ¢lenského statu
v oblasti ochrany udaji.

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

s

opatfeni, ktera by vyvozci udaji brénila v
plnéni jeho povinnosti podle natfizeni (EU)
2016/679, mimo jiné v kontextu dilciho
zpracovani, nebo pokud se jedna o spolupraci
s ptisluSnymi dozorovymi trady.

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

d) Po skonceni poskytovani zpracovatelskych
sluzeb vyvozce udaji v souladu s volbou
dovozce udajii vymaze vSechny osobni tdaje
zpracovavané jménem dovozce tdajii a potvrdi
dovozci udajii, ze tak ucinil, nebo dovozci
udaji  vrati  vSechny  osobni  udaje
zpracovavané jeho jménem a vymaze vSechny
existujici kopie.

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

8.2 Security of processing

Strany zavedou vhodna technickd a
organizacni opatfeni k zajiSténi zabezpeceni
udaju, a to i béhem predavani, a zajisti ochranu
pfed porusenim zabezpeceni vedoucim k
nahodnému nebo protipravnimu zniceni,
ztraté, zméné, neopravnénému poskytnuti
nebo zpfistupnéni (dale jen ,,poruseni
zabezpeceni osobnich udaja*). Pfi posuzovani
vhodné Urovné zabezpeceni strany nalezité
zohledni aktualni stav techniky, naklady na
provedeni, povahu osobnich tdaji?, povahu,
rozsah, kontext a ucel nebo ucely zpracovani a
rizika pro subjekty udaji spojend se
zpracovanim, a zejména zvazi pouziti Sifrovani
nebo pseudonymizace, a to i béhem piredavani,
pokud lze timto zplsobem splnit ucel
zpracovani.

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

[(2) Mimo jiné se jednd o to, zda se predavani
a dalsi zpracovani tykd i osobnich udaji
vypovidajicich o rasovém nebo etnickém
puvodu, politickych nazorech, nabozenském
vyznani nebo filozofickém presvédceni nebo
¢lenstvi v odborech, genetickych udaji nebo
biometrickych udaji za ucelem jedinecné
identifikace fyzické osoby, udajli o zdravotnim
stavu ¢i o sexudlnim Zivoté nebo sexudlni
orientaci fyzické osoby nebo udaji tykajicich
se rozsudkil v trestnich vécech nebo trestnych
¢int],

[(2) This includes whether the transfer and
further processing involves personal data
revealing racial or ethnic origin, political
opinions, religious or philosophical beliefs, or
trade union membership, genetic data or
biometric data for the purpose of uniquely
identifying a natural person, data concerning
health or a person’s sex life or sexual
orientation, or data relating to criminal
convictions or offences],

Vyvozce udaji pomaha dovozci udaji pfi
zajiStovani odpovidajiciho zabezpe€eni udaju
v souladu s pismenem a). V piipad¢ poruseni
zabezpeCeni osobnich udaji tykajiciho se
osobnich Udaji zpracovavanych vyvozcem
udaji podle téchto dolozek vyvozce udaju
poda hlaSeni dovozci tidaji bez zbyte¢ného
odkladu poté, co se o ném dozvédél,
a dovozci udajii bude pii feSeni uvedeného
poruseni napomocen.

The data exporter shall assist the data importer
in ensuring appropriate security of the data in
accordance with paragraph (a). In case of a
personal data breach concerning the personal
data processed by the data exporter under these
Clauses, the data exporter shall notify the data
importer without undue delay after becoming
aware of it and assist the data importer in
addressing the breach.
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Vyvozce Udajii zajisti, aby se osoby opravnéné
zpracovavat osobni udaje zavazaly k
mlcenlivosti, nebo aby se na n¢ vztahovala
zakonna povinnost ml¢enlivosti.

The data importer 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 Dokumentace a plnéni povinnosti

8.3 Documentation and compliance

Strany musi byt schopny prokéazat dodrzovani
téchto dolozek.

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

Vyvozce udaji poskytne dovozci tdaji
veskeré informace potiebné k dolozeni toho,
ze byly splnény povinnosti stanovené v téchto
dolozkéch, umozni provedeni auditt a bude k
nim prispivat.

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.

Dolozka 9

Clause 9

Vyuziti diléich zpracovateli

Use of sub-processors

Dolozka 10

Clause 10

Prava subjekta udaji

Data subject rights

MODUL 4: Predani od zpracovatele
spravci

MODULE FOUR: Transfer processor to
controller

Strany si vzajemné poméahaji pfi odpovidani
na dotazy a zadosti subjektti udaji podle
mistniho prava pouZitelného na dovozce
udajti nebo v pripad¢ zpracovani udaju
dovozcem udaji v EU podle natizeni (EU)
2016/679.

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.

Dolozka 11

Clause 11

Naprava

Redress

Dovozce udajil transparentné a ve snadno
pristupném formatu informuje subjekty udaji
prosttednictvim individuélniho ozndmeni
nebo na svych internetovych strankéach o
kontaktnim misté opravnéném vytizovat
stiznosti. Takové misto neprodlené vytidi
jakékoli stiznosti, které od subjektu udajt
piijme.

The data importer shall inform data subjects
in a transparent and easily accessible format,
through individual notice or on its website, of
a contact point authorised to handle
complaints. It shall deal promptly with any
complaints it receives from a data subject.
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Dolozka 12

Clause 12

Odpovédnost

Liability

MODUL 4: Prredani od zpracovatele
spravci

MODULE FOUR: Transfer processor to
controller

a) Kazda strana je vici druhé strané/ostatnim
stranam odpovédna za jakoukoli Gjmu, kterou
druhé¢ strané/ostatnim stranam pii poruseni
téchto dolozek zpiisobi.

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

b) Kazda strana je odpovédna viici subjektu
udajti a subjekt udajii ma narok na nahradu
jakékoli hmotné nebo nehmotné Gjmy, kterou
strana zpisobi subjektu idaji poruSenim prav
nalezejicich opravnéné tieti strané na zdkladé
téchto dolozek. Tim neni dotcena
odpovédnost vyvozce udajii podle natizeni
(EU) 2016/679.

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

¢) Pokud je za ijmu zptisobenou subjektu
udajii v disledku poruseni téchto dolozek
odpovédna vice neZ jedna strana, nesou
spole¢nou a nerozdilnou odpovédnost
vSechny odpovédné strany a subjekt udajt je
opravnén proti kterékoli z téchto stran podat
Zalobu u soudu.

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

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

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

e) Dovozce udajli se nemize dovolavat
jednéni zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

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

Dolozka 13

Clause 13

Dohled

Supervision
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ODDIL III - MISTNI PRAVNI PREDPISY
A POVINNOSTI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

SECTION III - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

Dolozka 14

Clause 14

Mistni pravni predpisy a postupy majici
dopad na dodrZovani doloZzek

Local laws and practices affecting
compliance with the Clauses

MODUL 4: Prredani od zpracovatele
spravci(pokud zpracovatel z EU kombinuje
osobni udaje prijaté od spravce ve treti zemi s
osobnimi udaji shromazdénymi
zpracovatelem v EU)

MODULE FOUR: Transfer processor to
controller (where the EU processor combines
the personal data received from the third
country-controller with personal data
collected by the processor in the EU)

a) Strany zarucuji, Ze nemaji diivod se
domnivat, ze pravni ptedpisy a postupy ve
treti zemi urceni, které se vztahuji na
zpracovani osobnich udaji dovozcem udaju,
vcetné jakychkoli pozadavkil na zptistupnéni
osobnich tdaji nebo opatieni, kterymi se
povoluje pfistup orgdniim vetejné moci, brani
dovozci udajl pii plnéni svych povinnosti
podle té&chto dolozek. To je zalozeno na
predpokladu, Ze pravni piedpisy a postupy,
které respektuji podstatu zakladnich prav a
svobod a neptekracuji to, co je v
demokratické spolecnosti nezbytné a
pfiméfené k zajisténi jednoho z cilt
uvedenych v €l. 23 odst. 1 natizeni (EU)
2016/679, nejsou v rozporu s t€mito
dolozkami.

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

b) Smluvni strany prohlasuji, Ze pfi
poskytovani zaruky uvedené v pismenu a)
nalezité zohlednily zejména nésledujici
prvky:

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

- konkrétni okolnosti predani, véetné délky
zpracovatelského fetézce, poctu zapojenych
subjektii a pouzitych kanalt pro pfenos udaja,
zamyslené dal$i predani, druh ptijemce, ucely
zpracovani, kategorie a format predavanych
osobnich tdajl, hospodaiské odvétvi, v némz
se predavani uskutecnuje, misto, kde se
predané udaje uchovavaji;

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

- pravni predpisy a postupy tfeti zem¢ urceni
— vcetné¢ téch, které vyzaduji zptistupnéni
udajii orgdniim vetejné moci nebo povoluji

- the laws and practices of the third country of
destination— including those requiring the
disclosure of data to public authorities or
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pristup téchto orgdnli — relevantni s ohledem
na konkrétni okolnosti pfedani, jakoz i
pouzitelna omezeni a zaruky?;

authorising access by such authorities —
relevant in light of the specific circumstances
of the transfer, and the applicable limitations
and safeguards’;

[(3) Pokud jde o dopad takovych préavnich
ptedpisti a postupli na dodrzovani téchto
dolozek, za soucast celkového posouzeni 1ze
povazovat rizné prvky. Mezi tyto prvky
mohou patfit relevantni a zdokumentované
praktické zkusenosti s predchozimi ptipady
zadosti o zptistupnéni od organil vefejné moci
nebo neexistence takovych zadosti, které
pokryvaji dostatecné reprezentativni ¢asovy
ramec. Tyka se to zejména internich zaznamu
nebo jiné dokumentace, vypracovavané
pribézné v souladu s nélezitou péci a
certifikované na urovni vrcholového vedeni,
za predpokladu, ze tyto informace lze v
souladu s pravnimi ptedpisy sdilet se tietimi
stranami. Pokud se na zaklad¢ této praktické
zkuSenosti dospéje k zaveru, Ze dovozcei tidaji
nebude branéno v dodrzovani téchto dolozek,
je tieba to podpofit dal§imi relevantnimi,
objektivnimi prvky a je na smluvnich
stranach, aby peclive zvazily, zda tyto prvky
maji spole¢né dostatecnou vahu na podporu
tohoto zavéru, pokud jde o jejich spolehlivost
a reprezentativnost. Smluvni strany musi
zejména zohlednit, zda jsou jejich praktické
zkuSenosti potvrzeny vefejné dostupnymi
nebo jinak piistupnymi spolehlivymi
informacemi o existenci ¢i neexistenci zadosti
ve stejném odvétvi a/nebo o uplatiovani
prava v praxi, jako je napiiklad judikatura a
zpravy nezavislych organi dohledu, a nejsou
s nimi v rozporu]

[(3) As regards the impact of such laws and
practices on compliance with these Clauses,
different elements may be considered as part
of an overall assessment. Such elements may
include relevant and documented practical
experience with prior instances of requests for
disclosure from public authorities, or the
absence of such requests, covering a
sufficiently representative time-frame. This
refers in particular to internal records or other
documentation, drawn up on a continuous
basis in accordance with due diligence and
certified at senior management level,
provided that this information can be lawfully
shared with third parties. Where this practical
experience is relied upon to conclude that the
data importer will not be prevented from
complying with these Clauses, it needs to be
supported by other relevant, objective
elements, and it is for the Parties to consider
carefully whether these elements together
carry sufficient weight, in terms of their
reliability and representativeness, to support
this conclusion. In particular, the Parties have
to take into account whether their practical
experience is corroborated and not
contradicted by publicly available or
otherwise accessible, reliable information on
the existence or absence of requests within the
same sector and/or the application of the law
in practice, such as case law and reports by
independent oversight bodies]

- veskeré pfislusné smluvni, technické nebo
organiza¢ni zaruky zavedené za ucelem
doplnéni zaruk podle téchto dolozek, vCetné
opatteni uplatiovanych béhem predani a
zpracovani osobnich tdaji v zemi urceni.

- 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.
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¢) Dovozce udajh zarucuje, Ze pii provadéni
posouzeni podle pismene b) vynalozil
maximalni usili, aby poskytl vyvozci udajt
relevantni informace, a souhlasi s tim, ze bude
pii zajistovani dodrzovani téchto dolozek s
vyvozcem udaji i nadale spolupracovat.

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

d) Strany souhlasi, Ze posouzeni podle
pismene b) zdokumentuji a na pozadani
zptistupni ptislusnému dozorovému tiadu.

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

e) Dovozce udaji souhlasi s tim, ze
neprodlen¢ uvédomi vyvozce udaji, pokud
ma po vyjadieni souhlasu s témito
ustanovenimi a po dobu trvani smlouvy
divod se domnivat, Ze se na n¢j vztahuji,
nebo se zacaly vztahovat pravni predpisy
nebo postupy, které nejsou v souladu s
pozadavky podle pismene a), a to 1 po zméné
v pravnich ptedpisech tieti zemée nebo
opatfeni (jako je naptiklad zZadost o
poskytnuti udajit), jez svédci o tom, ze
uplatiiovani téchto pravnich predpist v praxi
neni v souladu s pozadavky uvedenymi v
pismeni a).

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

f) Po oznameni podle pismene ¢), nebo pokud
ma vyvozce udajl jinak ditvod se domnivat,
povinnosti na zdkladé téchto dolozek,
vyvozce udaji neprodlené ur¢i vhodna
opatfeni (napf. technicka nebo organizacni
opatteni k zajiSténi bezpecnosti a divérnosti),
ktera ma piijmout vyvozce tdaji a/nebo
dovozce udaju k feSeni situace [pokud jde o
modul 3: ptipadné po konzultaci se
spravcem]. Vyvozce udajli pozastavi
predavani udaji, pokud se domniva, Ze pro
toto pfedavani nemohou byt zajistény zadné
vhodné zaruky, nebo pokud mu dé pokyn
ptislusny dozorovy ufad. V tomto piipadé je
vyvozce udajli opravnén vypoveédét smlouvu,
pokud jde o zpracovani osobnich udajti podle
téchto dolozek. Jestlize smlouva zahrnuje vice
nez dvé smluvni strany, mize vyvozce udaji
toto pravo na vypovézeni uplatnit pouze ve
vztahu k pfislusné strané, pokud se strany

(f) 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 [for Module Three:, if
appropriate in consultation with the
controller]. 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
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nedohodly jinak. Jestlize je smlouva
vypovézena podle této dolozky, pouzije se
dolozka 16 pism. d) a e).

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.

Dolozka 15

Clause 15

Povinnost dovozce udaji v pripadé
pristupu organt verejné moci

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

MODUL 4: Predani od zpracovatele
spravci(pokud zpracovatel z EU kombinuje
osobni udaje prijaté od spravce ve treti zemi s
osobnimi udaji shromdzdenymi
zpracovatelem v EU)

MODULE FOUR: Transfer processor to
controller (where the EU processor combines
the personal data received from the third
country-controller with personal data
collected by the processor in the EU)

15.1 Oznameni

15.1 Notification

a) Dovozce udaji souhlasi s tim, ze
neprodlené uvédomi vyvozce Gdaju, a je-li to
mozné, subjekt udaji (v ptipadée potieby s
pomoci vyvozce udajit), pokud:

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

- na zaklad¢ pravnich predpisti zemée urceni
obdrZi pravné zavaznou Zadost od organu
vetejné moci, véetné soudnich organt, o
zptistupnéni osobnich udaji ptedanych podle
téchto dolozek; takové oznameni obsahuje
informace o pozadovanych osobnich tdajich,
dozadujicim organu, pravnim zakladu Zadosti
a poskytnuté odpovédi, nebo

- receives a legally binding request from a
public authority, including judicial
authorities, under the laws of the country of
destination for the disclosure of personal data
transferred pursuant to these Clauses; such
notification shall include information about
the personal data requested, the requesting
authority, the legal basis for the request and
the response provided; or

- se dozvi o jakémkoli pfimém piistupu
organt vefejné moci k osobnim tidajim
pfedavanym podle téchto dolozek v souladu s
pravnimi predpisy zemé urceni; takové
oznameni obsahuje vSechny informace
dostupné dovozci.

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

b) Pokud je podle pravnich predpisi zemé
urceni dovozci udajli zakdzano informovat
vyvozce udajii a/nebo subjekt udaji, souhlasi
dovozce tdajt s tim, Ze za ticelem co
nejrychlejsiho sdéleni co nejvét§iho mnozstvi

(b) If the data importer is prohibited from
notifying the data exporter and/or the data
subject under the laws of the country of
destination, the data importer agrees to use its
best efforts to obtain a waiver of the
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informaci vynalozi maximalni usili, aby od
tohoto zédkazu bylo upusténo. Dovozce udaji
souhlasi, ze zdokumentuje své maximalni
usili, aby je mohl na zadost vyvozce udaji
prokazat.

prohibition, with a view to communicating as
much information as possible, as soon as
possible. The data importer agrees to
document its best efforts in order to be able to
demonstrate them on request of the data
exporter.

¢) Je-li to povoleno pravnimi piedpisy zemé
uréeni, dovozce udajii souhlasi, Ze bude
poskytovat vyvozci udaju v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantnéj$i informace o piijatych
zadostech (zejména informace o poc¢tu
zadosti, druhu pozadovanych udaju,
dozadujicim organu nebo organech, zda byly
tyto zadosti napadeny a vysledek takového
napadeni atd.).

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

d) Dovozce udajii souhlasi s tim, Ze po dobu
trvani smlouvy bude informace podle pismene
a) az ¢) uchovavat a na vyzadani je poskytne
pfisluSnému dozorovému uradu.

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

Pismeny a) aZ c¢) neni dotCena povinnost
dovozce tdajt podle dolozky 14 pism. e) a
doloZky 16 neprodlen¢ informovat vyvozce
udajl, pokud neni schopen tyto dolozky
dodrZovat.

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

15.2 Prezkum zakonnosti a minimalizace
udaju

15.2 Review of legality and data
minimisation

a) Dovozce udajt souhlasi s tim, Ze
pfezkouma zakonnost zadosti o poskytnuti
udajt, zeyjména zda nepiekrocila meze
pravomoci udélenych dozadujicimu organu
vefejné moci, a ze zadost napadne, pokud po
peclivém posouzeni dojde k zavéru, ze
existuji opodstatnéné divody se domnivat, ze
zadost je podle pravnich predpisti zemé
urceni, platnych zavazki podle
mezinarodniho prava a zasad mezindrodni
zdvorilosti protipravni. Dovozce daja za
stejnych podminek vyuzivd moznosti
odvolani. Pfi napadeni zadosti dovozce udajt
pfijme pfedbéznd opatieni s cilem pozastavit
ucinky zadosti, dokud pfisluSny soudni organ
nerozhodne o jeji opodstatnénosti.

(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
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Nezpftistupni pozadované osobni udaje, dokud
mu takova povinnost nebude stanovena na
zaklad¢ platnych procesnich pravidel. Témito
pozadavky nejsou doteny povinnosti
dovozce udajui podle dolozky 14 pism. e).

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) Dovozce udaji souhlasi, Ze zdokumentuje
své pravni posouzeni i jakékoli napadeni
zadosti o poskytnuti udaji a v rozsahu
povoleném pravnimi pfedpisy zemé urceni
zptistupni dokumentaci vyvozci tdaji. Na
pozéadani ji rovnéz zptistupni ptisluSnému
dozorovému uradu.

(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.

¢) Dovozce udaji souhlasi s poskytnutim
minimalniho pfipustného mnozstvi informaci
pii odpovéedi na zadost o zpiistupnéni, a to na
zakladé pfiméteného vykladu zadosti.

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

ODDIL 1V — ZAVERECNA USTANOVENI]

SECTION IV — FINAL PROVISIONS

Dolozka 16

Clause 16

Nedodrzeni doloZek a vypovézeni

Non-compliance with the Clauses and
termination

a) Dovozce udaji neprodlen¢ informuje
vyvozce udajl, pokud neni z jakéhokoli
dtvodu schopen tyto dolozky dodrzet.

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

b) Pokud dovozce udaji porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet,
vyvozce udajli pozastavi predavani osobnich
udajti dovozci udajii, dokud neni dodrZzovani
op¢t zajisténo nebo smlouva vypovézena.
Timto neni dot¢ena dolozka 14 pism. f).

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

¢) Vyvozce udaji je opravnén vypovedét
smlouvu v rozsahu, v némz se jedna o
zpracovani osobnich udaji podle téchto
dolozek, pokud:

(c) The data exporter shall be entitled to
terminate the contract, insofar as it concerns
the processing of personal data under these
Clauses, where:
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- vyvozce udaji pozastavil predavani
osobnich tidaji dovozci udajii podle pism. b)
a dodrzovani téchto dolozek neni v piiméiené
lhaté a v kazdém piipad€ do jednoho mésice
od pozastaveni obnoveno;

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

- dovozce udaji tyto dolozky podstatné nebo
trvale porusuje nebo

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

- dovozce tidaji nedodrzi zdvazné rozhodnuti
prislusného soudu nebo dozorového uradu
tykajiciho se jeho povinnosti podle téchto
dolozek.

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

V takovych ptipadech o nedodrzeni informuje
ptislusny dozorovy urad. Pokud smlouva
zahrnuje vice nez dvé smluvni strany, mtize
vyvozce udajl toto pravo na vypovézeni
uplatnit pouze ve vztahu k piislusné strané,
pokud se strany nedohodly jinak.

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

d) Osobni tidaje shroméazdéné vyvozcem
udaju v EU, které byly ptredany pred
vypovézenim smlouvy podle pismene c),
musi byt neprodlené vymazany v celém
rozsahu, vcetné veskerych jejich kopii.
Dovozce udaji potvrdi vyvozci udaji, ze byly
udaje vymazany. Dokud nejsou udaje
vymazany nebo vraceny, dovozce udaji
nadale zajist'uje soulad s témito dolozkami. V
piipadé€, Ze se na dovozce udaju vztahuji
mistni pravni predpisy, které mu zakazuji
piedané osobni tidaje vratit nebo vymazat,
dovozce tdaju zarucuje, zZe bude i nadéle
zajiStovat dodrzovani téchto doloZek a bude
udaje zpracovavat pouze v takovém rozsahu a
tak dlouho, jak to uvedené mistni pravo
vyzaduje.

(d) Personal data collected by the data
exporter in the EU that has been transferred
prior to the termination of the contract
pursuant to paragraph (c) shall immediately
be deleted in its entirety, including any copy
thereof. The data importer shall certify the
deletion of the data to the data exporter. Until
the data 1s 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) Kterdkoli ze stran mize odvolat sviij
souhlas s tim, Ze bude vazana témito
dolozkami, pokud 1) Evropské komise piijme
rozhodnuti podle ¢l. 45 odst. 3 natizeni (EU)
2016/679 tykajici se predavani osobnich
udaju, na které se tyto dolozky vztahuji, nebo
11) se nafizeni (EU) 2016/679 stane soucasti

(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
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pravniho rdmce zem¢, do které jsou osobni
udaje predavany. Tim nejsou dotéeny dalsi
povinnosti vztahujici se na dotéené
zpracovani podle natizeni (EU) 2016/679.

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.

Dolozka 17

Clause 17

Rozhodné pravo

Governing law

MODUL 4: Predani od zpracovatele
spravci

MODULE FOUR: Transfer processor to
controller

Tyto dolozky se fidi pravem zem¢, jez
umoznuje uplatiiovat prava nalezejici
opravnéné tieti strané. Strany se dohodly, ze
se budou fidit pravem Ceské republiky.

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.

Dolozka 18

Clause 18

MODUL 4: Predani od zpracovatele
spravci

MODULE FOUR: Transfer processor to
controller

Veskere spory vyplyvajici z téchto dolozek
budou feSeny soudy v Ceské republice.

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

DODATEK

APPENDIX

VYSVETLIVKY:

EXPLANATORY NOTE:

Musi byt mozné jasné rozlisit informace,
které se vztahuji na kazdé piedani nebo
kazdou kategorii pfedani, a v tomto ohledu
urcit prislusnou ulohu/ptislusné tlohy stran v
postaveni vyvozce/vyvozcl udaji a/nebo
dovozce/dovozcl udaji. To nemusi nutné
vyzadovat vyplnéni a podepsani samostatnych
dodatkt pro kazdé predani/kategorii pfedani
a/nebo smluvni vztah, pokud lze této
transparentnosti dosahnout prostfednictvim
jednoho dodatku. Pokud je to vSak nutné k
zajisténi dostateCné srozumitelnosti, mély by
se pouzit samostatné dodatky.

It must be possible to clearly distinguish the
information applicable to each transfer or
category of transfers and, in this regard, to
determine the respective role(s) of the Parties
as data exporter(s) and/or data importer(s).
This does not necessarily require completing
and signing separate appendices for each
transfer/category of transfers and/or
contractual relationship, where this
transparency can achieved through one
appendix. However, where necessary to
ensure sufficient clarity, separate appendices
should be used.
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PRILOHA I

ANNEX 1

A.SEZNAM SMLUVNICH STRAN

A. LIST OF PARTIES

MODUL 4: Predani od zpracovatele
spravci

MODULE FOUR: Transfer processor to
controller

Vyvozce (vyvozcei) udaju:/Totoznost a
kontaktni udaje vyvozce/vyvozcii udajit a v
prislusném pripade jeho/jejich povérence pro
ochranu osobnich udajii a/nebo zdstupce v
Evropské unii]

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

1.Jméno/nazev: Fakultni nemocnice Hradec
Kralové

1.Name: University Hospital Hradec Kralové

Sokolska 581, 500 05 Hradec Kralové, Ceska
republika

Sokolska 581, 500 05 Hradec Kralove, Czech
Republic

Jméno, funkce a kontaktni tidaje kontaktni
osoby:

Contact person’s name, position and contact
details:

Cinnosti relevantni pro pfedavani idaji na
zaklad¢ téchto doloZek: povéfenec pro osobni
udaje

Activities relevant to the data transferred
under these Clauses: data protection officer

Podpis a datum:  15-10.2025

Signature and date:

Uloha: zpracovatel

Role: processor
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Dovozce nebo dovozci adaji:/7otoznost a
kontaktni udaje dovozce/dovozcii udaji,
véetné jakékoli kontaktni osoby, kterd je
odpovédna za ochranu udaji]

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

1.Jméno/nazev: Eikon Therapeutic, Inc.

1.Name: Eikon Therapeutic, Inc.

Adresa: 230 Harriet Tubman Way Millbrae,
CA 94030, USA

Address: 230 Harriet Tubman Way Millbrae,
CA 94030, USA

Jméno, funkce a kontaktni idaje kontaktni
osoby:

Cinnosti relevantni pro predavani udaji na
zaklad¢ téchto dolozek: Pfedavani osobnich
udajt tymu klinického hodnoceni a pacientli v
klinickém hodnoceni od vyvozce udajii
dovozci udajt v ramci klinického hodnoceni.

Contact person’s name, position and contact
details:

Activities relevant to the data transferred
under these Clauses: The transfer of personal
data of Trial staff and Trial patients from data
exporter to data importer in the context of the
Trial.

Podpis a datum:

Signature and date:

Uloha: spravce

Role: controller
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B.POPIS PREDANI

B. DESCRIPTION OF TRANSFER

MODUL 4: Predani od zpracovatele
spravci

MODULE FOUR: Transfer processor to
controller

Kategorie subjektii udajii, jejichz osobni
udaje se predavaji

- Pacienti zatazeni do klinického
hodnoceni

- Personal vyvozce a zkousSejici 1¢kari
vyvozce podilejici se na klinickém hodnoceni.

Categories of data subjects whose personal
data is transferred

- Patients enrolled in the study

- Exporter staff and investigators of the
Exporter involved in the study.

Kategorie predavanych osobnich udaji

- Pacienti zatazeni do klinického
hodnoceni: pseudonymizované tidaje véetné
roku narozeni, véku v dobé¢, pohlavi,
rasy/etnického ptivodu, zdravotniho stavu a
onemocnéni, véetn€ anamnézy, zpusobu 1écby
a odpovédi na 1é€bu, biologickych vzork
(napft. vzorky krve a moci) a vysledki jejich
analyzy, dale EKG a vysledkt jejich
hodnoceni.

- Personal vyvozce a zkousejici 1€kari
vyvozce podilejici se na klinickém hodnoceni:
Jméno; kontaktni udaje; odborna kvalifikace;
vzdélani; zaméstndni; financni Gdaje.

Categories of personal data transferred

- Patients enrolled in the study:
pseudonymized data including year of
birth,age at time of consent, gender,
race/ethnicity, health status and medical
conditions, including medical history,
treatments and response to the treatments,
biological samples, (e.g. blood and urine
samples) and the results of their analysis, and
ECGs, and the results of their evaluations.

- Exporter staff and investigators of the
Exporter involved in the study: Name; contact
details; professional qualification; education;
employment; financial information.

Citlivé udaje, které se predavaji (v
prislusnych pripadech), a uplatnéna omezeni
nebo zaruky, jez plné zohlednuji povahu
udajii a souvisejici rizika, napriklad prisné
ucelové omezeni, omezeni pristupu (véetné
pristupu pouze pro zaméstnance, kteri
absolvovali specializované Skoleni), vedeni
zdznamu o pristupu k udajiim, omezeni pro
dalsi predavani nebo dodatecna bezpecnostni
opatieni.

Zaméstnanci dovozce obdrzeli pokyny a
Skoleni o tom, jak nakladat s osobnimi udaji
(v€etné citlivych osobnich udaji). O
operacich v databézi klinického hodnoceni
jsou vedeny zdznamy.

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

Importer’s employees have received
instructions and training on how to handle
personal data (including sensitive personal
data). Operations on the trial database are
logged.

Cetnost predavani (napr. zda jsou udaje
predavany jednordzoveé nebo priibézneé).
Nepretrzité.

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

Povaha zpracovani

Osobni udaje budou podrobeny
automatizovanym a manualnim operacim
zpracovani, véetné shromazd’ovani,
zaznamenavani, organizace, strukturovani,

Nature of the processing

Personal data will be subject to automated and
manual processing operations including
collection, recording, organisation,
structuring, storage, adaptation or alteration,
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uchovavani, ptizptisobovani nebo
pozménovani, vyhledavani, nahlizeni,
pouzivani, zptistupnéni pienosem, Sifeni nebo
jiného zpfistupnéni, sladéni nebo
kombinovani, omezeni, vymazani nebo
zniceni.

retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise
making available, alignment or combination,
restriction, erasure or destruction.

Ucel nebo icely predani uidajii a dalsi
zpracovani Pfedavani osobnich udaji dovozci
udaji je nezbytné za ucely: (1) provedeni
klinického hodnoceni, (ii) zajisténi fadného
zpracovani nezaddoucich piihod, (iii) splnéni
oznamovacich povinnosti pfislusnym tiadtim,
(iv) pro ptipad inspekei provadénych ufadem,
k vyhotoveni bezpecnostnich zprav, a (v) v
neposledni fadé€ zaruceni kvality a
bezpecnosti klinického hodnoceni,
spolehlivosti udaji, schvaleni regulacnimi
urady a komercializace vysledku.
Pseudonymizované tidaje subjektli hodnoceni
jsou také predavany pro ucely druhotného
vyzkumu, pokud je to zdkonné a povoleno z
etického hlediska, pro pokrok ve védé a
vetejném zdravi.

Purpose(s) of the data transfer and further
processing The transfer of personal data to the
data importer is necessary to: (i) carry out the
study, (ii) ensure proper handling of adverse
events, (iii) comply with reporting obligations
to competent authorities, or (iv) in case of
inspections by the authority, carry out safety
reports, (v) guarantee, ultimately, the quality
and safety of the study, the reliability of the
data, regulatory approval and the
commercialization of the result.
Pseudonymized study subject data are also
transferred for secondary research purposes,
where legally and ethically permitted, for the
advancement of science and public health.

Doba, po kterou budou osobni udaje
uchovavany, nebo neni-li ji mozné urcit,
kritéria pouzita pro stanoveni této doby
Dovozce udajit musi uchovévat udaje po dobu
nejméné 25 let po skonceni klinického
hodnoceni. Po uplynuti této doby bude
dovozce tdaji uchovavat osobni tidaje pouze
pro jiné ucely souvisejici s budoucim
védeckym vyzkumem za predpokladu, Ze to
umoziuji zdkony a platné etické pozadavky.

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

The data importer must preserve the data for
at least 25 years after the end of the study.
After that period, the personal data will only
be stored by the data importer for other
purposes related to future scientific research
provided that it is permitted by law and the
applicable ethical requirements.

Pokud jde o predavani (dilcim)
zpracovateliim, rovnéz uvedte predmet,
povahu a trvani zpracovani

Neni k dispozici

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

N/A
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