Ev.¢. 017/0VZ/24/094-P

CLINICAL TRIAL AGREEMENT FOR
PROTOCOL

SMLOUVA O KLINICKE STUDII PRO
PROTOKOL

This Clinical Trial Agreement (“Agreement”) is
entered into by and among

Fakultni nemocnice Ostrava, having a place of
business at 17. listopadu 1790, 708 52 Ostrava —
Poruba, Czech Republic, Identification number:
00843989, Tax identification number:

CZ00843989, represented by —
#. Depty Dhector ot
Science, Research and Teaching, Founding Act of
the Ministry of Health of the Czech Republic of 25

November 1990, No. OP-054-25.11.90
(the “Institution™),

R < oy
and Oncology Clinic, the mvestigator for the Trial

(the “Investigator™)

and Kite Pharma, Inc., a Delaware corporation
with headquarters located at 2400 Broadway, Santa
Monica, California 904 04 and a wholly-owned
subsidiary of Gilead Sciences, Inc. (together with
its affiliates and subsidiaries, “Kite”), in
connection with a clinical trial conducted pursuant
to Protocol

(together with any amendments thereto, which are
incorporated herein by reference, the “Protocol”)
(the “Trial”), at Fakultni nemocnice Ostrava
location (“Trial Site”). The effective date of this
agreement (the “Effective Date™) shall be the date
on which the Agreement is published in the Czech
Ministry of Interior contract registration system, in
accordance with Act No. 340/2015 Coll., on the
Register of Contracts. The Trial will be conducted

under the immediate supervision of the
Investigator. The Trial will be conducted using
Kite’s trial drug(s), (the

“Investigational Product™).

PPD Investigator Services LLC with its principal
place of business at 929 North Front Street,
Wilmington, NC, 28401, USA together with its
clinical affiliates and offices including but not

Tato Smlouva o klinické studii (“Smlouva”) je
sjednana mezi

Fakultni nemocnice Ostrava, se sidlem

17. listopadu 1790, 708 52 Ostrava — Poruba, Ceské
00843989,

republika, IC: DIC: CZ00843989.

zastoupena

. namestkem reditele pro vedu, vyzkum
a vyuku, Ziizovaci listma MZ CR ze dne 25.
listopadu 1990, ¢. j. OP-054-25.11.90 (“Instituce”),

B B

hematoonkologie ZzkousSejicim v ramci studie
("ZKousejici”)
a Kite Pharma, Inc., obchodni spole¢nosti

zalozenou ve stat€é Delaware, se sidlem v 2400
Broadway, Santa Monica, Kalifornia 904 04
stoprocentné  vlastnénd  dcefind  spolecnost
spolecnosti Gilead Sciences, Inc. (spolecné s jejimi
pobockami a dcefinymi spole¢nostmi ve Spojenych
statech, “Kite), v souvislosti s klinickou studii
rovadénou v souladu s Protokolem

spolecné s jakymikoliv

tomuto, které jsou zde zminény, “Protokol™)
(“Studie”), v prostorach Fakultni nemocnice
Ostrava. (“ZKkouSejici centrum”). Dnem ucinnosti
této Smlouvy (,,Datum ucinnosti*) je datum, kdy je
Smlouva uveiejnénd v registru smluv v souladu se
zakonem ¢. 340/2015 Sb., o registru smluv. Studie
bude provadéna pod piimym dohledem Zkousejiciho.

Studie bude provedena pomoci testovacich léka
spolecuos it

(“VyzKumny produkt”).

PPD Investigator Services LLC, se sidlem na
adrese 929 North Front Street, Wilmington, NC,
28401, USA spolu se svymi klinickymi pobockami a
kanceléfemi, mimo jiné PPD Czech Republic, s.r.0.,
Budé¢jovicka alej, Antala Staska 2027/79, 140 00
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limited to PPD Czech Republic, s.r.0., Budejovicka
alej, Antala Staska 2027/79, 140 00 Praha 4, Czech
Republic, Company ID number: 63671077
(hereinafter jointly and/or individually the “CRO”)
is serving as Kite's contract research organization
for the Trial. Hereafter, Kite, Investigator and
Institution are sometimes referred to individually as

Praha 4, Ceska republika, ICO: 63671077 (dale
spolecné a/nebo jednotlivé ,,.SVO*) jedna jako
smluvni vyzkumna organizace spolecnosti Kite ve
spojeni se Studii. Spolecnost Kite, Zkousejici a
Instituce jsou dale n¢kdy jednotlivé nazyvany
“Smluvni strana” nebo spoleéné jako “Smluvni
strany.” Smluvni strany se dohodly na nasledujicim:

Clinical Trial is expected to start upon CTA
signatures and end approximately on April 2033.
Any deviation of the actual duration from the
expected duration exceeding this period by more
than 12 months requires a change to this contract in
the form of a written amendment.

1.2 Compensation. CRO on behalf of
Kite will pay the only payee - Institution as set
forth in the Budget and Payment Schedule attached
hereto as Exhibit A and incorporated herein by
reference.

The remuneration payments listed in
Annex A constitute the only and exclusive way of
financial settlement between the Parties. Kite
hereby declares that no separate contract with the
Investigator for a payment for conducting a clinical
trial has been or will be concluded. The
remuneration will be distributed between the
Institution, the Investigator, and their study team
after deduction of costs in accordance with the
Institution's internal regulations.

Kite and the Investigator declare that
they will not enter into any legal relationship with
each other, whether or not it relates to this clinical
trial, without the consent of the Institution. The
Parties hereby declare that there is no conflict of
interest of a financial or non-financial nature on
their part which would impede the proper conduct
of the clinical trial in accordance with generally
applicable rules and regulatory requirements (in
particular good clinical practice).

“Party” or collectively as the “Parties.” The
Parties agree as follows:
1. OBLIGATIONS FOR THE 1. ZAVAZKY PRO PROVADENI STUDIE
CONDUCT OF THE TRIAL
1.1 Clinical ~ Trial  Duration. 1.1. Predpokladana doba trvani klinické

Studie je od podpisu této smlouvy do Dubna 2033.
Ptipadnd odchylka skute¢né doby trvani od
predpokladané doby trvani presahujici tuto dobu o
vice nez 12 mésict vyZaduje zménu této smlouvy ve
form¢ pisemného dodatku.

1.2. Platba. CRO jménem spolecnosti
Kite bude veskeré castky uvedené v priloze A platit
jedinémupfijemci plateb - Instituci, jak je stanoveno
v rozpoctu a rozvrhu plateb, které tvofi prilohu A této
Smlouvy a odkazuje se na né.

Platby odmény uvedené v piiloze A
predstavuji  jediny a vyluény zplsob ftadného
finanéniho vyporadani mezi Smluvnimi stranami.
Kite timto prohlaSuje, Ze neuzaviel a neuzavie se
ZkousSejicim separatni smlouvu na odménu za
provedeniStudie. Odména bude mezi Instituci a
Zkousejiciho a jeho studijni tym rozdélena po
odecteni nakladii podle vnitinich predpist Instituce.

Spolecnost Kite a Zkousejici prohlasuji, ze
mezi sebou neuzaviou zadny pravni vztah bez ohledu
na to, zda se vztahuje k Studii , aniz by s tim Instituce
vyjadtila souhlas. Smluvni strany timto prohlasuji, ze
z jejich strany neexistuje zadny stfet zajma financni
¢i nefinan¢ni povahy, ktery by branil fadné realizaci
Studie v souladu s obecné platnymi ptedpisy a
regulaénimi pozadavky (zejména se spravnou
klinickou praxi).

(@) Smluvni strany souhlasi, ze platba
provedena na zéklad¢ této Smlouvy

predstavuje redlnou trzni hodnotu
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plnéni souvisejiciho se Studii, které
() The Parties agree that the bude zajisténo podle této Smlouvy,

: . . a ze nesouvisi s objemem nebo
compensation paid under this hod kvchk l'J d «
Agreement constitutes the fair ngb(l)mtjoilrllyi; ygbcﬁ()lgnic}?pox?zl'f;}?é
market value of the performance of - nak Klvch { Smluvnimi
Trial-related activities to be Jsltrrlznan\qlizm Y mezl smitviimt
provided hereunder and is . . ) . 5
unrelated to the volume or value of (ii) Z’adne Castky vyplacené na Zfllflade
any referrals or other business teto Smlou/vy nejsou  zamysleny
otherwise generated between the jako 5 rza‘t31dl’<a 5 nebo  platba
Parties uskuteénéna vymeénou za jakoukoliv

(i) No amounts paid under this explicitni nebo implicitni dohodu o
; zakoupeni, fedepisovani,
Agreement are intended to be for, doporﬁéovém’ (é? pzajié téni
nor shall they be construed as, an tomivich podminek)  iakéhokoli
offer or payment made in pfiznivych podminck) jakého ot
exchange f(I))ryany explicit or vyrobku nebo sluzby spolecnosti
R Kite a ani jako takové nebudou
implicit agreement to purchase, chapény ]
prescribe, recommend, or provide T o
a favorable status for, any Kite (iii) Instituice a ZkousSejici nebudou
product or service vyzadovat ani pfijimat od subjekti
o ' ) ) Studie nebo od jinych platct, véetné
(iii)  Institution and Investigator will ladnich subi lgoy bp o
t seek or accept from Trial viacnich subjektu nebo pojistoven,
zlcl)b'ects or third-part AvOrS platbu za materialy nebo sluzby
) IJ di party tp Y t't’ souvisejici se Studii, které dodala
1)1;0 u mginsanr};ngczvemmeclcl)m;r;ri Y nebo zaplatila spolec¢nost Kite.

u Y, . « . .
compensation for any Trial related (iv) Pokud spolecnost Kite poZaduje,
material or service provided or aby se Zko}lseJ}Cl a I??rsoqal Stu(,hc?
paid for by Kite (definovany nize) zacastnil setkdni

. . ) zkousSejicich pro Studii, spole¢nost
(iv)  If Kite requires Investigator and Kite ziﬁ di alzlhra di pfimep néklady
Trial Personnel (as defined below) na cestovéni, ubytovéni a stravu v
to attend an investigator meeting souvislosti ’ s ncasti Takto
for the Trial, Kite will arrange and proplacené  vydaje m(;hou byt
pay for the expenses directly for vefeind  vykazatelné Nebude
travel, accommodation, and meals 1 w1 dma
in  connection  with  such vyplacena Zac!rja odmena - v
attendance Such covered souvislosti s 1casti na setkani

’ . zkousejicich.
expenses may be publicly ] 3 ] . )
reportable. No compensation will 1.3. Provadéni studie. Instituce bude
be paid in connection with provadét Studii ve ZkouSejicim centru studie v
attending the investigator meeting. pfisném souladu s (i) Protokolem; (ii) se zavazky

13 Trial Conduct. Institution and Instituce dle této Smlouvy; (iii) ustanovenimi vSech
. o . fislusSnych  zakond, ravidly, nafizenimi a
Investigator will conduct the Trial at the Trial proustyet s b P J latnveh smerni
Site in strict compliance with (i) the Protocol; smernicemni, Vcetne’, ¢z omezenl, p atrvlyc Smernic a
(i) the obligations of Institution and predpisi Evropské Unie, vcetné téch, které se
I tioat gd this A (i) all vztahuji na provadéni humannich klinickych studii a
anV?isC;%a}eor ll;I\:vser rullses gizersfﬁi;n(sm) ai d ochran¢ osobnich udaji a veskerych platnych
gﬂ 11) dance. inclu di’ng Witilout glimitation the protikorup¢nich zakond a zakond na .ochranu proti
applicablje directive; and regulations 0% the uplatkarst\.ll,.podvodumazneuzwam; (iv) po;adavky
European Union, including those related to the Spravie Klinické praxe, kier¢ mohou bjt pubhkoyany
conduct of hu;nan clinical trials and the Mezindrodni  konferenci  pro  harmonizaci,
harmonizovanymi tripartitnimi _smérnicemi _ pro
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protection of personal data and all applicable
anti-corruption, anti-kickback, and fraud and
abuse statutes; (iv) good clinical practice
requirements as may be published by the
International Conference on Harmonisation
Harmonised Tripartite Guidelines for Good
Clinical Practice (“ICH-GCP”), including,
without limitation, GCP (ICH-E6), clinical
safety data management (ICH-E2A) and
general considerations for clinical trials (ICH-
E8); (v) generally accepted treatment
standards of the medical profession, and (vi)
all other applicable laws and regulations of the
Czech Republic. Institution shall be solely
responsible for any liabilities resulting from
any failure by Institution or Investigator to
perform in accordance with the foregoing
requirements. Neither Institution nor
Investigator will deviate from the Protocol
without the advance written consent of Kite,
unless in the good medical judgment of
Investigator, a deviation is necessary to protect
the safety of the Trial subjects due to emergent
or urgent medical conditions, in which case
Investigator or Institution shall notify Kite
orally of such deviation and the justification
for it within twenty-four (24) hours after its
occurrence and provide a written report to Kite
within five (5) business days after the
occurrence of such deviation.

1.4 Compliance of Investigator.
Institution and Investigator represents that
Investigator is an employee of Institution and
has executed the signature page of the Protocol
and this Agreement, and warrants that the
Investigator will comply with all terms of the
Protocol and this Agreement.

1.5 Debarment, Restriction, or
Inability of Investigator. Institution and
Investigator will immediately notify Kite in
writing if during the course of the Trial,
Investigator: (i) is debarred, disqualified or
receives notification of any investigation by
his/her professional governing body, any
regulatory authority or other government
authority in relation to the practice of his/her
profession; (ii) receives notification of any
restriction on his/her clinical privileges at
Institution; (iii) is sanctioned by any

spravnou klinickou praxi (“ICH-GCP”), véetn¢ bez
omezeni GCP (ICH-E6), smérnici o bezpec¢nosti
prace s klinickymi daty (ICH-E2A) a vSeobecnym
zhodnocenim klinickych studii (ICH-E8); (v)
vSeobecné pfijimanymi lé¢ebnymi standardy v
1ékatské profesi; a (vi) veskerymi dal§imi platnymi
zdkony a predpisy Ceské republiky.  Vylugné
Instituce bude odpovédnd za veskeré zavazky
vyplyvajici z jakéhokoli neplnéni povinnosti
Instituce nebo zkousejictho v souladu s vyse
uvedenymi pozadavky. Ani Instituce ani Zkousejici
se neodchyli od Protokolu bez piedchoziho
pisemného souhlasu spole¢nosti Kite, krom¢ ptipadu,
kdy podle odivodnéného I1ékarského nazoru
Zkousejiciho je takové odchyleni nutné pro ochranu
bezpecnosti subjektd Studie v pfipadé nahlych nebo
naléhavych situacich. V téchto ptipadech Zkousejici
nebo Instituce uvédomi spolecnost Kite ustné o
takové odchylce a a jeji odiivodnéni do dvaceti Ctyt
(24) hodin po jejim vzniku a do péti (5) pracovnich
dnt po vyskytu takového odchyleni podé spolecnosti
Kite pisemnou zpravu.

1.4. Dodrzeni  podminek ze strany
Zkousejiciho. Instituce a Zkousejici timto

prohlasuje, ze Zkousejici je jejim zaméestnancem a Ze
podepsal podpisovou stranu Protokolu i této
Smlouvy, a dale zarucuje, ze ZkouSejici bude
dodrzovat veskeré podminky Protokolu a této
Smlouvy.

1.5. Zastaveni Cinnosti, omezeni nebo
neschopnost ZkouSejiciho. Instituce a Zkousejici
bezodkladné pisemné uvédomi spolecnost Kite,
pokud v pribéhu Studie: (i) bude Zkousejicimu
zastavena ¢innost, ztrati svou kvalifikaci nebo obdrzi
oznameni o jakémkoli vySetfovani ze strany jeho
profesni vedouci organizace, jakéhokoli regulacniho
organu nebo jiné vladni organizace v souvislosti s
vykonem svého povolani; (ii) ZkousSejici obdrzi
oznameni o jakémkoli omezeni svych klinickych
privilegii v Instituci; (iii) Zkousejici je sankcionovan
jakymkoli regula¢nim organem nebo jinou vladni
organizaci v souvislosti s vykonem svého povolani;
(iv) ukonci nebo je mu ukoncen pracovni pomér
nebo jiny smluvni vztah s Instituci s dopadem na
provadéni Studie; nebo (v) jakkoli jinak se stane
nevhodnym, neschopnym nebo neochotnym plnit
své zavazky dané touto Smlouvou. V pfipad¢
kterékoli vySe popsané situace Instituce zajisti, aby
Zkousejici nadale dodrzoval podminky této
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regulatory authorities or other governmental
authorities in relation to the practice of his/her
profession; (iv) terminates or has been
terminated from his/her employment or other
contractual relationship with the Institution
affecting the conduct of the Trial; or (v)
otherwise becomes unfit, unable or unwilling
to fulfill his/her obligations under this
Agreement. In the event of any of the
foregoing, Institution will ensure that the
original Investigator will continue to comply
with the terms of this Agreement. If requested
by Kite, Institution and Investigator will
cooperate to find a suitable replacement
investigator or transition the Trial to another
institution in a timely manner so as not to
interrupt the Trial. Kite shall be obliged,
without undue delay upon becoming aware of
any change of the principal investigator, to
request such change and obtain approval from
the competent authority and/or in CTIS,
including in the event of death.

1.6 EC Approvals and Informed
Consent Form. Prior to the commencement of
the Trial at the Trial Site, Parties will obtain
approval for the Trial, including approval of
the Protocol, informed consent form and, if
applicable, pediatric assent form (collectively,
“ICF”) and any amendments to any of the
foregoing, from Kite in accordance with
applicable laws, rules and regulations.
Institution and Investigator will obtain from
each individual (or such individual’s legal
representative) who is to be screened for
participation in the Trial, a properly executed
ICF, before such individual is allowed to be
screened for participation in the Trial. Kite or
CRO will provide ICF template.

1.7 Authorization. Institution and
Investigator shall ensure that the ICF obtained
for each individual who is to participate in the
Trial includes the  express  written
authorization of such individual (or such

Smlouvy. Na pozadani spolecnosti Kite budou
Instituce a ZkousSejici spolupracovat pii hledani
vhodného néahradniho zkousejiciho nebo pfevodu
Studie do jiné instituce v brzkém terminu tak, aby se
Studie nepterusila. Spolecnost Kite je povina
neprodlené poté, co se o zméné hlavniho
zkousejiciho dozvi, zddat o zménu a schvaleni u
odpovédného organu a/nebo v CTIS, a to i v pfipad¢
umrti.

1.6. Schvéleni Etické komise (EK) a
Formulé# informovaného souhlasu. Pied zahdjenim
Studie ve Zkousejicim centru obdrzi Smluvni strany
od Spolecnosti Kite veskeré povoleni regulatornich
organti, vcetn¢ schvaleni Protokolu, formulafe
informovaného souhlasu, a v relevantnich ptipadech
téz formulafe pediatrického souhlasu (souhrnné,
“ICF”) a jakychkoli dodatki ke kterémukoli z vyse
uvedenych dokumenti v souladu s pfislusSnymi
zakony, pravidly a dal$imi predpisy zemé¢, ve které
se Studie provadi. Instituce a Zkousejici obdrzi od
kazdého jedince (nebo od zakonného zastupce tohoto
jedince), ktery bude hodnocen pro ucast ve Studii,
spravné vyplnény ICF, , nez bude tomuto jedinci
umoznéno podstoupit hodnoceni pro i¢ast ve Studii.
Spolec¢nost Kite nebo CRO poskytne ICF. . .

1.7. Opravnéni Instituce. a Zkousejici
zajisti, ze ICF obdrzeny od kazdého jedince, ktery se
bude ucastnit Studie, obsahuje vyslovny pisemny
souhlas tohoto jedince (nebo jeho zakonného
zastupce) se  shromazdovanim, vyuzivanim,
ukladanim a dalSim pfevodem jeho osobnich udajii
mimo Evropskou Unii (“Opravnéni’), coz bude
dokumentovat souhlas takovéhoto jedince s tim, aby
Instituce poskytla jeho osobni tdaje pfislusnym
vedoucim slozkam spole¢nosti Kite nebo CRO,
pfislusnym kontrolnim ufadim a zaméstnancim,
zastupcim a nezavislym dodavatelim spolecnosti
Kite a jejim pobockam; Obecné natizeni o ochrané
osobnich udaji vydané Evropskou unii (Nafizeni
(EU) 2016/679 o ochran¢ fyzickych osob v
souvislosti se zpracovanim osobnich udaji a volném

individpal’s legal representative) for the pohybu téchto udajii), piislusnymi zékony a
collection, use, storage and onward trapsfer of | hafizenimi Cleské republiky  a dal$imi predpisy,
personal data outside the European Union (the zikony a smérnicemi, které se tykaji ochrany
“Authorization”)  to document such | ysohnich udaji a jsou platné na tzemi Ceské
individual’s authorlzajuon. for the (hsclosure of republiky  (souhrnng  “Zakony na  ochranu
persgnal data by Institution to'I.(1te or CRO, soukromi”). Vsechny Smluvni strany budou
applicable  regulatory authorltle.s and  the spolupracovat na doplnéni Opravnéni nebo jinych
employees, ~ agents, and independent | 4okymentii, které mohou byt nékdy potiebné, tak,
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contractors of Kite and its affiliates, pursuant
to the FEuropean Union General Data
Protection Regulation (Regulation (EU)
2016/679 on the protection of natural persons
in connection with the processing of personal
data and the free movement of such data), the
implementing laws and regulations of the
Czech Republic and other regulations, laws
and guidelines applicable to the protection of
personal data that are valid on the territory of
Czech Republic (collectively, “Privacy
Laws”). Each Party will cooperate in the
amendment of the Authorization or other
documents as may be necessary, from time to
time, to comply with Privacy Laws to the
extent such laws apply to such Party, and to
ensure that the Trial Results (as defined below)
may be used by Kite for the purposes
contemplated under this Agreement. Kite will
be entitled to review and revise as appropriate
such Authorization or other document or any
modification thereof prior to use by Institution,
subject to subsequent approval by the EC, as
applicable.

1.8 Financial Disclosures. Prior
to the commencement of the Trial at
Institution, the Investigator and sub-
investigator(s) disclose either the existence or
absence of any and all financial interests and
arrangements as defined and requested by
Kite. In addition, during the term of this
Agreement and for one (1) year after the
completion or termination of the Trial, the
Institution and Investigator shall and shall
ensure that all such personnel that are required
to provide such financial disclosure promptly
notify Kite of any changes or updates to the
information submitted by such individuals.

1.9 Safety Reporting. Institution
and Investigator will report all serious adverse
events, special situation reports, and other
safety concerns as specified in the Protocol
and in accordance with applicable laws, rules
and regulations, including, but not limited to
ICH-E2A and the European Union Directive
2001/20/EC and European Union Regulation
EU No 536/2014. For the avoidance of doubt,
each of the Investigator and the Institution will
provide all reasonable assistance to Kite to
allow Kite to comply with all applicable
requirements.

aby vyhovovaly Zakonlim na ochranu soukromi v
rozsahu, ve kterém tyto zékony pro danou Smluvni
stranu plati, a aby zajistily, Ze vysledky Studie
(definované niZe) mohou byt pouzity spolecnosti Kite
pro ucely predpokladané touto Smlouvou.
Spole¢nost Kite bude opravnéna piezkoumat a
pfimétené revidovat Opravnéni nebo jiné dokumenty
nebo jakékoli jejich zmény diive pied jejich pouzitim
ze strany Instituce, a to pod podminkou nasledného
souhlasu pfislusné EK.

1.8. Finan¢ni informace. ZkousSejici a
spoluzkousejici pfed zahajenim Studie v Instituci
pfiznaji nebo popiou existenci veskerého financ¢niho
z4jmu a zaleZzitosti popsanych spole¢nosti Kite. Dale
béhem doby trvani této Smlouvy a po dobu jednoho
(1) roku po dokonceni nebo ukonceni Studie
Instituce nebo ZkouSejici zajisti, ze veskery
personal, od kterého jsou pozadovany finan¢ni
informace, ihned uvédomi spole¢nost Kite o
jakychkoli zménach nebo opravach informaci
predlozenych témito jedinci.

1.9. Bezpecnostni hlaSeni. Instituce a
Zkousejici budou hlasit vSechny zavazné nezadouci
ptihody, hlaseni zvlastnich situaci, a/nebo nebo jiné
bezpe¢nostni problémy, které jsou uréeny Vv
Protokolu a v souladu s pfislusnymi zakony, pravidly
a vyhlaskami, které, kromé jinych, obsahuji ICH-
E2A a Smémici Evropské Unie 2001/20/ES a
nafizeni Evropské unie EU ¢. 536/2014. Pro
vyloueni pochybnosti se timto sjednava, ze
Zkousejici i Instituce poskytnou pfiméfenou pomoc
spoleCnosti  Kite, aby umoznili vyhovét vSem
prislusnym pozadavktm.

1.10. Osobni tdaje. Osobni tidaje spojené
s Instituci, ZkouSejicim a Zaméstnanci zapojenymi
do vykonu Studie budou zpracovany a uchovavany v
jedné ¢i vice databazich. Takové udaje mohou byt
pouzity pro ucely: (i) provedeni Studie; (ii) ovéreni
vladnimi nebo kontrolnimi ufady, spole¢nosti Kite,
smluvni vyzkumnou organizaci, jejich jednateli a
pridruzenymi osobami; (iii) dodrzovani zakonnych a
pravnich  pozadavkd;  (iv)  zvefejnéni  na
internetovych strankach na adrese
www.clinicaltrials.gov a na internetovych strankach
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1.10  Personal Data. Personal data
relating to the Institution, Investigator, and
Trial Personnel will be processed and held on
one or more databases. Such data may be used
for the purposes of: (i) the conduct of the Trial;
(i1) verification by governmental or regulatory
agencies, Kite, CRO, their agents and
affiliates; (iii)) compliance with legal and
regulatory requirements; (iv) publication on
www.clinicaltrials.gov and websites and
databases that serve a comparable purpose;
and (v) storage in databases to facilitate the
selection of investigators for future clinical
trials. Personal data may be disclosed or
transferred to Kite’s affiliates, subsidiaries,
representatives, and contractors working on
behalf of Kite, and to regulatory authorities
across the world. The Institution will ensure it
furnishes appropriate notice to such Trial
Personnel that describes Kite’s collection,
processing and transfer of their personal data
as set forth in this Agreement. With respect to
the coded clinical trial data provided to Kite,
Kite is the controller of the personal data. The
Institution is in the position of a personal data
processor. The Parties will both act in
accordance with the applicable data protection
law. Furthermore, the Institution and Kite will
cooperate with each other to take the necessary
measures in order to comply with the
applicable data protection law. Both Kite and
Institution shall implement appropriate
technical and organizational measures to meet
the requirements of the EU General Data
Protection Regulation. If either Party becomes
aware of a personal data breach related to data
processed under this Agreement, that Party
shall promptly notify the other Party. In such a
case Parties will fully cooperate with each
other to remedy the personal data breach and
timely fulfill the (statutory) notification
obligations. A personal data breach refers to a
personal data breach as meant in Article 4,
Article 33 and 34 of the European General
Data Protection Regulation and applicable
national data protection laws.

Considering Kite is a US based sponsor and
Trial data containing personal data will be
transferred to a third country outside the
European Union, the Parties undertake to enter

a v databazich, které slouzi podobnym uceliim; a (v)
uchovavani v databazich k umoznéni vybéru
zkousSejicich pro budouci klinické studie. Osobni
udaje mohou byt zpfistupnény nebo poskytnuty
pfidruzenym nebo  dcefinym  spolecnostem,
zastupcim a smluvnim partnerim spole¢nosti Kite
pracujicim jménem spoleCnosti Kite a kontrolnim
ufadim po celém svété. Instituce zajisti, aby byl
veSkery Personal Studie nalezit¢ upozornén; toto
upozornéni by mélo popisovat sbér, zpracovani a
pfevody osobnich 1udaji  Persondlu  Studie
spolecnosti  Kite tak, jak je stanoveno touto
Smlouvou. Vzhledem k zakdédovanym udajim ze
Studie, poskytnutym spolecnosti Kite, bude
spoleCnost ~ Kite  povazovana za  spravce
zpracovavajici osobni udaje. Instituce je v postaveni
zpracovatele osobnich daji. Smluvni strany budou
jednat v souladu splatnym zakonem o ochrang
osobnich udaji. Dale Instituce a spole¢nost Kite
budou vzajemné spolupracovat na nezbytnych
opattenich, ktera zajisti splnéni pozadavkl zékona
o ochran¢ osobnich udaji. Spole¢nost Kite a
Instituce implementuji pfislusnd technickd a
organizacni opatteni, ktera zajisti splnéni pozadavkl
Obecného nafizeni o ochrané¢ osobnich udaju
vydané¢ho EU. Pokud kterakoli ze Smluvnich stran
zjisti poruSeni ochrany osobnich udaji souvisejici
s udaji zpracovavanymi podle této Smlouvy, tato
Smluvni strana o tom neprodlené informuje druhou
Smluvni stranu. V takovém piipad¢ budou Smluvni
strany vzajemné¢ pIn¢ spolupracovat na napravnych
opatfenich tohoto poruseni ochrany osobnich udajti a
v€asném splnéni  (zdkonnych) oznamovacich
povinnosti. Poruseni ochrany osobnich tdajt
znamena poruseni ochrany osobnich udaji podle
¢lanku 4, c¢lanku 33 a clanku 34 Evropského
Obecného nafizeni o ochrané osobnich udaji a
platnych nérodnich zakonli o ochran¢ osobnich
udaju.

Vzhledem k tomu, Ze spolecnost Kite je zadavatel se
sidlem v USA a udaje studie obsahujici osobni udaje
budou predany do tieti zemé mimo Evropskou unii,
strany se zavazuji uzaviit standardni smluvni dolozky
Evropské komise podle rozhodnuti EU 2021/914 EC
— zpracovatel na spravce a tyto jsou uvedeny v piiloze
B.

1.11  V prubéhuStudie , v rozsahu, v jakém
smluvni strana (vcetné prostiednictvim Zkousejiciho
nebo jakéhokoli jiného personalu Institucenebo
spolecnosti Kite, nebo jakéhokoli spoluzkousejiciho
nebo jiného subdodavatele jednajiciho jménem
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into the FEuropean Commission Standard
Contractual Clauses under EU Decision
2021/914 EC - Processor to Controller as per
Attachment B.

1.11  In the course of the Trial, to the extent that
a Party (including through the Investigator or any
other personnel of the Institution or Kite, or any
sub-investigator or other sub-contractor acting on
behalf of the Institution or Kite) “processes” any
“personal data” (each as defined in the European
General Data Protection Regulation (Regulation
2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of
natural persons with regard to the processing of
personal data and on the free movement of such
data, and repealing Directive 95/46/EC) (the
“GDPR”)) relating to European Union (“EU”)
residents, or originating from the EU, it shall only
do so in accordance with applicable privacy and
data protection law, including but not limited to the
GDPR. Subject to this Section, Kite shall be the
“controller” and the Institution shall be the
“processor” (as such terms are defined in the
GDPR) with respect to any personal data relating to
Trial subjects processed by the Institution in
connection with the Trial (“Trial Subject Personal
Data”). In particular:

1.12  The Institution shall only collect,
use, store, disclose, transfer or otherwise process
Trial Subject Personal Data in accordance with the
prior written instructions of Kite including as set
out in this Agreement and the Protocol. If the
Institution is required by EU data protection law to
process Trial Subject Personal Data contrary to
such instructions, the Institution shall, if permitted
by such law, give Kite written notice of such
requirement before commencing such processing.
The Institution shall immediately notify Kite if, in
its opinion, Kite’s instructions with respect to the
Trial Subject Personal Data infringe upon EU data
protection law.

1.12  The Institution shall implement
appropriate technical and organizational measures
to protect Trial Subject Personal Data against
accidental or unlawful destruction, loss, alteration,
unauthorized disclosure or access, and against all
other unlawful uses of those data. The Institution
shall ensure that any persons authorized to process

zdravotnického zafizeni nebo spolecnosti Kite)
»Zpracovava®“ jakékoli ,,0osobni udaje” (jednotlive
definované v evropském obecném natizeni o ochrané
udaju (nafizeni ¢. 2016/679 Evropského parlamentu
a Rady (EU) ze dne 27. dubna 2016 o ochrané
fyzickych osob pfii zpracovavani osobnich daji a o
volném pohybu takovych tdajd, kterym se zrusuje
smérnice 95/46/ES (dale jen jako ,,nafizeni GDPR*))
tykajici se obyvatel Evropské unie (dale jen jako
,»EU®) nebo pochazejici z EU, tak bude Cinit pouze v
souladu s pfislusnym zdkonem o ochrané soukromi a
udajti, mimo jiné i v€etné natizeni GDPR. V souladu
s touto ¢asti bude spolecnost Kite ,,spravcem “ a
Instituce bude ,,zpracovatelem™ (podle definice
téchto termini v nafizeni GDPR), pokud jde o
jakékoli osobni udaje tykajici se subjektd Studie
zpracovavané Instituci v souvislosti se Studii(dale
jen jako ,,0sobni udajt subjektii Studie*). Zejména:

1.12 Instituce bude shromazdovat, pouzivat,
uchovéavat, sdélovat, prenaset nebo jinak zpracovavat
osobni udaje subjekti Studievyluéné v souladu s
pfedchozimi pisemnymi pokyny spolec¢nosti Kite
véetné téch, které jsou uvedeny v této smlouvé a v
protokolu. Pokud podle GDPRmusi Instituce
zpracovavat osobni udaje subjektti Studie v rozporu s
témito pokyny, Instituce tento pozadavek pisemné
sdéli spolecnosti Kite pred zahajenim takového
zpracovani, pokud to umoznuje toto nafizeni.
Instituce neprodlené uvédomi spole¢nost Kite, pokud
podle jeho nazoru pokyny spolecnosti Kite tykajici se
osobnich udaji subjektd Studie jsou v rozporu
s GDPR

1.13 Instituce implementuje nalezitd technicka a
organizacni opatfeni na ochranu osobnich udaji
subjektti Studiepted nahodnym nebo nezdkonnym
zni¢enim, ztratou, zmeénou, neopravnénym
oznamenim nebo zpfistupnénim a pied vSemi jinymi
nezakonnymi zpUsoby pouziti téchto udajt. Instituce
zajisti, aby jakékoli osoby opravnéné zpracovavat
osobni udaje subjektti Studiebyly vazany povinnosti
dodrzovat ml€enlivost. V piipadé poruSeni uvedené
povinnosti dodrZzovat mlc¢enlivost pfevezme Instituce
plnou odpovédnost.

1.14 Instituce neprodlen¢ informuje spole¢nost Kite
do 72 hodin o: (i) jakychkoli ptfipadech poruseni
ochrany udaji a naruSeni bezpecnosti tykajicich se
osobnich udaju subjektt Studie a bude spolupracovat
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the Trial Subject Personal Data are bound by
obligations of confidentiality. The Institution shall
take full responsibility in the event there is a breach
of said confidentiality obligation.

1.14 The Institution shall immediately inform Kite,
within 72 hours, of: (i) any and all data or security
breaches involving Trial Subject Personal Data,
and shall cooperate with Kite to take all reasonable
or required steps to comply with applicable privacy
and data protection law, including in relation to
data breach notification obligations; (ii) any request
for disclosure of Trial Subject Personal Data
processed under the Agreement by authorities,
unless expressly prohibited under EEA, European
Union or Member State law; (iii) any request for
access to the Trial Subject Personal Data (with the
exception of medical records of the Trial subjects
for which the Data Processor is considered Data
Controller) received directly from the data subjects
or from third parties.

1.15 The Institution shall make available to Kite all
information and assistance necessary for Kite to
comply with and to demonstrate compliance with
obligations under the GDPR, including those
related to data subject rights, data security, data
breach notifications, conducting data protection
impact assessments and any supervisory authority
consultations required in connection therewith.
Such assistance shall include allowing for and
contributing to audits and inspections conducted by
Kite or its designee to assess compliance with this
Section.

1.16 Upon completion of the Trial or at Kite’s
direction, the Institution shall destroy or, if
requested by Kite, return to Kite all Trial Subject
Personal Data, unless retention of such Trial
Subject Personal Data is required by EU data
protection law.

1.17 The Parties acknowledge and agree that this
Section does not apply to Institution’s processing
of personal data on its own behalf or on behalf of
other controllers for the purpose of medical
treatment or other purposes unrelated to the Trial,
even where such personal data pertains to Trial
subjects  (“Non-Clinical Trial Processing”).

se spolecnosti Kite na ptijeti vSech pfimétenych nebo
potiebnych krokti k dodrzeni pfislusného zakona o
ochran¢ soukromi a udaju vcetné v souvislosti s
povinnostmi oznamit poruseni ochrany udaja; (ii)
jakykoli pozadavek ze strany ufadii o oznameni
osobnich 1udaji subjektt Studie zpracovavanych
podle této smlouvy, pokud to vyslovné nezakazuji
zakony EHP, Evropské unie nebo clenského statu;
(ii1) jakykoli pozadavek na zpfistupnéni osobnich
udajii subjektd Studie (s vyjimkou zdravotnich
zaznaml subjektGStudie, v souvislosti s nimiz je
zprostiredkovatel udaji povazovan za spravce udaji)
prijaty ptimo od dotcenych osob nebo tietich stran.

1.15 Instituce poskytne spolecnosti Kite plnou
soucinnost a zpfistupni ji veskeré informace nezbytné
k tomu, aby spolecnost Kite splnila povinnosti
vyplyvajici z nafizeni GDPR a prokazala jejich
splnéni, vCetné téch, které se tykaji prav dotcenych
osob, bezpec¢nosti udajii, oznadmeni o poruseni
bezpe€nosti Udaji, provadéni posouzeni dopadi
ochrany udaji a jakychkoli konzultaci s organy
dozoru pozadovanymi v souvislosti s nimi. Takova
soucinnost bude zahrnovat umoznéni auditd a
inspekci provadénych spolecnosti Kite nebo jejimi
poveétenymi zastupci k posouzeni souladu s touto
¢asti nebo prispéni k nim.

1.16 Po skonceni Studie nebo na pokyn spolecnosti
Kite Instituce zni¢i nebo, bude-li pozadano
spolecnosti Kite, vrati spolecnosti Kite vSechny
osobni udaje subjektl Studie, pokud zakon EU o
ochran¢ udaji nevyzaduje archivaci takovych
osobnich udaji subjektd Studie.

1.17 Smluvni strany berou na védomi a souhlasi, Ze
tato Cast se nevztahuje na zpracovani osobnich udaja
zdravotnickym zafizenim svym jménem nebo
jménem jinych provozovatell pro ucely poskytovani
zdravotnich sluzeb dle zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach které nesouviseji se Studii, a to
i tehdy, pokud se takové osobni udaje tykaji subjekti
Studie (dale jen jako ,zpracovani mimo ramec
klinické Studie*). Instituce souhlasi, Ze nese vyhradni
odpovédnost za zpracovani mimo ramec Studie a Ze
spolecnost Kite nebude za néj zZadnym zplsobem
zodpoveédna.

1.18 Vztah mezi smluvnimi stranami a povaha Studie
popsana ve smlouvé jsou takové, ze spole¢nost Kite
nema piistup k totoznosti subjektii Studie. Spolecnost
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Institution agrees that as between the Parties,
Institution is solely responsible for and that Kite
shall have no liability for Non-Clinical Trial
Processing.

1.18 The relationship of the Parties and the nature
of the Trial outlined in the Agreement are such that
Kite has no access to the identity of the Trial
subjects. Therefore, Kite needs to rely on the
Institution in order to be able, by means of
appropriate technical and organizational measures,
to fulfil the obligation related to data subject
requests imposed on Kite under Applicable Laws.

Institution shall therefore respond to requests from
data subjects in accordance with this Section and
pursuant to Applicable Laws (such as, the right of
access, the right to rectification, the right to erasure,
the right to restrict the processing, the right to data
portability and the right to object).

1.19 Considering Kite is a US based sponsor and
Trial data containing personal data will be
transferred to a third country outside the European
Union, the Parties undertake to enter into the
European Commission Standard Contractual
Clauses under EU Decision 2021/914 EC -
Processor to Controller as per Exhibit B.

1.20 These Sections 1.11 to 1.20 of the Agreement
shall survive and apply after the termination or
expiry of the Agreement.

Kite se proto musi opirat o Instituci, aby byla schopna
prostiednictvim nalezitych technickych a
organiza¢nich opatieni splnit povinnost tykajici se
zadosti dotcenych osob, které byly ji predlozeny v
souladu s platnymi pravnimi ptedpisy.

Instituce proto odpovi na zadosti dotéenych osob v
souladu s touto Casti a platnymi pravnimi ptfedpisy
(jako napiiklad v souvislosti s pravem na
zpfistupnéni, prdvem na opravu, pravem na
vymazani, prdvem na omezeni zpracovani, prdvem na
prenosnost idajii a pravem namitat).

1.19 Vzhledem k tomu, Ze spolecnost Kite je
zadavatelem usazenym v USA a Udaje ze Studie
obsahujici osobni udaje se pfenesou do tfeti zemé
mimo Evropskou unii, smluvni strany se zavazuji
uzaviit standardni smluvni dolozky Evropské komise
podle rozhodnuti Evropské komise ¢. 2021/914 —
pfenos od zpracovatele kspravci v souladu s
prilohou B.

1.20 Tyto ¢asti 1.10 az 1.19 smlouvy zidstanou v
platnosti a budou se pouzivat po ukonceni smlouvy
nebo uplynuti doby jeji platnosti.

Product is owned or controlled by Kite and that
neither the terms of this Agreement nor the
Protocol, nor any activities conducted by
Institution or Investigator for the Trial, shall be
construed to grant to either Institution or
Investigator any rights in or to the Investigational
Product.

(i1) Except as otherwise
agreed in writing by the Parties, Kite will provide

2. TRIAL DRUG; MATERIALS | 2. ZKOUSENE  LECIVO, PREVOZ
TRANSFER;RECORDS RETENTION; | MATERIALU, UKLADANI UDAJU,
INSPECTION KONTROLA;
2.1 Trial Drug. 2.1 Zkousené 1é&ivo.
(1) Institution and . ) _ )
Investigator acknowledge that the Investigational (@) Instituce a Zkousejici jsou si

védomi, ze Vyzkumny produkt je vlastnén nebo tizen
spolecnosti Kite a Ze Zadnd podminka této Smlouvy
ani Protokolu, ani z4dna Cinnost provadéna Instituci
nebo Zkousejicim v ramci Studie nebude vykladana
jako udéleni jakéhokoli prava k Vyzkumnému
produktu Instituci nebo Zkousejicimu.

(ii) Pokud se Smluvni strany
pisemné nedohodnou jinak, spolecnost Kite poskytne
Vyzkumny produkt jako soucast Studie (souhrnné
“Zkousené 1é¢ivo”) bezplatn¢ Instituci k podavani
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the Investigational Product as part of the Trial
(collectively, the “Trial Drug”) free of charge to
Institution for administering or dispensing solely
by or under the supervision of Investigator or sub-
investigators to Trial subjects at the Trial Site in
strict compliance with the Protocol.

In accordance with applicable
legal regulations, the Trial Drug will be stored in
the pharmacy of the Institution, which undertakes
to comply with the terms and conditions of the good
pharmacy practice and the related instructions of
the SUKL (Czech State Institute for Drug Control),
and guarantees that the medicinal product will only
be handled by authorized persons.

It is further agreed that the costs for procurement

and stocking of

y the Hospital Pharmacy sha
mvoiced immediately upon stocking; payment
shall be made in accordance with the payment
terms of this Agreement.

Furthermore, the Institution, through the Hospital
Pharmacy of the University Hospital Ostrava, shall
also provide all other medicinal products necessary
for the conduct of the Study, including those used
in the comparative (SoC) arms and those required
for the lymphodepletion regimen. in particular

and any other medicina
products required under the Protocol.

The costs associated with the procurement,
stocking, and use of these medicinal products shall
be borne by Kite, based on an invoice issued by the
Hospital Pharmacy of the University Hospital
Ostrava, according to the actual purchase price and
in compliance with the applicable legal and
accounting regulations  governing  hospital
pharmacy operations.

Kite acknowledges that, in the event of a
production or distribution shortage or the inability
to supply such medicinal products to the Czech
Republic, it shall be responsible for securing their
replacement or for implementing other measures
necessary to allow the continuation of the Study in
accordance with the Protocol.

nebo nakladani s ni pouze podle ur¢eni nebo pod
dohledem Zkousejiciho , a to subjektim Studie ve
Zkousejicim centru, v piisném souladu s Protokolem.

ZkouSené lé¢ivo bude v souladu
splatnymi pravnimi piedpisy, uskladnéno v Lékarné
Insituce, ktera se zavazuje dodrzovat podminky
spravné 1ékarenské praxe, souvisejici pokyny SUKL
a zarucuje manipulaci s 1é¢ivem pouze opravnénymi
osobami.

Dale plati, ze nadklady na pofizeni a
naskladnéni

FN Ostrava
naskladnéni;

budou
platby

Lekarnou
thned po

zajiStovanyc
fakturovatelné
probéhnou dle platebnich podminek této Smlouvy.

Dale plati, ze Instituce prostiednictvim Lékarny FN
Ostrava zajisti také veSkeré dalsi 1écivé pripravky
nezbytné pro provedeni Studie, vcetné Iléciv
pouzivanych ve srovnavacich ramenech a Ié¢iv
ur¢enych pro lymfodeplecni rezim, zejména 1€Civé
fiprav

, Jakoz 1 jma leciva vyzadovana
Protokolem.

Néklady na poiizeni, naskladnéni a pouziti téchto
Ié¢iv budou hrazeny spolecnosti Kite na zaklade
faktury vystavené Lékarnou FN Ostrava podle
skute¢né nakupni ceny v souladu s platnymi pravnimi
a uCetnimi predpisy vztahujicimi se na cCinnost
nemocnicnich Iékaren.

Spole¢nost Kite bere na veédomi, ze v pripadé
vypadku vyroby. distribuce nebo nemoznosti
dodavky téchto 1é¢iv do Ceské republiky je povinen
zajistit jejich nédhradu nebo pifijmout jina opatieni
umoziujici pokracovani Studie v souladu s
Protokolem.

Lékarna FN Ostrava zajisti likvidaci spotiebovanych
¢i nepouzitych 1é¢iv pouzitych v rezimech standardni
lécby (SoC) a pii lymfodeplecni piipravé pred
podanim . v souladu s internimi standardnimi
opera¢nimi postupy Instituce nebo dle dohody se
spole¢nosti Kite.

Zkousené 1é¢ivo bude dodano na adresu:

Adresa dodani transportniho boxu pro odeslani
aferézy a dodani kryokonzervovaného LPMT:

Laboratot krvetvornych bunék
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The Hospital Pharmacy of the University Hospital | Fakultni nemocnice Ostrava, Klinika
Ostrava shall ensure the disposal of used or unused | hematoonkologie

medicinal products applied in the SoC or [ pr Slabihoudka 6232/11

I hodepletion regimens prior to )

a}(,illllllli)nistr;:ion, in accordance W};th the Institution’s QStl "‘f’a B P01_11ba. 70800
internal standard operating procedures or as | C€skarepublika
otherwise agreed with Kite.

V ptipade, ze - bude v podobé ambientniho

_ _ _ vzorku, pak adresa je:
The Trial Drug will be delivered to the address:

Adresa pro piijeti ambientniho vzorku:
Delivery address of the transport box for | Fakultni nemocnice Ostrava

sending apheresis and delivery of cryopreserved
LPMT:

Laboratory of hematopoietic cells

Jednotka intenzivni péce
17. listopadu 1790/5

Budova O, 1. patro
Ostrava University Hospital. Department of | 708 52 Ostrava-Poruba
Hemato-oncology

Ceska republika
Dr. Slabihoudka 6232/11 bude piijiman a skladovan v Laboratoii
Ostrava — Poruba. 708 00 vetvornych bunék a piipravovan k podani na
. Jednotce intenzivni péce. v souladu s Protokolem a
Czech Republic pokyny SUKL.
In case the will be in the form of an ambient | Adresa pro dodavky konvendnich cytostatik a
sample, then the address is: studijni dokumentace:

.. . Jméno farmaceuta
Address for receiving the ambient sample:

o _ Lékarna FNO
Ostrava University Hospital 17.Listopadu 1790
Intensive care unit 70 852 Ostrava — Poruba
17 November 1790/5 Ceska republika

Building O, 1st floor _

708 52 Ostrava-Poruba .. C ot s L,
Za cinnosti Lékarny FN Ostrava v ramci této

Czech Republic Smlouvy odpovidaji tito farmaceuti:
The -shall be received and stored at the o
Laboratory of Hematopoietic Cells and prepared
for administration at Intensive Care Unit, in
accordance with the Protocol and SUKL guidance. |

Address for supplies of conventional cytostatics

™ St“dy em—— I —

Pharmacist Name Veskera e-mailova komunikace, notifikace zasilek,
Lékarna FNO fakturace a monitorovaci navstévy musi byt zasilany

v kopii i na backup farmaceuta. Plamé GCP



17.Listopadu 1790
70 852 Ostrava — Poruba
Ceska republika

The following pharmacists are responsible for the
activities of the Hospital Pharmacy under this
Agreement:

All e-mail correspondence, shipment notifications,
invoicing and monitoring visit notifications must
be copied to the backup pharmacist. Valid GCP
certificates of the responsible pharmacists are
available upon request and shall be provided to the
Sponsor prior to Study initiation.

The shipment and the attached documentation will
always state the place of delivery, department and
name of the clinical trial.

Monitoring visits and audits related to the
Pharmacy must be notified at least 3 business days
in advance: the Pharmacy may refuse unannounced
visits.The Institution’s pharmacy will be
responsible for receiving shipments of the Trial
Drug and dispensing the Trial Drug to the
Investigator or a person authorized by him/her.

The Hospital Pharmacy shall not be liable for
unavailability of such medicinal products in case of
distribution outages or other circumstances beyond
its control; Kite shall ensure an appropriate
contingency plan.

Any Trial Drug that is not used in the Trial will be
returned by the Institution and the Investigator as
directed by Kite. This Agreement also applies to all
medicinal products supplied by Kite as part of the
Trial, for which the shelf life has expired. Removal
of all unused/expired Trial Drug will be instructed
by the Kite.

certifikaty odpovédnych farmaceuti jsou k dispozici
na vyzadani a Zadavatel ma pravo je obdrzet pied
zahajenim Studie.

Na zasilce a v piilozené dokumentaci bude vzdy
uvedeno misto dodani. oddéleni + nézev Studie.

Monitorovaci navstévy a audity tykajici se lékarny
musi byt nahlaSeny alespoi 3 pracovni dny piedem;
Iékarna muze odmitnout neohlaSené
navstévy.Lékarna Instituce bude zodpovidat za
piijem zasilky ZkouSencho Iléfiva a vydej
Zkousencho 1é¢iva ZkouSejicimu nebo jim poveiené
0sob€.

Lékarna FN Ostrava nenese odpoveédnost za
nedostupnost uvedenych 1é¢iv v piipadé vypadku v
distribuci nebo jinych okolnosti mimo jeji kontrolu;
Spole¢nost Kite zajisti vhodny zalozni plan.
Zkousené lécivo, které nebude pouzito v ramci
Studie, vrati Instituce a Zkousejici podle pokyni
spolecnosti Kite. Toto ujednani se vztahuje i na
veSkera léfiva dodand spoletnosti Kite v ramci
Studie, u nichz ubehla doba pouzitelnosti. Odvoz
veskerého nepouzitého/expirovaného ZkouSeného
1é¢iva zajisti Kite.

(iii) Instituce a Zkousejici budou
pouzivat ZkouSené lé¢ivo pouze k provadeni Studie v
piisné shodé s Protokolem a ne k zadnému jinému
ucelu, a nepiedaji ZkouSené 1é¢ivo zadné tieti strané.
Instituce a Zkousejici budou manipulovat, ukladat
nebo transportovat Zkousené 1é¢ivo tak, jak je ur¢eno
spolecnosti Kite nebo jeho zastupci, a to v souladu s
piisluSnymi zakony, pravidly a vyhlaSkami.

(iv)  Instituce a Zkousejici zajisti,
ze prazdné a cCastecné pouzité baleni ZkouSeného
lé¢iva a jakékoli zbyvajici mnozstvi ZkouSeného
1€¢iva pii zaverené navsteve na Zkousejicim centru
nebo pii pied¢asném ukonceni této Smlouvy bude
znehodnoceno nebo vraceno spolecnosti Kite v
souladu s Protokolem nebo pisemnimi instrukcemi
spole¢nosti Gilead-Kite.

v) Podpora spolecnosti Kite
Studii ani ucast Instituce nebo Zkousejiciho ve Studii
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(iii) Institution and
Investigator shall use the Trial Drug solely to
conduct the Trial in strict compliance with the
Protocol and for no other purpose, and shall not
transfer the Trial Drug to any third parties.
Institution and Investigator shall handle, store
andship the Trial Drug as directed by Kite or its
designee and in compliance with all applicable
laws, rules, and regulations.

@iv) Institution and
Investigator will ensure that empty and partially
used Trial Drug containers and any Trial Drug
remaining at the Trial close-out visit at the Trial
Site or upon early termination of this Agreement
are disposed of or returned to Kite in accordance
with the Protocol or Gilead/Kite’s written
instructions.

W) Neither Kite’s support of
the Trial, nor Institution’s or Investigator’s
participation in the Trial, impose any obligation,
express or implied, for Institution or Investigator
to purchase, prescribe, provide favorable
formulary status for, or otherwise support Kite’s
products.

(vi) Unless required by the
Protocol, neither Institution nor Investigator will
modify the Trial Drug or its container. If the
Institution’s policy requires any modification to
the Trial Drug container, such modification must
be approved in advance in writing by Kite.

2.2 Specimens and Other Materials.
Diagnostic tests, bodily fluids, tissue biopsies,
data or other materials collected for the Trial will
be used by Institution and Investigator solely for
purposes of the Trial and only as specified in the
Protocol and this Agreement.

23 Records Maintenance and
Retention. Investigator and Institution will
maintain adequate and accurate records relating to
the disposition of the Trial Drug and the
performance of all required Protocol procedures

nezakladaji zadny vyslovny ¢i implicitni zavazek
Instituce nebo Zkousejiciho k nakupu, predepisovani,
poskytovani zvyhodnéného rezimu preskripce nebo k
jakékoli jiné podpote produktli spolecnosti Kite.

(vi) Pokud to  nevyzaduje
Protokol, Instituce ani ZkousSejici nebudou
modifikovat ZkouSené 1éCivo nebo jeho baleni.
Pokud politika Instituce vyzaduje jakékoli
modifikace baleni ZkouSeného 1éCiva, musi tyto
zmény byt pfedem pisemnou formou schvaleny
spolecnosti Kite.

2.2 Vzorky a jiné materidly.
Diagnostické testy, t€lesné tekutiny, tkanové biopsie,
udaje nebo jiné materidly shromazdéné pro Studii
budou pouzity Instituci a ZkouSejicim pouze pro
potfeby Studie a pouze tak, jak je ur¢eno Protokolem
a touto Smlouvou.

2.3 Vedeni zéznamu a jejich
uchovavani. Zkousejici a Instituce povedou
dostatecné a piesné zaznamy vztahujici se k podavani
Zkouseného  1éciva a  vykondvani  vSech
vyzadovanych  postupti podle Protokolu na
subjektech Studie, zejména pisemné zdrojové
dokumenty, zdravotni zdznamy, grafy vztahujici se k
jednotlivym subjektim Studie, “Formulafe o
ptipadu” (“CRF”), kontrolni zdznamy, poznamky,
hlaSeni a data, dokumenty a informace o
sledovatelnosti. Instituce a Zkousejici budou mit tyto
dokumenty uloZeny po nasledujici dobu: (i) nejméné
po dobu péti let od dokonceni Studie nebo od data
pred¢asného  ukonfeni  Studie ve  vSech
zdravotnickych zafizenich; (ii) 2 roky od posledniho
schvaleni zadosti o registraci Vyzkumného produktu
ve Spojenych statech americkych, Evropské Unii a
Japonsku; (iii) nasledujici 2 roky po upozornéni
spole¢nosti Kite, ze tato formalné ukoncila vyvoj
Vyzkumného produktu; nebo (iv) na zakladé jinych
pravnich pozadavkd stanovenych piislusnymi
pravnimi ptedpisy, regulacnimi pokyny, které jsou
specifické pro 1é¢ivé pripravky pro moderni terapii a
pokyny od spole¢nosti Kite..

Na zaklad¢ pisemného ozndmeni Zdravotnickému
zafizeni pted vyprSenim vyse popsané doby uchovani
muize spoleénost Kite pisemné pozadat, aby na
naklady spolecnosti Kite Instituce uchovalo zaznamy
souvisejici se Studii po del$i dobu, nebo aby zajistilo
prevod takovych zaznaml spole¢nosti Kite nebo
jejim opravnénym zastupctm.
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on Trial subjects, including but not limited to,
written source documents, medical records, charts
pertaining to individual Trial subjects, “Case
Report Forms” (“CRFs”), accounting records,
notes, reports, and data traceability documents and
information. Institution and Investigator will
retain these documents for the longer of: (i) at
least 5 years after Investigational Product
completion or earlier termination of the Trial at all
participating institutions; (ii) 2 years after the last
approval of a marketing application for the
Investigational Product in the United States,
European Union and Japan; (iii) 2 years following
notification from Kite that it has formally
discontinued clinical development of the
Investigational Product; or (iv) such other
minimum retention period requirements as
required by applicable law, regulatory guidance
specific to Advanced Therapy Medicinal Products
and instructions from Kite.

Upon written notice to Institution prior to the
expiration of the above-described retention period,
Kite may request in writing that, at Kite’s sole
expense, Institution retain the Trial-related records
for a longer period or arrange for the transfer of
such records to Kite or its authorized designee.

24 Inspection and Assistance with
Regulatory Matters.

(1) At reasonable times and
upon reasonable notice, Kite and its respective
appointed representatives shall have the right to
inspect, audit, and monitor the Trial Site,
Institution’s facilities, and all records described in
Section 2.3. Each of the Institution, Trial Site and
Investigator will cooperate with Kite and its
appointed representatives with respect to such
inspections, audits and monitoring visits.

(i1) Institution and
Investigator will notify Kite immediately upon
receiving notice of, and will cooperate with Kite
on any impending inspection or other action
related to the Trial by the FDA or other
governmental or regulatory authority. Institution

2.4 Kontrola a souéinnost v
zalezitostech regulace.
(>i) V piiméfenych ¢asovych

intervalech a po pfiméfeném upozornéni ptedem ma
spoleCnost Kite a jeho urCeni zastupci pravo
prohlizet, kontrolovat a monitorovat Zkousejici
centrum, zafizeni Instituce a vSechny zaznamy
popsané v ¢lanku 2.3. Instituce, Zkousejici centrum
Studie i ZkouSejici budou poskytovat soucinnost
spolec¢nosti Kite a jeho urenym zastupcim v

souvislosti s takovymi kontrolami, audity a
monitorovacimi navstévami.
(ii) Instituce a  Zkousejici

uvédomi okamzité spolecnost Kite, jakmile obdrzi
oznameni o jakékoli kontrole nebo jiném ukonu ve
vztahu ke Studii ze strany FDA nebo jin¢ho vladniho
¢i regulacniho organu, a poskytnou spolecnosti Kite
v této souvislosti potfebnou soucinnost. Instituce a
Zkousejici ihned poskytnou spolecnosti Kite kopie
veskeré dokumentace vztahujici se ke Studii ziskané
od FDA nebo jiného regulacniho organu nebo jim
zaslané. Instituce a Zkousejici budou spolupracovat a
dodrzovat pokyny regulacnich organi tykajici se
kontrol, auditd a monitorovacich navstév.

(iii) Na zadost a naklady
spolecnosti Kite budou Instituce a/nebo Zkousejici
podle potieby pomahat spolecnosti Kite pti ptiprave
a predkladani zadosti pro registraci novych
zkuSebnich lécebnych piipravkl, novych lécebnych
pripravki a vSech jinych pre-marketingovych
registraci vztahujicich se ke Studii, které mohou byt
vyzadovany FDA nebo jinym regulacnim organem, a
budou pfitomni na schtizkach s témito regulacnimi
organy ohledn¢ téchto aplikaci.
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and Investigator will promptly provide Kite with a
copy of any documentation relating to the Trial
received from or sent to the FDA or any other
regulatory authority. Institution and Investigator
will cooperate and comply with regulatory
agencies with respect to such inspections, audits
and monitoring visits.

(iii) At Kite’s request and
expense, Institution and/or Investigator, as
appropriate, will assist Kite in the preparation and
submission of investigational new drug
applications, new drug applications, and any other
pre-market applications relating to the Trial as
may be required by the FDA or other regulatory
authorities, and will attend meetings with such
regulatory authorities regarding such applications.

3. REPRESENTATIONS AND | 3. PROHLASENI A ZARUKY
WARRANTIES
3.1 Each of Institution and 3.1 Instituice a  ZkouSejici  timto

Investigator represents and warrants that it/he/she | prohlasuje a zaru€uje, ze ma zakonné pravo uzaviit
has the legal authority to enter into this Agreement | tuto Smlouvu a ze smluvni podminky této Smlouvy
and that the terms of this Agreement are not in | nejsou v konfliktu s Zadnou jinou smlouvou, jiz je
conflict with any other agreements to which | zakonné vazana. Instituce ani ZkouSejici neuzavie
it/he/she is legally bound. Neither Institution nor | Zddnou jinou smlouvu nebo se nezavaze k jinym
Investigator will enter into any agreement or | ¢innostem, které by podstatnym zplisobem branily
engage in any activities that would materially | jeji schopnosti dokoncit Studii v souladu se
impair its or his/her ability to complete the Trial in | Smlouvou a Protokolem.

accordance with this Agreement and the Protocol.

32 Each of [Institution and
Investigator represents and warrants that the
Investigator is fully qualified as a medical
practitioner under applicable laws and regulations
and is fit to perform his/her obligations under this
Agreement. Each of Institution and Investigator
represents and warrants that it/he/she shall not, in
the course of performing the Trial, knowingly use
in any capacity the services of any person or entity
whose activities it knows have been debarred,
disqualified as an investigator, or restricted by any
national or international governmental or

3.2 Instituce a ZkouSejici timto
prohlasuje a zarucuje, ze ZkouSejici je plné
kvalifikovany jako 1ékatf podle platnych zakond a
provadécich pravnich predpisii a Ze je schopen plnit
své zavazky dle této Smlouvy. Instituce a Zkousejici
timto prohlasuje a zarucuje, Ze v prub&hu provadéni
Studie nebude védomé vyuzivat v jakékoli forme
sluzeb jiné osoby nebo subjektu, jimz o nichz vi, ze
jim e—nichz—vi—~#efimbyla zastavena Cinnost, jiz
nemaji potfebnou kvalifikaci jako zkouSejici nebo
jimZz bylo nafizeno omezeni ze strany jakéhokoli
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regulatory authority. Each of Institution and
Investigator represents that it/he/she is not aware of
the fact that any of the individuals or entities
providing services for the Trial on behalf of
Institution and Investigator (collectively, the “Trial
Personnel”), are or have ever been debarred,
disqualified, restricted, or banned from conducting
clinical trials or, to the best of its knowledge after
reasonable inquiry, are under investigation by any
governmental authority for any such type of
activity. Institution and Investigator (as applicable)
will notify Kite immediately, after they become
aware of the fact that any Trial Personnel becomes
disqualified, debarred or restricted, or if Institution
or Investigator discovers that any Trial Personnel is
under investigation by any governmental authority
for any such type of activity.

33 Anti-Corruption. Institution
and Investigator represent and warrants that, to the
best of their knowledge, upon reasonable inquiry,
neither the Institution nor the Investigator, nor any
of its their affiliates, nor any of their respective
directors, officers, employees or agents (all of the
foregoing, including affiliates collectively,
“Institution Representatives”) has taken any
action that would result in a violation by such
persons of any local or international applicable
anti-bribery or anti-corruption laws, rules or
regulations (collectively, the “Anti-Corruption
Laws”). Institution and Investigator represents and
warrants that the Institution Investigator, and
Institution Representatives have conducted and
will conduct their businesses in compliance with
the Anti-Corruption Laws including refraining
from making any payments or providing anything
of wvalue, directly or indirectly, to improperly
influence a third party or improperly gain a
business advantage. Institution and Investigator
represent and warrant that Institution and
Investigator have and will have necessary
procedures in place to prevent bribery and corrupt
conduct by Institution Representatives and that
Institution and Investigator will keep accurate
books, records and accounts in connection to the
Trial . Institution and Investigator also agree that
Kite shall have the right, from time to time, upon
written notice to Institution and Investigator , to
conduct an audit of Institution’s and Investigator’s
policies, books, records and accounts to verify
compliance with the provisions of this

narodniho nebo mezinarodniho vladniho nebo
regulaéniho organu. Instituce a ZkouSejici timto
prohlasuje ze si neni védoma skuteCnosti, ze
zosobam nebo subjektl poskytujicich sluzby v
ramci Studie jménem ZkouSejictho a Instituce
(souhrnng “Personal Studie”) byla zastavena ¢innost,
zruSena kvalifikace, nafizeno omezeni nebo zakazano
provadéni klinickych studii ani tyto osoby ¢i subjekty
podle nejlepsiho védomi Instituce a Zkousejiciho po
pfiméfeném  dotazovani  nejsou  vySetiovany
jakymikoli vladnimi ufady v souvislosti s jakymkoli
takovym druhem Cinnosti. Zkousejici a Instituce (dle
situace) uvédomi ihned poté , co se to dozvi
spole¢nost Kite, pokud komukoli z personalu Studie
bude odebrana kvalifikace, zastavena ¢innost nebo
nafizeno omezeni, nebo pokud Instituce nebo
Zkousejici zjisti, ze kdokoli z Personalu Studie je
vySetfovan jakymkoli vladnim ufadem v souvislosti s
jakymkoli takovym druhem c¢innosti.

3.3 Protikorupéni zakon. Instituce a
Zkousejici prohlasuji a zarucuji, Ze ani Instituce, ani
Zkousejici, ani dle jejich nejlepsiho védomi, po
pfiméteném  prozkoumani zadna z  jejich
pridruzenych spolecnosti nebo jejich jednotlivi
feditelé, ufednici, zaméstnanci ¢i jednatelé (vSichni
vyse jmenovani, véetné pridruzenych osob, spolecné
oznacovani jako ,,Zastupci Instituce®), nepodnikli
zadné kroky, které by mohly z jejich strany vést k
poruSeni platnych mistnich nebo mezinarodnich
zakont, pravidel nebo piedpist, platnych na uzemi
Ceské republiky (spole¢né dale jen ,,protikorupéni
zakony®). Instituce a ZkouSejici prohlasuji a
zarucuji, ze Instituce, Zkousejici a Zastupci Instituce
podnikaji a budou podnikat v souladu s
protikorupénimi zékony a ze se zdrzi pfimého ¢i
nepfimého poskytovani jakychkoli plateb nebo
hodnotnych véci, jejichz tcelem by bylo nepatiicné
ovlivnit tfeti strany nebo ziskat obchodni vyhody.
Instituce a Zkousejici prohlasuji a zaruéuji, Ze v ramci
prevence protikorupcéniho jednani ze strany Instituce
a Zkousejiciho a jejich zastupci ma a bude mit
zavedeny nezbytné postupy a ze v souvislosti s Studii
povede radné ucetnictvi, zaznamy a vykazy. Instituce
a ZkousSejici rovnéz souhlasi s tim, ze spolecnost Kite
bude mit po pfipadném pisemném oznameni Instituci
pravo , provést audit zasad, ucetnictvi, zdznamu a
vykazl Instituce a ZkousSejiciho, za ucelem ovéfeni
dodrzovani ustanoveni této Smlouvy. Instituce a
ZkousSejici souhlasi s tim, Ze béhem takového auditu
poskytnou 1Uplnou soudinnost a spolupraci v
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Agreement. Institution and Investigator agree to
cooperate fully with such audit at reasonable times
and upon reasonable notice to the Institution and
Investigator. Without limiting any other remedies
at law, Kite may, at Kite’s sole discretion, terminate
this Agreement, for any violation of the Anti-
Corruption Laws.

Kite undertakes to submit the final report on the
audit to Institution within two months after
concluding the audit. Institution is entitled to use
the audit report only for internal use.

34 Each of Institution and
Investigator represents and warrants that
Investigator and all other Trial Personnel are, or
prior to the commencement of the Trial, will be
contractually or legally obliged to convey to
Institution all title and interest to Trial Results and
Trial Inventions as defined below. In addition,
Institution and Investigator shall ensure that all
Trial Personnel comply with the provisions of this
Agreement.

pfiméfenych casovych terminech a na zaklade
pisemného ozndmeni poskytnutého Instituci a
Zkousejicimu s dostate¢nym predstihem. Spole¢nost
Kite miuze, dle svého uvazeni a bez omezeni
jakychkoli jinych prostiedkti podle zakona, tuto
Smlouvu ukoncit, dojde-li k jakémukoli poruSeni
protikorup¢nich zakont.

Spolecnost Kite se zavazuje Instituci predat capa
report pied jeho odevzdanim k vyjadieni.
Nasledné se Spolecnost Kite zavazuje predlozit
Instituci vyslednou zpravu o prob&hlém auditu
do dvou mésict od ukonceni auditu. Instituce je
opravnéna vyuzit vyslednou zpravu o auditu
pouze pro interni potiebu.

3.4  Instituce a ZkouSejici  timto
prohlasuje a zarucuje, Ze Zkousejici a veskery ostatni
Personal Studie jsou nebo pfed zahijenim Studie
budou smluvné nebo zadkonné zavazani sdélit
Instituci veskeré zdvazky a zajmy na vysledcich
Studie a objevech Studie, jak jsou definovany nize.
Instituce a ZkousSejici navic musi zajistit, aby
Personal Studie dodrzoval ustanoveni této Smlouvy.

4. CONFIDENTIALITY

4. MLCENLIVOST

4.1 Institution and Investigator
will (and will cause Trial Personnel to) keep strictly
confidential and not disclose to third parties all
information provided by or on behalf of Kite or
CRO or that is generated, discovered, or obtained
by any Party as a result of the Trial (other than
patient medical records), including the Trial
Results, Trial Inventions and information related
thereto (“Confidential Information™). Institution
and Investigator will use, and will cause Trial
Personnel to use, Confidential Information only for
purposes of the Trial. The obligations of this
Section 4 will survive expiration or termination of
this Agreement. Confidential Information will not
include information that:

(1) is or becomes publicly
available through no fault of Investigator or
Institution;

(i1) was known to Investigator
or Institution without obligation of confidentiality
prior to receiving it either directly or indirectly

4.1 Instituce a  ZkouSejici  budou
zachovavat piisnou mlcenlivost (a totéz zajisti ze
strany Personalu Studie) a nesdéli tfetim osobam
zadné informace poskytnuté spolecnosti Kite nebo
jménem spolecnosti Kite nebo CRO nebo informace,
které vznikly, byly objeveny nebo ziskany jakoukoli
Smluvni stranou jako vysledek Studie (jiné nez
lIékaiské zaznamy o pacientovi), vcetné vysledki
Studie, vynalezii Studie a informaci souvisejicich s
nimi (“Davérné informace”). Instituce a Zkousejici
budou pouzivat Divérné informace pouze pro
potieby Studie (a totéz zajisti ze strany Personalu
Studie). Zavazky vyplyvajici z tohoto clanku 4
zlstavaji v platnosti a ucinnosti i po ukonceni
Smlouvy. Duvérné informace nezahrnuji informace,
které:

@
dostupnymi
Instituce,

jsou nebo se
bez pochybeni

stanou verejné
ZkousSejictho nebo
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from Kite or CRO under this Agreement, as
demonstrated by written records predating the date
it was learned by Investigator or Institution from
Kite;

(iii) is disclosed to Investigator
or Institution by a third party without violation of
law or any obligation of confidentiality; or

(iv) can be shown by written
records of Investigator or Institution to have been
independently developed by Investigator or
Institution without reference to or reliance upon
any Confidential Information.

4.2 Notwithstanding any other
provision of this Agreement, Institution and
Investigator may disclose Confidential Information
to the extent required:

(1) to comply with an
applicable governmental law, rule, regulation or
order, after prompt notice to Kite and provided that
Investigator and Institution cooperate with Kite’s
efforts to limit such disclosure by appropriate legal
means;

(i1) to protect any Trial
subject’s safety or provide appropriate medical care
for any Trial subject, or to prevent a public health
emergency with prompt notice to Kite;

(iii) for purposes of insurance
or reimbursement by a third party payor for medical
treatment of a Trial subject related to the
procedures included in the Protocol.

43 Section 4 does not limit
Institution’s or Investigator’s rights or obligations
under Sections: 1.5 (EC Approvals and Informed
Consent Form); 2.4 (Inspection and Assistance
with Regulatory Matters); 5 (Publication); 8.1
(Publicity); or 8.3 (Relationship).

4.4 Return ~ of  Confidential
Information. Upon either (i) the completion of the
Trial or termination of this Agreement; or (ii)
Kite’s request for any reason, Institution and
Investigator will (x) immediately cease all use of all

(ii) byly zndmy Zkousejicimu nebo
Instituci bez zavazku divérnosti diive, nez je pfimo
nebo nepiimo ziskal od spole¢nosti Kite nebo CRO v
ramci této Smlouvy, jak je doloZeno v pisemnych
zaznamech s datem pfedchazejicim datu, kdy
Zkousejici nebo Instituce tyto informace ziskali od
spolec¢nosti Kite,

(iii) jsou sdéleny ZkousSejicimu nebo
Instituci tfeti osobou bez poruSeni zakona nebo
jakéhokoli zavazku mlcenlivosti, nebo

(iv)  mohou byt dolozeny pisemnymi
zaznamy Zkousejictho nebo Instituce, ze byly
nezavisle vytvoreny Zkousejicim nebo Instituci bez
jakékoli vazby na Diivérné informace.

4.2 Bez ohledu na jakakoli dalsi
ustanoveni této Smlouvy mohou Instituce nebo
Zkousejici  sdé€lit  Duvérné  informace  ve
vyzadovaném rozsahu:

@) aby vyhoveéli prislusnému pravnimu
predpisu, pravidlu, nafizeni nebo vyhlasce, po
okamzitém oznameni spolecnosti Kite, a za
predpokladu, ze Zkousejici a Instituce budou
spolupracovat se spolecnosti Kite ve snaze omezit
takova sdéleni pfislusSnymi zdkonnymi prostredky,

(ii) aby chranili bezpecnost kteréhokoli
subjektu ve Studii nebo poskytli ptislusnou zdravotni
péci kterémukoli subjektu ve Studii nebo zabranili
ohroZeni vetrejného zdravi s okamzitym oznamenim
spole¢nosti Kite,

(iii) za ucelem pojisténi nebo nahrad
platce tfeti osoby za medicinskou 1écbu subjektu ve
Studii ve vztahu k proceduram obsazenym v
Protokolu.

4.3 Clanek 4 neomezuje prava &
povinnosti Instituce nebo Zkousejiciho vyplyvajici z
¢lank: 1.5 (Schvaleni EK a  Formulaf
informovaného souhlasu), 2.4 (Kontrola a sou¢innost
v zalezitostech regulace), 5 (Zverejiiovani vysledki),
8.1 (Publicita), nebo 8.3 (Vztahy)

Page 19 of 64




Confidential Information, and (y) promptly either
return to Kite, or if instructed by Kite, destroy all
Confidential Information, including any copies,
extracts, summaries, or derivative works thereof,
and certify in writing to Kite the completion of such
return and/or destruction; provided, however, that
Institution and Investigator may retain one (1) copy
of Confidential Information in its legal archives
solely for the purpose of monitoring its surviving
obligations under this Agreement.

4.6 Public Disclosure of Agreement. The
Parties agree that this Agreement will be publicly
disclosed by Institution in the contract register
pursuant to the Act no. 340/2015 Coll. (the “Act”)
within thirty (30) days of its execution. The Parties
acknowledge that the Budget and Schedule in
Exhibit A and any other exhibits and attachments
to this Agreement are deemed business secret of
Kite in accordance with the Act and Institution and
Investigator shall ensure that such information will
not be published in the contract register. Kite / CRO
will provide redacted version of the Agreement to
Institution before signatures. Institution assumes all
liability for failure to so publish. Investigator
agrees that in connection with this Agreement his
name will be publicly disclosed on the public
administration portal in accordance with the Act.

4.4 Vraceni  Duvérnych  informaci.
Nasledné po (i) dokonc¢eni Studie nebo ukonceni této
Smlouvy; nebo (ii) na zadost spolecnosti Kite, z
jakéhokoli divodu, Instituce a Zkousejici (x) ihned
prestanou pouzivat veskeré Dlvérné informace a (y)
okamzit¢ je bud’ vrati spole¢nosti Kite, nebo, budou-
li o to spoleCnosti Kite pozadani, zni¢i veSkeré
Duvérné informace, vcetné jakychkoli kopii,
vynatkli, souhrni nebo z nich odvozenych d¢l, a
pisemné potvrdi spolecnosti Kite, Ze takové
informace odevzdali a/nebo zni€ili; nicméné za
predpokladu, ze si Instituce a ZkouSejici mohou
ponechat jednu (1) kopii Divérnych informaci ve
svych pravnich archivech vyhradné pro ucely

monitorovani  svych  pfetrvavajicich  zavazkl
vyplyvajicich z této Smlouvy.
4.6_ Uvefejnéni Smlouvy. Smluvni

strany se dohodly na uvefejnéni této Smlouvy vcetné
vSech dodatktl Instituci v registru smluv v souladu se
zakonem ¢. 340/2015 Sb. (dale jen ,,Zakon*) do
triceti (30) dnl po jejim uzavfeni. Smluvni strany
berou na védomi, ze Rozpocet a Platebni rozvrh
v piiloze A a veskeré dalsi ptilohy a dopliky této
smlouvy se povazuji za obchodni tajemstvi
spolecnosti Kite v souladu se zdkonem a Instituce a
ZkouSejici zajisti, ze tyto informace nebudou
uvetejnény v registru smluv. Spolecnost Kite / CRO
poskytne Instituci redigovanou verzi Smlouvy pied
jejim  podpisem.Instituce  piebira  veSkerou
zodpovédnost za nezvefejnéni smlouvy. Zkousejici
souhlasi se zvefejnénim svého jména v souvislosti s
touto Smlouvou na portale vefejné spravy v souladu
se zdkonem o registru smluv.

generated by Institution and Investigator (the
“Trial Results”) either: (i) with the advance
written consent of Kite; or (ii) 2 years after the
completion of the Trial at all participating
institutions (each, a “Publication”). Investigator
will submit all proposed Publications along with
the name of the intended scientific journal, forum
or conference, to Kite prior to submission of the
Publication (30 days prior for manuscripts and 15
days for abstracts and oral presentations).

5. PUBLICATION 5. ZVEREJNOVANI VYSLEDKU
5.1 Institution and Investigator 5.1  Instituce a ZkouSejici mohou
may publish or present the results of the Trial | publikovat nebo prezentovat vysledky Studie

vytvoifené Instituci a ZkouSejicim (“Vysledky
Studie”) bud’: (i) s pfedchozim pisemnym souhlasem
spolecnosti Kitenebo (ii) 2 roky po dokonceni Studie
ve vSech Ucastnicich se institucich (dale jednotliveé
“Zvetejnéni  vysledkd”). Zkousejici  predlozi
spolecnosti Kite vSechna navrhovana Zvetejnéni
vysledkdl spolu s nazvem pfislusného odborného
¢asopisu, fora nebo konference pied jejich predanim
ke zvetejnéni (30 dnii pfedem u rukopist a 15 dntl
pfedem u vytahil a Gstnich prezentaci). Instituce a
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Institution and Investigator will delete references to
Kite’s Confidential Information in any paper or
presentation and, at Kite’s request, delay such
Publication for up to 45 days in order to permit Kite
to obtain appropriate intellectual property
protection on any Confidential Information
contained in the Publication.

5.2 Other than as permitted in
Section 5.1, the use of Kite’s name, or the names of
Kite’s affiliates or employees, in any publication is
governed by Section 8.1. If Kite requests
Investigator to present the multi-site Trial results on
behalf of Kite, Kite will either reimburse
Investigator or arrange and pay for the expenses
directly for travel, accommodation, and meals in
connection with such presentation. Such covered
expenses may be publicly reportable. No
compensation will be paid in connection with
presenting the results.

5.3. The Parties agree that Kite will
provide the Institution, at the request of Ethics
Committee, with a list of publications related to the
results of this Trial, upon completion of this Trial.

Zkousejici odstrani odkazy na jakékoli Divérné
informace spolecnosti Kite ze vSech prednadsek a
prezentaci a na zadost spolecnosti Kite odlozi
Zvetejnéni vysledki az 0 45 dnd, aby méla spolecnost
Kite moznost zajistit odpovidajici ochranu svého
duSevniho vlastnictvi ve vztahu k Duvérnym
informacim obsazenym v takovém Zvefejnéni
vysledki.

5.2  Kromé¢ piipadi povolenych dle
¢lanku 5.1 vyse se pouziti obchodni firmy spolec¢nosti
Kite nebo nazvi ¢i jmen jejich pfidruzenych
spole¢nosti ¢i zaméstnanct v jakékoli publikaci fidi
ustanovenimi ¢lanku 8.1 této Smlouvy. Pokud bude
spoleCnost  Kite pozadovat, aby Zkousejici
prezentoval vysledky z multicentrické studie jménem
spolecnosti Kite, spolecnost Kite bud’ uhradi vydaje
Zkousejicimu, nebo piimo zajisti a uhradi vydaje za
cestovné, ubytovani a stravu v souvislosti s takovou
prezentaci. Takto proplacené vydaje mohou byt
vefejn¢ vykazatelné. Nebude vyplacena zadna
odmeéna v souvislosti s prezentaci vysledk.

5.3 Smluvni strany se dohodly, ze Kite
poskytne Instituci na zadost etické komise po
ukonceni Studie seznam publikaci vztahujicich se k
vysledkdm této Studie.

other information generated as a result of or in
connection with the conduct of the Trial, excluding
Institution’s  patient medical records and
Investigator’s personal notes. Kite hereby grants to
the Institution a non-exclusive, non-transferable,
non-sublicensable right to use the Trial Results
solely for its own internal, non-commercial
research, patient care, and educational purposes
subject to the terms of Section 5.1.

6.2 All inventions, ideas,
methods, works of authorship, know-how or
discoveries that are made, conceived, or reduced
to practice by Institution, Investigator or Trial
Personnel: (i) as a result of or in connection with
the conduct of the Trial; (ii) that incorporate or use

6. TRIAL RESULTS AND INVENTIONS | 6. VYSLEDKY STUDIE A VYNALEZY
6.1 Kite owns all data, Trial 6.1 Spolecnost  Kite je vlastnikem
Results, Confidential Information, CRFs and all | veskerych dat, Vysledki Studie, Duvérnych

informaci, CRF a veskerych dalSich informaci
ziskanych na zakladé¢ provadéni Studie nebo v
souvislosti s ni, kromé 1ékatskych zaznamt Instituce
0 pacientech a osobnich poznamek Zkousejiciho.
Spole¢nost Kite timto ud€luje Instituci nevyhradni,
nepievoditelné a nesublicencovatelné pravo pouzivat
Vysledky Studie vyhradn¢ pro potfeby vlastniho
interniho nekomer¢niho vyzkumu, péce o pacienty a
pro vzdélavaci ucely v souladu s ustanovenimi ¢lanku
5.1 vyse.

6.2 Veskeré vynalezy, napady, metody,
autorska dila, know-how, objevy ucinéné, ziskané
nebo uvedené do praxe ze strany Instituce,
Zkousejiciho nebo Personalu Studie: (i) na zakladé
provadéni Studie nebo v souvislosti s ni; (ii) jez
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Confidential Information; or (iii) that are directly
related to the Investigational Product, and in each
case together with all intellectual property rights
relating thereto (collectively, “Trial Inventions™),
will be the sole and exclusive property of Kite or
its designee. Institution and Investigator will
promptly disclose all Trial Inventions to Kite in
writing. Institution and Investigator each hereby
assigns, and will cause Trial Personnel to assign,
all right, title and interest in all Trial Inventions to
Kite or its designee. At Kite’s request and
expense, Institution and Investigator shall take,
and shall cause Trial Personnel to take, all
additional actions as Kite deems necessary to
perfect the interest of Kite or its designee in Trial
Inventions or to obtain patents or otherwise protect
the interest of Kite or its designee in Trial
Inventions.

obsahuji nebo vyuzivaji Divérné informace; nebo
(ii1) jez se ptimo vztahuji ke Vyzkumnimu produktu,
a to ve vSech uvedenych piipadech vcetné
pfislusnych prav k duSevnimu vlastnictvi (déle
souhrnné “Vynalezy Studie”) jsou vyluénym
vlastnictvim spolecnosti Kite nebo ji urceného
subjektu. Instituce a ZkouSejici neprodlené sdéli
veskeré Vyndlezy Studie spolecnosti Kite pisemnou
formou. Instituce a Zkousejici timto postupuji
veskera prava, opravnéni a naroky k Vynalezim
Studie na spolecnost Kite nebo ji ur€eny subjekt a
totéz zajisti ze strany Persondlu Studie. Na zadost
spolecnosti Kite a na jeji nédklady ucini Instituce a
Zkousejici veskera dodatecna opatieni (a totéz zajisti
ze strany personalu Studie), jez bude spolecnost Kite
povaZovat za nezbytné k zajiSténi prav spole¢nosti
Kite nebo ji ur¢eného subjektu k Vynalezim Studie
nebo ke ziskani patenti ¢i jiné formy ochrany
Vynalezi Studie ze strany spolecnosti Kite nebo ji
urceného subjektu.

7. INDEMNIFICATION

7. ODSKODNENI

7.1 Kite will indemnify, defend and hold
harmless Institution and Institution’s IRB and their
respective trustees, officers, agents and employees
directly working on the Trial, including
Investigator (“Institution Indemnitees”) for all
losses, costs, expenses or damages finally awarded
by court order or finally paid in settlement or
judgment (including reasonable attorney’s fees)
(“Losses”) incurred as a result of third party claims,
suits, demands, actions or proceedings (‘“Third
Party Claims”) brought against an Institution
Indemnitee, which arise out of: (i) Institution's
performance of its obligations under this
Agreement in accordance with the Protocol; (ii)
Kite’s use of the Trial Results; or (iii) the
manufacturing defect of the Investigational
Product. For the avoidance of doubt, Kite will
indemnify Institution Indemnitees for harm
(including Study Subject’s death) incurred by the
Study Subject or its close person which arise out of:
(i) Institution's performance of its obligations under
this Agreement in accordance with the Protocol; (ii)
Kite’s use of the Trial Results; or (iii) the
manufacturing defect of the Investigational
Product.

7.1 Spolecnost Kite Instituci, jeji etickou komisi
(EK) a jeji prislusné povétence, vedouci pracovniky,
zéstupce a zaméstnance, ktefi na Studii pfimo pracuji
(dale jen ,strany odskodiované spolu s Instituci®),
odskodni, bude je obhajovat a zprosti je veSkeré
odpovédnosti v souvislosti s veSkerymi ztratami,
naklady, vydaji ¢i odSkodnénim, které jsou
pfedmétem platného soudniho rozhodnuti, ptipadné
byly s konecnou platnosti uhrazeny v rdmci
finanéniho vyrovndni nebo rozsudku (vcetné
pfimétenych nakladt pravniho zastoupeni) (dale jen
»ztraty®) a vznikly v duasledku narokt, soudnich
sporti, pozadavkl, zalob nebo fizeni tfetich stran
(dale jen ,,naroky tretich stran‘) vedenych proti strané
odskodnované spolu s Instituci a vzniklych v
dasledku: (i) plnéni povinnosti podle této smlouvy a
v souladu s protokolem ze strany Instituce, (ii) pouziti
vysledku Studie ze strany spole¢nosti
Kite nebo (iii) vyrobni vadyVyzkumného produktu .
Pro odstranéni vSech pochybnosti, spole¢nost Kite
odskodni odSkodnéné osoby Instituce za ujmu
(v¢etne smrti Subjektu Studie) ktera vznikla Subjektu
Studie nebo jeho blizké osobé a to v disledku: (i)
plnéni povinnosti podle této smlouvy a v souladu s
protokolem ze strany Instituce, (ii) pouziti vysledku
Studie ze strany spolecnosti Kite nebo (iii) vyrobni
vady Vyzkumného produktu .
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7.2 Kite will not indemnify, defend or hold
harmless Institution Indemnitees for Losses to the
extent such Losses arise out of: (i) any failure of an
Institution Indemnitee to conduct the Trial in
accordance with the Protocol, the terms of this
Agreement or any applicable law, rule, guidance, or
regulation; (ii) the negligence, recklessness or
willful misconduct on the part of any Institution
Indemnitee; or (iii) a breach of any of the
Institution’s  representations,  warranties  or
obligations under this Agreement.

7.2 Spolecnost Kite strany odSkodinované spolu
s Instituci v souvislosti se ztratami neodsSkodni,
nebude je obhajovat a nezprosti je odpovédnosti,
jestlize tyto vzniknou v dusledku: (i) jakéhokoli
nedodrzeni Protokolu, podminek této Smlouvy nebo
kteréhokoliv platného zakona, pfedpisu, smernice Ci
nafizeni pifi  provadéni  Studie stranou
odskodnovanou spole¢né s Instituci, (ii) opomenuti,
zanedbani ¢i  Umyslného pochybeni strany
odskodiiované spole¢né¢ s Instituci nebo (iii) porusSeni
kteréhokoliv z prohldSeni, zaruk ¢i povinnosti
Instituce podle této smlouvy.

7.3 Institution will indemnify, defend and hold
harmless Kite and its officers, directors, employees
and agents (“Kite Indemnitees”) from any Losses
incurred as a result of Third Party Claims brought
against a Kite Indemnitee which arise out of: (i) any
failure of an Institution Indemnitee to conduct the
Trial in accordance with the Protocol, the terms of
this Agreement or any applicable law, rule,
guidance, or regulation; (ii) the negligence,
recklessness or willful misconduct on the part of
any Institution Indemnitee; or (iii) a breach of any
of the Institution’s representations, warranties or
obligations under this Agreement.

7.3 Instituce spolecnost Kite a jeji vedouci
pracovniky, zaméstnance a zastupce (dale jen ,,strany
odskodnované spolu se spolecnosti Kite®) odskodni,
bude je obhajovat a zprosti je odpovédnosti v
souvislosti s veSkerymi ztratami, které vznikly v
diasledku narok tfetich stran vznesenych proti strané
odskodnované spolu se spolecnosti Kite a vzniklych
v dusledku: (i) jakéhokoli nedodrzeni protokolu,
podminek této smlouvy nebo kteréhokoliv platného
zakona, predpisu, smérnice ¢i nafizeni pfi provadéni
Studie stranou odskodnovanou spolecné s Instituci,
(i1) opomenuti, zanedbani ¢i umyslného pochybeni
strany odskodniované spolecné s Instituci nebo (iii)
poruseni kteréhokoliv z prohlaseni, zaruk ¢i
povinnosti Instituce podle této smlouvy.

7.4 Institution will not indemnify, defend or
hold harmless Kite Indemnitees for Losses to the
extent such Losses arise out of: (i) any failure of a
Kite Indemnitee to act in accordance with the terms
of this Agreement or any applicable law, rule,
guidance or regulation; or (ii) the negligence,
recklessness or willful misconduct on the part of
any Kite Indemnitee

7.4 Instituce strany odSkodiiované spolu se
spole¢nosti Kite v souvislosti se ztratami neodskodni,
nebude je obhajovat a nezprosti je odpovednosti,
jestlize tyto vzniknou v dusledku: (i) jakéhokoli
nedodrzeni  podminek této  smlouvy nebo
kteréhokoliv platného zakona, pfedpisu, smérnice ¢i
nafizeni pfi jednani stranou odskodiiovanou spolecné
se spolecnosti Kite nebo (ii) opomenuti, zanedbani ¢i
umyslného pochybeni strany odskodiiované spolecné
se spolecnosti Kite.

7.5 Each potentially indemnified Party will
provide the other Party with prompt written notice
of any Third Party Claim for which indemnification
is sought. To the extent permitted by law and legal
regulation the indemnifying Party shall have sole
control over the defense and settlement of any
Third Party Claim provided it does so diligently, in
good faith, and using reasonably experienced
counsel with expertise in the relevant field, and the
indemnified Party will reasonably cooperate in the
defense of such a claim. The indemnified Party will
not settle any Third Party Claim against it without
the indemnifying Party’s prior written consent,

7.5 Kazda potencialn¢ odskodiovana smluvni
strana bude druhou stranu bezodkladné informovat o
jakémkoliv naroku tfeti strany, v souvislosti s nimz
usiluje o odskodnéni. V rozsahu povoleném zakonem
a pravnimi predpisy bude mit odskodiujici smluvni
strana pravo fidit obhajobu, a finan¢ni vyrovnani v
souvislosti s jakymkoliv narokem tfeti strany za
predpokladu, Ze tak ¢ini s peclivosti, v dobré vife a s
vyuzitim ptimefené zkuSeného pravniho zastupce,
ktery disponuje odbornymi znalostmi v ptisluSném
oboru, a odskodnovana strana poskytne pii obhajobé
v souvislosti s takovym narokem piiméfenou
sou¢innost. Odskodilovand smluvni strana se bez
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which consent shall not be unreasonably withheld.
The indemnified Party may, at its own expense,
seek the advice of independent legal counsel.

pisemného souhlasu strany odskodiujici, ktery nesmi
byt bezdiivodn¢ odpiran, zdrzi provedeni finan¢niho
vyrovnani v souvislosti s jakymkoliv narokem proti
ni vznesenym. Odskodiovana strana mulze na své
vlastni ndklady pozadat o radu nezavislého pravniho
zéstupce.

the duration of the Trial in amounts sufficient to
meet its liability obligations under this Agreement.
In accordance with Section 45(2)(n) of Act No.
372/2011 Coll. on Health Services, the Institution
has entered into an insurance contract for the
insurance of liability for damage caused in
association with the provision of health care
services, regardless the Institution represents and
warrants it has sufficient financial resources to
cover the obligations of Institution and Trial
Personnel under this Agreement. Institution and
Investigator will provide certificates of insurance to
Kite upon reasonable request. Institution and
Investigator will notify Kite in writing within 20
days of any notice of cancellation or non-renewal
of, or material change in, or claim against, its
insurance coverage that could reasonably affect
Institution’s or Investigator’s obligations under this
Section 7.1. Each Party’s insurance coverage will
comply with applicable laws, rules, regulations and
insurance guidelines.

8.2 Kite hereto acknowledges, that in
accordance with § 58 sec. (2) of Act on Drugs No.
378/2007 Coll., as amended, contract insurance of
liability for damage for the Investigator and Kite
has been ensured. This policy also duly covers
compensable death of subjects of assessment or
compensation of the subjects of assessment in case
of injury resulting from and sustained in course of
performance of the Trial. A copy of the Contract of
Insurance in the Czech Republic may be provided
to Institution upon written request.

8.3 If at any time during the Trial, Institution,
Investigator or Kite reasonably concludes that any
Trial subject should immediately be withdrawn
from participation in the Trial, the Parties will
cooperate to safely withdraw such Trial subject.

8. INSURANCE AND SUBJECT INJURY | 8. POJISTENI A PREDMET SKODY
SUBJEKTU STUDIE

8.1 Each Party will maintain in effect 8.1 Kazda ze Smluvnich stran bude po

appropriate levels of insurance or self-insurance for | dobu provadéni Studie udrZzovat odpovidajici

pojisténi ve vysi dostacujici k pokryti jejich zavazku
vyplyvajicich z této Smlouvy. Instituce ma v souladu
s § 45 odst. 2 pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach, uzavienou pojistnou smlouvu
0 pojisténi své odpoveédnosti za skodu zptisobenou v
souvislosti s poskytovanim zdravotnich sluzeb Bez
ohledu na vySe uvedené Instituce prohlasuje a
zarucuje, ze ma dostate¢né financni zdroje k pokryti
zavazkli Instituce podle této Smlouvy..Instituce
predlozi spolecnosti Kite na jeji odivodnénou zadost
osveédceni o existenci pojisténi. Instituce a Zkousejici
oznami spolecnosti Kite do 20 dnti po obdrzeni
jakéhokoli oznameni o zruSeni nebo neobnoveni
pojistky nebo o jeji podstatné zméné nebo o
pojistném naroku z pojisténi, jeZ by mohly ovlivnit
zavazky Instituce nebo Zkousejicitho dle tohoto

clanku 7.1.  VySe pojistného kryti kazdé ze
Smluvnich stran bude odpovidat pfislusSnym
zakontim, pravidlim, provad&jicim  pravnim

predpisim a pokyntiim tykajicim se pojisténi.

8.2 Spolecnost Kite timto potvrzuje, ze v
souladu s § 58 odst. 2 zakona ¢. 378/2007 Sb., o
1éc¢ivech, v platném znéni, zajistil pojistnou smlouvu
pro nahradu skody pro Zkousejiciho a spolecnost
Kite. Toto pojisténi také tadné pokryva nahradu
Skody v pripadé smrti subjektu Studie nebo ndhradu
Skody subjektim Studie v pfipad¢ ujmy na zdravi
zpuisobené v disledku Studie a utrpéné v dobé¢ jejiho
provadéni. Kopie Pojistné smlouvy v Ceské republice
muze byt poskytnuta Instituci na zaklad¢ pisemné
zadosti.

8.3 Pokud kdykoli béhem trvani Studie
dospéji Instituce, Zkousejici nebo spole¢nost Kite k
divodnému zavéru, Ze kterykoli ze subjekt Studie by
mél byt z Gcasti ve Studii okamzité stazen, budou
Smluvni strany vzajemné spolupracovat na
bezpecném stazeni takového Subjektu ze Studie.
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V ptipadé, Ze subjekt Studie utrpi zranéni souvisejici
s vyzkumem (jak je definovano nize) jako piimy
dasledek jeho/jeji ticasti na Studii, Instituce poskytne
pfimétené nezbytné lékarské oSetfeni nebo odkaze
subjektu Studie, aby vyhledal lékatrskou péci pro
takové zranéni souvisejici se Studii. Na zakladé
rozumného rozhodnuti se zkouSejicim a po
konzultaci s 1ékafskym monitorem spolecnost Kite
uhradi Instituci nebo subjektu Studie priméfené,
nehrazené 1ékatské vydaje za 1ékatskou péci, ktera je
nezbytna k 1é¢b¢ nebo stabilizaci takového zranéni
souvisejictho se Studii, které neni hrazeno
zdravotnim nebo nemocni¢nim pojisténim.

name of Institution or Investigator or their
employees or any of their trademarks, and
Institution and Investigator will not use the name of
Kite or any of its employees or any of its
trademarks, in any advertising, sales promotional
material, or press release without the relevant
Party’s prior written approval, except to the extent
such disclosure is reasonably necessary for: (i)
regulatory filings, including filings with the U.S.
Securities and Exchange Commission or the FDA
(or any equivalent oversight body in a country other
than the United States); (ii) prosecuting or
defending litigation; and (iii) complying with
applicable laws, rules, and regulations.
Notwithstanding the foregoing, Kite may, without
prior consent, publicly disclose information about
Institution and Investigator as required by
applicable law, including, but not limited to
identifying Institution as the entity that is
conducting the Trial and Investigator as conducting
the Trial at Institution and the amount of funding
provided and expenses covered in connection with
the Trial. Investigator hereby consents to this
disclosure.  Institution and Investigator may,
without prior consent, disclose in Institution’s
confidential internal reports or governmental
reports and grant applications, their participation in
the Trial (including Kite’s name, the name of the
Trial and Protocol number).

9.2  Material Non-public Information.
During the course of the Trial, Investigator and
other employees of Institution may have access to

9, GENERAL 9. VSEOBECNA USTANOVENI
9.1 Publicity. Kite will not use the 9.1 Publicita.  Kite nebude pouzivat

nazev Instituce nebo jméno Zkousejiciho ¢i jména
jejich  zaméstnanci nebo kteroukoli z jejich
ochrannych znamek a Instituce a Zkousejici nebudou
pouzivat obchodni firmu spole¢nosti Kite nebo jména
jejich  zaméstnancti nebo kteroukoli z jejich
ochrannych znamek v jakychkoli reklamnich C¢i
propagacnich materialech nebo tiskovych zpravach
bez pfedchoziho pisemného souhlasu druhé Smluvni
strany vyjma piipadt, kdy je takové pouziti nutné
pro: (i) podani urcena regulacnim organtm, vcetné
podani Komisi pro cenné papiry USA nebo podani
FDA (nebo jinému ekvivalentnimu dozoréimu
organu v jiné zemi nez v USA); (ii) zahajeni soudniho
fizeni nebo obhajobu v ném; nebo (iii) dodrZeni
platnych zakont, ptedpist ¢i nafizeni. Bez ohledu na
vyse uvedené muze spole¢nost Kite bez ptedchoziho
souhlasu zvefejnit informace o Instituci a
Zkousejicim, jez jsou vyzadovany ze zékona, véetné
identifikace Instituce jako subjektu provadéjiciho
Studii a identifikace ZkouSejiciho jako osoby
provadéjici Studii v Instituci a vysi poskytnutych
finan¢nich prostfedki a nakladt uhrazenych v
souvislosti se Studii. Zkousejici timto souhlasi s timto
prohlasenim. Instituce a ZkouSejici mohou bez
predchoziho souhlasu zvetejnit v divérnych internich
zpravach Instituce nebo ve zpravach predkladanych
vladnim orgdniim nebo ve zpravach tvoticich soucast
zadosti o granty informace o své ucasti ve Studii
(v€etné obchodniho jména firmy Kite, nazvu Studie a
¢isla Protokolu).

9.2  Podstatné nevetejné informace. V
prubéhu Studie mohou mit Zkousejici a dalsi
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material non-public information about Kite and
its research partners that are publicly traded
companies. In order to avoid any potential or
actual conflict of interest, neither Institution nor
Investigator will trade in any securities of Kite, or
its research partners, or recommend that others do
so, during the term of the Trial when in
possession of material non-public information of
Kite. This Section 8.2 will not restrict Institution
or Investigator, or entity of which Institution may
be a part, from participating in pooled investment
vehicles such as mutual funds.

9.3 Relationship. For the purposes of this
Agreement, the Parties are independent
contractors and nothing contained in this
Agreement will be construed to place them in the
relationship of partners, principal and agent,
employer and employee or joint venturers. No
Party will have the power or right to bind or
obligate the other Parties, or hold itself out as
having such authority. In accordance with Section
1.4, the Investigator is an employee of the
Institution.

94 Term. Unless terminated earlier
by written notice of one Party to the other Parties in
accordance with Section 8.5, this Agreement will
expire upon the later of the date on which: (i) Kite
has received all completed CRFs from Institution
and/or Investigator; (ii) Institution and/or
Investigator have resolved all data clarification
queries, and submitted the closeout reports to the
EC and to Kite as stated in this Agreement and in
Study Protocol; (iii) all Trial Site closeout activities
have been completed (including but not limited to
final Investigational Product inventory signed by
site and monitor; lab kits and unused supplies
returned or disposed of; close-out letter issued to
site;; and (iv) Kite has made all payments and
reimbursements and collected all refunds due under
this Agreement.

9.5 Termination. Any Party may
terminate this Agreement upon 30 days’ written
notice to the other Parties.

9.6  Surviving Terms. In the event of
expiration of this Agreement under Section 9.4 or
termination of this Agreement under Section 9.5,
the rights and obligations in the following
Sections shall survive: 1.7, 2,4, 5,6, 8.1 and 9,

pracovnici  Instituce pristup k  podstatnym
nevefejnym informacim tykajicim se spolecnosti Kite
a jejich vyzkumnych partneri - vefejné
obchodovanych spolecnosti. Aby nedoslo k
jakémukoli potencidlnimu ¢i skuteénému stietu
zajmi, nesmi Instituce ani Zkousejici po dobu trvani
Studie, dokud maji k dispozici podstatné neverejné
informace spolecnosti Kite, obchodovat s jakymikoli
cennymi papiry spolecnosti Kite ani jejich
vyzkumnych partnerti ani nesmi davat jinym osobam
doporuceni k takovym obchodiim. Ustanoveni tohoto
¢lanku 8.2 neomezuje Instituci ani Zkousejiciho,
pripadné jakykoli subjekt, jehoz mulize byt Instituce
soucasti, v TUuCasti na jakémkoli hromadném
investi¢nim nastroji, jako jsou napf. investi¢ni fondy.

9.3  Vztah. Pro ucely této Smlouvy jsou
Smluvni strany navzajem nezavislymi subjekty a nic
z obsahu této Smlouvy nebude vykladano jako
vytvoreni vztahu partnerd, zmocnitele a zmocnénce,
zameéstnavatele a zaméstnance nebo spolecného
podniku mezi nimi. Zadna ze Smluvnich stran neni
opravnéna zavazovat druhou Smluvni stranu nebo
jakkoli naznaCovat, ze takovym opravnénim
disponuje. V souladu s oddilem 1.4 je zkousSejici
zamé&stnancem instituce.

9.4 Doba trvani Smlouvy. Nebude-li tato
Smlouva vypovézena diive pisemnou vypovédi jedné
ze Smluvnich stran druhé Smluvni strané dle ¢lanku
8.5 nize, pak bude tato Smlouva ukoncena k
pozdé&jsimu z nasledujicich termini: (i) den, kdy
spole¢nost Kite obdrzi od Instituce a/nebo
Zkousejiciho veskeré vyplnéné formulafe CRF; (ii)
den, kdy Instituce a/nebo Zkousejici vyresi veskeré
nejasnosti ohledné¢ ptfedanych dat a predlozi
zavéretné zpravy EK a spolecnosti Kite dle
podminek této Smlouvy a Protokolu Studie; (iii) den
dokonceni zé&véreénych Cinnosti ve Zkousejici
Institutici  Studie (véetné, nikoli vSak vyluéng,
kone¢né inventury Vyzkumného produktu podepsané
pracovistém a monitorem; vraceni nebo likvidace
laboratornich sad a nevyuzitych zasob; a vydani
oznameni o uzavieni pracovisti); a (iv) den, kdy
spolecnost Kite provede veskeré platby a vyplati
veSkeré nahrady a inkasuje veSkeré vracené castky
dle této Smlouvy.

9.5 Ukonceni Smlouvy. Kterdkoli ze
Smluvnich stran muZze tuto Smlouvu vypovédét
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and will remain in full force and effect following
termination or expiration of this Agreement.

9.7 Entire Agreement; Amendments.
This Agreement, including any attachments
referenced herein and the Protocol constitute the
entire, final, complete and exclusive
understanding of Kite, Investigator and
Institution concerning the Trial. If there is a
conflict between the terms of this Agreement and
the Protocol, the terms of this Agreement will
govern, except for conflicts related to matters of
medicine, science, safety and conduct of the Trial
which will be governed by the terms of the
Protocol. This Agreement and any amendment
hereto may be executed in three counterparts each
of which shall be deemed an original but taken
together shall constitute one and the same
instrument. No changes, amendments or
alterations will be effective unless in writing and
signed by all Parties. No waiver, expressed or
implied, will be a continuing or subsequent
waiver of the particular right or obligation. Any
purported assignment or delegation by Institution
or Investigator of this Agreement or their
obligations under this Agreement will be void
without Kite’s advance written consent. Kite
reserves the right to assign or transfer this
Agreement or any of the rights or obligations
under this Agreement.

Parties have agreed that in the event of
borrowing any equipment for the Study, a
separate loan agreement will be concluded

9.8  Severability. Any provision in this
Agreement determined by proper judicial

authority to be invalid or unenforceable will be
revised by agreement of the Parties to the extent
necessary to avoid the remainder of the
Agreement being invalid or unenforceable.

pisemnou vypoveédi doru¢enou druhé Smluvni strané
se 30denni vypovédni lhitou.

9.6 Pokracovani platnosti a i¢innosti. V
pripadé ukonceni této Smlouvy dle ¢lanku 9.4 nebo v
pfipadé vypovézeni této Smlouvy dle ¢lanku 9.5
zlstavaji v platnosti a ucinnosti prava a povinnosti
vyplyvajici z téchto ¢lankti Smlouvy: Ustanoveni
¢lankt 1.7, 2, 4, 5, 6, 8.1 a 9 zlstavaji v plném
rozsahu v platnosti a ucinnosti po ukonceni nebo
uplynuti doby trvani této Smlouvy.

9.7 Celd Smlouva, zmény a dodatky.
Tato Smlouva, vcetné pfiloh, na néz Smlouva
odkazuje, a vcetné¢ Protokolu, piedstavuje uplnou,
kone¢nou, naprostou a vyhradni dohodu mezi
spolecnosti Kite, Zkousejicim a Instituci ve vztahu ke
Studii. V pfipad¢ jakéhokoli rozporu mezi
ustanovenimi  této Smlouvy a ustanovenimi
Protokolu jsou rozhodujici ustanoveni Smlouvy s
vyjimkou rozpori tykajicich se Iékafskych,
veédeckych ¢i bezpecnostnich zalezitosti a samotného
provadéni Studie, jez se fidi ustanovenimi Protokolu.
Tato Smlouva a veskeré jeji dodatky mohou byt
uzavieny ve tiech vyhotovenich, z nichz se kazdé
vyhotoveni povazuje za original, ale které¢ spolecné
zakladaji jeden a tentyz dokument. Zadné zmény,
doplnéni ¢i tpravy Smlouvy nebudou u€inné, pokud
nebudou uzavieny pisemné a podepsany vSemi
Smluvnimi stranami. Vyslovné ¢i implicitni vzdani
se prav nebo prominuti jakychkoli povinnosti neni
trvalym vzdanim se prav nebo prominutim jakychkoli
naslednych povinnosti. Jakékoli domnélé postoupeni
nebo delegovani této Smlouvy ze strany Instituce
nebo Zkousejiciho nebo postoupeni jejich povinnosti
vyplyvajicich z této Smlouvy na tieti osobu bude
neplatné bez predchoziho pisemného souhlasu
spolecnosti Kite. Spolecnost Kite si vyhrazuje pravo
postoupit nebo pievést tuto Smlouvu nebo kterdkoli
ze svych prav a povinnosti z této Smlouvy
vyplyvajicich.

Smluvni strany se dohodly, ze v pfipadé vypujceni
jakéhokoli wvybaveni ke Studii bude wuzaviena
separatni smlouva o vyptjcce.

9.8  Oddélitelnost. Jakékoli ustanoveni
této Smlouvy, které shleda ptislusny soud neplatnym
nebo nevymahatelnym, bude upraveno dohodou
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Smluvnich stran v rozsahu nutném k zabranéni
neplatnosti nebo nevymahatelnosti zbyvajicich casti
Smlouvy.

Notice. Any notice or consent required to
be given under this Agreement must be in writing
and sent to the other Parties either: (i) via a
nationally recognized delivery service; or (ii) by
confirmed facsimile transmission or PDF
document via email which will be deemed
delivered at the beginning of the next regular
business day following successful transmission.
Notices will include reference to the Trial Protocol
number and be forwarded to the following:

Oznameni. VSechna ozndmeni nebo
souhlasy vyzadované dle této Smlouvy musi byt
uéinény pisemné¢ a zaslany druhé Smluvni strané
bud: (i) celostatn¢ uznavanou dorucovaci sluzbou;
nebo (ii) faxem s potvrzenim o uskute¢néném
prenosu nebo e-mailem ve formatu PDF, pficemz v
takovém pfipadé¢ bude oznadmeni povazovano za
dorucené na zacatku nasledujiciho obvyklého
pracovniho dne po uspé$ném pienosu. Oznameni
musi obsahovat Cislo Protokolu Studie a musi byt
odeslana na nésledujici adresy:

If to Institution:

Attention:

Centrum klinickych studii
17. listopadu 1790/5

708 52 Ostrava - Poruba
Ceska republika

Tel. (for courier use): _

If to Investigator:

vention: I
-

If to Kite:

Kite Pharma, Inc.

2400 Broadway

Santa Monica, California 90404
Attention: Corporate Counsel

Email: [

And in copy to:

Gilead Sciences, Inc.
333 Lakeside Drive

Oznamenti urcena Instituci:

K rukdm:

Centrum klinickych studii
17. listopadu 1790/5

708 52 Ostrava - Poruba
Ceska republika

Tel. (pro kuryrni sluzby): _

Oznameni uréena Zkousejicimu:

K ok I
i

Oznameni urcena spole¢nosti Kite:

Kite Pharma, Inc.

2400 Broadway

Santa Monica, California 90404
K rukam: Corporate Counsel

-
S kopii na:

Gilead Sciences, Inc.
333 Lakeside Drive
Foster City, California 94404
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Foster City, California 94404 Attention: Corporate Legal Affairs
Attention: Corporate Legal Affairs Tel (for courier use): _

Tel (for courier use): _ Facsimile: _
Facsimilc: I .
el I

9.9 Force Majeure. If any Party’s performance 9.9 Vys$si moc. Pokud plnéni této
of this Agreement is prevented, restricted or | Smlouvy né€kterou ze Smluvnich stran bude
delayed (either totally or in part) for reasons | znemoznéno, omezeno nebo zdrzeno (zcela nebo
beyond the affected Party’s reasonable control and | z¢asti) z diivodt mimo pfiméfenou kontrolu piislusné
is not due to the action or inaction of such Party, the | Smluvni strany a nebude spocivat v jednani c¢i
affected Party will, upon giving notice to the other | neCinnosti této Smluvni strany, pak bude dotcena
Parties, be excused from such performance to the | Smluvni strana po zaslani oznameni této skute¢nosti
extent of such prevention, restriction or delay; | druhé Smluvni strané zprosSténa plnéni v rozsahu
provided, that, the affected Party will use | takové piekazky, omezeni nebo prodleni; to za
commercially reasonable efforts to avoid or remove | pfedpokladu, Ze dotéend Smluvni strana vynalozi
such causes of non-performance and will continue | pfiméfené usili k zamezeni nebo odstranéni pficin
its performance whenever such causes are | svého neplnéni Smlouvy a ze své plnéni obnovi ihned

removed. po odstranéni nebo zaniku téchto pficin.
9.10 Governing Law. This Agreement
shall be governed by the laws of Czech Republic, 9.10 Rozhodné pravo. Tato Smlouva se

without regard to any choice-of-law principles. The | dj pravnim fadem Ceské republiky bez ohledu na
Parties acknowledge and agree that the discussion jakékoli zasady volby prava. Smluvni strany berou na
and resolution of any disputes that will not be | ygdomi a souhlasi, ze projednani a rozhodovani
settled in good faith will be resolved with the piipadnych spori, které nebudou vyfeeny smirem,
assistanpe of the competent court in Czech | hyde teseno s pomoci prislusného soudu Ceské
Republic. republiky.

This Agreement is executed in Czech and English | Tato smlouva je sepsana v Ceském a anglickém
language. In case of discrepancies of the language | jazyce. V pripadé rozporu obou jazykovych verzi je
versions, Czech language shall prevail. rozhodujici Geské znéni smlouvy.
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IN WITNESS WHEREOF, the Parties have
entered into this Agreement as of the Effective
Date by their duly authorized representatives.
Under a Special Power of Attorney, Kite has
appointed and authorized Syneos Health LLC, to
execute this Agreement in the name and on behalf
of Kite, thus binding Kite to the duties and
obligations set out in this Agreement.

NA DUKAZ TOHO, Smluvni strany uzaviely tuto
Smlouvu ke dni G¢innosti, prostfednictvim svych
zplnomocnénych zastupcii. Na zakladé Plné moci,
spolecnost Kite jmenovala a autorizovala
spole¢nost Syneos Health LLC k uzavfeni této
Smlouvy, aby timto zavazala jmenovité spole¢nost
Kite k povinnostem a zavazkiim obsazenym v této
Smlouve.

INSTITUTION / INSTITUCE

By / Podpis:

- I

Title / Funkce: Deputy Director for Science,
Research and Teaching / naméstek feditele pro
védu, vyzkum a vyuku

INVESTIGATOR / ZKOUSEJICi

By / Podpis:

Name / méno:

Title / Funkce: Head of the Department of
Hemato-Oncology / piednosta Kliniky
hematoonkologie

SYNEOS HEALTH LLC in the name and on
behalf of / jménem spolecnosti KITE
PHARMA, INC.

By / Podpis:
Name / Jméno:
Title / Funkce:
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EXHIBIT A

PRILOHA A

BUDGET AND PAYMENT SCHEDULE

ROZPOCET A ROZPIS PLATEB
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substantiating documentation and receipts,
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ATTACHMENT B PRILOHA B

Standard Contractual Clauses Standardni smluvni dolozky

MODUL 4: Processor to Controller / PFedani od Zpracovatele Spravci

SECTION I ODDIL I

Clause 1 DoloZka 1
Purpose and scope Ucel a oblast piisobnosti

a) The purpose of these standard contractual a) Utelem téchto standardnich smluvnich

b)

clauses is to ensure compliance with the

dolozek je zajistit dodrzovani pozadavk

requirements of Regulation (EU) uvedenych  vnafizeni  Evropského
2016/679 of the European Parliament and parlamentu a Rady (EU) 2016/679 ze dne
of the Council of 27 April 2016 on the 27.dubna 2016 o ochrané fyzickych
protection of natural persons with regard osob v souvislosti se zpracovanim

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.

The parties (as named in Annex I of this

Attachment C):

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

b)

osobnich 1daji aovolném pohybu
téchto udaji (obecné nafizeni o ochrané
udaji)1, pokud jde o predavani osobnich
udajii do tfeti zemé.

Strany (jak jsou uvedeny v Piiloze 1

Standardnich smluvnich dolozek):

fyzicka nebo pravnickd osoba ¢i
osoby, organ ¢i organy vefejné moci,
agentura C¢i agentury nebo jiny
subjekt ¢i jiné subjekty (dale jen
,subjekt €1 ,,subjekty*) predavajici

‘data exporter’), and osobni tudaje, uvedené v pfiloze
I ¢asti A (dale jen ,,vyvozce tdaji‘),

a

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, 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 be the case where the controller and processor rely on the standard contractual clauses included in
Decision 2021/915. / Pokud je vyvozcem idaju zpracovatel, na néjz se vztahuje natizeni (EU) 2016/679 a ktery jedna jménem orgénu nebo subjektu
Unie jako spravce, spolé¢hani se na tyto dolozky pii zapojeni jiného zpracovatele (dil¢i zpracovani), na kterého se nafizeni (EU) 2016/679
nevztahuje, rovnéz zajistuje soulad s ¢l. 29 odst. 4 nafizeni Evropského parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna 2018 o ochrané
fyzickych osob v souvislosti se zpracovanim osobnich udaji organy, institucemi a jinymi subjekty Unie, a o volném pohybu téchto tidajti a o zruseni
natizeni (ES) ¢. 45/2001 a rozhodnuti 1247/2002/ES (Ut. vést. L 295 ze dne 21.11.2018, s. 39), v rozsahu, v némz jsou tyto dolozky a povinnosti
tykajici se ochrany idaji stanovené ve smlouvé nebo jiném pravnim aktu mezi spravcem a zpracovatelem podle ¢l. 29 odst. 3 nafizeni (EU)
2018/1725 sladény. To bude zejména ptipad, kdy se spravce a zpracovatel spoléhaji na standardni smluvni dolozky obsazené v rozhodnuti 2021/915.
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ii.

d)

a)

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

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

These Clauses apply with respect to the
transfer of personal data as specified in
Annex 1.B.

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

Clause 2

Effect and invariability of the Clauses

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

d)

a)

subjekt ¢i subjekty ve tfeti zemi,
pfijimajici pfimo nebo nepiimo
prostiednictvim jiného subjektu, jenz
je rovnéz stranou téchto dolozek,
osobni tudaje od vyvozce udaju,
uvedené v priloze I ¢asti A (dale jen
,dovozce udaju®),
se dohodly na téchto standardnich
smluvnich  dolozkdch  (ddle jen
,»dolozky*).
Tyto dolozky se pouziji s ohledem na
pfedavani osobnich udaji podle piilohy
I ¢asti B.
Dodatek k témto dolozkdm obsahujici
ptilohy, na néz se v téchto dolozkach
odkazuje, tvofi nedilnou soucést téchto
dolozek.

Dolozka 2

Uc¢inek a neménnost doloZek

Tyto dolozky stanovi vhodné zaruky,
véetné¢ vymahatelnych prav subjektu
udajii aucinné pravni ochrany, podle
€l. 46 odst. 1 acl. 46 odst.2 pism. c)
nafizeni (EU) 2016/679 a s ohledem na
predavani udajii od spravcu
zpracovatelim a/nebo od zpracovatell
zpracovateliim, standardni  smluvni
dolozky podle ¢l.28 odst. 7 natfizeni
(EU) 2016/679, pokud nebudou
zménény, s vyjimkou vybéru vhodného
modulu (vhodnych modull) nebo za
ucelem pfidini nebo  aktualizace
informaci v dodatku. To smluvnim
stranam (jak jsou uvedeny v Pfiloze 1
Standardnich ~ smluvnich  dolozek)
nebrani v tom, aby zahrnuly standardni
smluvni dolozky stanovené v téchto
dolozkach do Sir§i smlouvy a/nebo
pfidaly dal§i dolozky nebo dodate¢né
zaruky, pokud nebudou pifimo nebo
nepiimo v rozporu s témito dolozkami



b)

fundamental rights or freedoms of data
subjects.

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

Clause 3

Third-party beneficiaries

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

1.  Clause 1, Clause 2, Clause 3, Clause
6, Clause 7;

it.  Module Four: Clause 8.1 (b) and
Clause 8.3(b);

iii.  N/A

iv. N/A

v.  Clause 13;

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

vii.  Clause 16(e);

viii.  Module Four: Clause 18.

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

Clause 4
Interpretation

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

c) These Clauses shall not be interpreted in

a way that conflicts with rights and
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b)

nebo nebudou dotéena zakladni préva
nebo svobody subjektii udaju.

Témito dolozkami nejsou doteny
povinnosti, které se vztahuji na vyvozce
udajii na zaklad¢ natizeni (EU) 2016/679.

DoloZka 3

Opravnéné tieti strany

a)

11.

1ii.
1v.
v.
V1.
Vil.
Viil.

b)

Subjekty tdaji se mohou jako opravnéné
tieti strany ve vztahu k vyvozci a/nebo
dovozci udaju dovolavat téchto dolozek
avymahat je, ato s nasledujicimi
vyjimkami:

dolozka 1, dolozka 2, doloZzka 3,

dolozka 6, dolozka 7;

modul 4: dolozka 8.1 pism. b)

a dolozka 8.3 pism. b);

N/A

N/A

dolozka 13;

dolozka 15.1 pism. ¢), d) a e);

dolozka 16 pism. e);

modul 4: dolozka 18.
Pismenem a) nejsou dotena prava
subjektd udaji podle natfizeni (EU)
2016/679.

DoloZka 4

Vyklad

a)

b)

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

Tyto dolozky je tieba cCist a vykladat
s ohledem na ustanoveni nafizeni (EU)
2016/679.

Tyto dolozky nebudou
zadnym zpasobem, ktery

vykladany
by byl



obligations provided for in Regulation
(EU) 2016/679.

Clause 5
Hierarchy

In the event of a contradiction between these
Clauses and the provisions of related agreements
between the parties (as named in Annex I of this
Attachment C), existing at the time these Clauses
are agreed or entered into thereafter, these
Clauses shall prevail.

Clause 6
Description of the transfer(s)

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

Clause 7 - Optional
N/A

SECTION II - OBLIGATIONS OF THE
PARTIES (as named in Annex I of this
Attachment C)

Clause 8
Data protection safeguards

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

8.1 Instructions
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V rozporu S pravy a povinnostmi
stanovenymi v natizeni (EU) 2016/679.

Dolozka 5
Hierarchie

V ptipadé¢ rozporu mezi témito dolozkami
a ustanovenimi  souvisejicich dohod mezi
stranami (jak jsou wuvedeny v Pfiloze 1
Standardnich  smluvnich  dolozek), které
existovaly v dob¢ sjednani téchto dolozek, nebo
které byly uzavieny az po jejich sjednani, maji
tyto dolozky ptednost.

DoloZka 6
Popis predavani

Podrobnosti tykajici se pfeddvani, zejména
kategorie osobnich udajui, které jsou predavany,
a ucel nebo ucely, pro které jsou predavany, jsou
uvedeny v priloze I ¢asti B.

Dolozka 7 - Volitelna
N/A

ODDIL II - POVINNOSTI STRAN (jak jsou
uvedeny v Pfiloze 1 Standardnich smluvnich
dolozek)

Dolozka 8

Zaruky ochrany udaji

Vyvozce udaji zarucCuje, zZe vynalozil pfimérené
usili, aby mohl stanovit, zda je dovozce udaji
schopen — zavedenim vhodnych technickych

a organizacnich opatfeni — plnit své povinnosti
podle téchto dolozek.

8.1. Pokyny



b)

d)

a)

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

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.

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.

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

8.2 Security of processing

The parties (as named in Annex I of this
Attachment C) shall implement
appropriate technical and organizational
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, unauthorized
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
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b)

d)

a)

Vyvozce udajii zpracovava osobni udaje
pouze na zakladé dolozenych pokynti od
dovozce udajl, ktery jednd jako jeho
spravce.

Vyvozce udaji neprodlené informuje
dovozce udaji, pokud neni schopen tyto
pokyny dodrzovat, véetné piipadt, kdy
tyto pokyny porusuji nafizeni (EU)
2016/679 nebo jiné pravni predpisy Unie
nebo Clenského statu v oblasti ochrany
udaju.

Dovozce udaji se zdrzi pfijimani
jakychkoli opatfeni, ktera by vyvozci
udaji branila v plnéni jeho povinnosti
podle natizeni (EU) 2016/679, mimo jiné
v kontextu dil¢tho zpracovéni, nebo

pokud se jedna o spolupraci
s ptisluSnymi dozorovymi turady.
Po skonceni poskytovani

zpracovatelskych sluzeb vyvozce udaji
vsouladu svolbou dovozce tudaji
vymaze  vSechny  osobni  udaje
zpracovavané jménem dovozce udajl
a potvrdi dovozci udaji, Ze tak ucinil,
nebo dovozci udaji vrati vSechny osobni
udaje  zpracovavané jeho jménem
a vymaze vSechny existujici kopie.

8.2. Zabezpeceni zpracovani

Strany (jak jsou uvedeny v Piiloze 1
Standardnich ~ smluvnich  dolozek)
zavedou vhodna technické a organizacni
opatieni k zajisténi zabezpecCeni Udaju,
a to 1 béhem predavani, a zajisti ochranu
pred porusenim zabezpeceni vedoucim
k ndhodnému  nebo  protipravnimu
zniceni, ztraté, zmén¢, neopravnénému
poskytnuti nebo zpfistupnéni (dale jen
,poruseni zabezpeceni osobnich udaja*).
Pfi  posuzovani  vhodné  Urovné
zabezpeceni strany nalezit¢ zohledni
aktudlni stav techniky, naklady na



b)

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
pseudonymization, including during
transmission, where the purpose of
processing can be fulfilled in that
manner.

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

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

8.3 Documentation and compliance

a)

b)

The parties (as named in Annex I of this
Attachment C) shall be able to
demonstrate compliance with these
Clauses.

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.

Clause 9

N/A

b)

provedeni, povahu osobnich udaji2,
povahu, rozsah, kontext aucel nebo
ucely zpracovani arizika pro subjekty
udajil spojena se zpracovanim, a zejména
zZvazi pouziti Sifrovani nebo
pseudonymizace, a to i béhem predavani,
pokud Ize timto zplsobem splnit ucel
zpracovani.

Vyvozce dajii poméaha dovozci udaji pti
zajistovani odpovidajiciho zabezpeceni
udaji vsouladu spismenem a).
V ptipadé poruseni zabezpeceni
osobnich udaju tykajiciho se osobnich
udaji zpracovavanych vyvozcem tudaji
podle téchto dolozek vyvozce tdaji poda
hlaSeni dovozci udaji bez zbyte¢ného
odkladu poté, co se oném dozvédeél,
adovozci udaji bude pii feSeni
uvedeného poruSeni napomocen.
Vyvozce udajii zajisti, aby se osoby
opravnéné zpracovavat osobni udaje
zavazaly k mlCenlivosti, nebo aby se na
né¢ vztahovala zakonnd povinnost
mlcenlivosti.

8.3. Dokumentace a plnéni povinnosti

a)

b)

Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek) musi
byt schopny prokazat dodrZzovani téchto
dolozek.

Vyvozce udaju poskytne dovozci tdaji
veSkeré informace pottebné k dolozeni
toho, ze byly splnény povinnosti
stanovené v téchto dolozkach, umozni
provedeni auditi a bude k nim pfispivat.

Dolozka 9

N/A

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. / To vyzaduje anonymizaci udaji
takovym zpuisobem, aby jiz nikdo nemohl byt nikym identifikovatelny, v souladu s 26. bodem odiivodnéni nafizeni (EU) 2016/679, a aby byl tento
proces nevratny.
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Clause 10
Data subject rights

The parties (as named in Annex [ of this
Attachment C) shall assist each other in
responding to enquiries and requests made by
data subjects under the local law applicable to the
data importer or, for data processing by the data
exporter in the EU, under Regulation (EU)
2016/679.

Clause 11
Redress

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

Clause 12
Liability

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) 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
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DoloZka 10
Prava subjekta adaji

Strany (jak jsou wuvedeny v Piiloze 1
Standardnich smluvnich dolozek) si vzdjemné
pomahaji pfi odpovidani na dotazy a zadosti
subjektl  0daji  podle mistniho préva
pouzitelného na dovozce udajii nebo v ptipadé
zpracovani udajii dovozcem udaji v EU podle
natizeni (EU) 2016/679.

DoloZka 11
Naprava

a) Dovozce udaji transparentné a ve snadno
pristupném formatu informuje subjekty
udajii  prostfednictvim individualniho
oznameni nebo na svych internetovych
strankach o kontaktnim misté
opravnéném vyfizovat stiznosti. Takové
misto  neprodlené¢  vyfidi  jakékoli
stiznosti, které od subjektu tdajl ptijme.

DoloZka 12
Odpovédnost
a) Kazdd strana je  vac¢i  druhé
stran¢/ostatnim strandm odpovédna za
jakoukoli ~ ujmu,  kterou  druhé

stran¢/ostatnim  strandm pii poruseni
téchto dolozek zplsobi.

b) Kazda strana je odpovédna vici subjektu
udaji asubjekt tdaji ma narok na
nahradu jakékoli hmotné nebo nehmotné
ujmy, kterou strana zpisobi subjektu
udaji  porusenim prav nalezejicich
opravnéné treti stran€ na zaklad¢ téchto
dolozek. Tim neni dotéena odpovédnost
vyvozce Udaji podle natfizeni (EU)
2016/679.



data exporter under Regulation (EU)
2016/679.

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

d) The parties (as named in Annex I of this
Attachment C) 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) The data importer may not invoke the
conduct of a processor or sub-processor
to avoid its own liability.

Clause 13
N/A

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

Clause 14

Local laws and practices affecting compliance
with the Clauses

a) The parties (as named in Annex I of this
Attachment C) 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 authorizing
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¢) Pokud je za jmu zpasobenou subjektu
udajii v disledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou
spolecnou a nerozdilnou odpovédnost
vSechny odpovédné strany (jak jsou
uvedeny v Priloze 1 Standardnich
smluvnich dolozek) a subjekt udaji je
opravnén proti kterékoli ztéchto stran
podat zalobu u soudu.

d) Smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek) 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 ndhrady Gjmy
odpovidajici jeji odpovédnosti za Gjmu.

e) Dovozce udaji se nemlze dovolavat

jednani  zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

DoloZka 13

N/A

ODDIL III — MISTNi PRAVNI PREDPISY
A POVINNOSTI V PRIiPADE PRISTUPU
ORGANU VEREJNE MOCI

DoloZka 14

Mistni pravni predpisy a postupy majici
dopad na dodrZovani doloZek

a) Strany (jak jsou uvedeny v Piiloze 1
Standardnich ~ smluvnich  doloZek)
zarucuji, ze nemaji divod se domnivat,
ze pravni piedpisy a postupy ve tfeti zemi
urCeni, které se vztahuji na zpracovani
osobnich udaji dovozcem udajii, véetné
jakychkoli pozadavkli na zpfistupnéni
osobnich tdajl nebo opatteni, kterymi se



access by public authorities, prevent the povoluje pfistup organlim vetejné moci,

data importer from fulfilling its brani dovozci udaji pfi plnéni svych
obligations under these Clauses. This is povinnosti podle téchto dolozek. To je
based on the understanding that laws and zalozeno na predpokladu, ze pravni
practices that respect the essence of the predpisy apostupy, které respektuji
fundamental rights and freedoms and do podstatu  zakladnich prav a svobod
not exceed what is necessary and a nepfekracuji to, co je v demokratické
proportionate in a democratic society to spole¢nosti nezbytné a pfiméiené
safeguard one of the objectives listed in k zajisténi jednoho zcili uvedenych

Article 23(1) of Regulation (EU) v ¢l. 23 odst. 1 nafizeni (EU) 2016/679,

2016/679, are not in contradiction with nejsou v rozporu s témito dolozkami.

these Clauses.

b) The parties (as named in Annex I of this b) Smluvni strany (jak jsou uvedeny v
Attachment C) declare that in providing Ptiloze 1 Standardnich smluvnich
the warranty in paragraph (a), they have dolozek) prohlasuji, ze pii poskytovani
taken due account in particular of the zaruky uvedené v pismenu a) nalezité
following elements: zohlednily zejména nasledujici prvky:

i. the specific circumstances of the 1. konkrétni okolnosti pfedani, vcetné
transfer, including the length of the délky zpracovatelského fetézce, poctu
processing chain, the number of zapojenych  subjektli  a pouZzitych
actors involved, and the transmission kanalt pro pfenos udajii, zamyslené
channels used; intended onward dalsi predani, druh pfijemce, ucely
transfers; the type of recipient; the zpracovani, kategorie a format
purpose of processing; the categories predavanych osobnich udaji,
and format of the transferred personal hospodéiské odvétvi, vnémz se
data; the economic sector in which the predavani uskutecnuje, misto, kde se
transfer occurs; the storage location of predané udaje uchovavaji;
the data transferred;

ii. the laws and practices of the third il. pravni ptfedpisy a postupy treti zemé
country of destination— including urceni — vcetné téch, které vyzaduji
those requiring the disclosure of data zpfistupnéni udaji orgdniim vefejné
to public authorities or authorizing moci nebo povoluji pfistup téchto
access by such authorities — relevant organi — relevantni s ohledem na
in light of the specific circumstances konkrétni okolnosti ptedani, jakoz

1 pouzitelnd omezeni a zaruky3;

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 timeframe. 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. / Pokud jde o dopad takovych pravnich piedpist a postupt na dodrzovani téchto
dolozek, za soucast celkového posouzeni lze povazovat rizné prvky. Mezi tyto prvky mohou patiit relevantni a zdokumentované praktické
zkuSenosti s pfedchozimi ptipady zadosti o zpfistupnéni od organti vefejné moci nebo neexistence takovych zadosti, které¢ pokryvaji dostatecné
reprezentativni ¢asovy ramec. Tyka se to zejména internich zaznamu nebo jiné dokumentace, vypracovavané prubézné v souladu s nalezitou péci
a certifikované na urovni vrcholového vedeni, za predpokladu, Ze tyto informace lze v souladu s pravnimi predpisy sdilet se tietimi stranami. Pokud
se na zaklad¢ této praktické zkusenosti dospéje k zavéru, ze dovozci tidaji nebude branéno v dodrzovani téchto dolozek, je tieba to podpofit dalsimi
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c)

d)

of the transfer, and the applicable
limitations and safeguards (*);

iii. any relevant contractual, technical or

organizational safeguards put in place
to supplement the safeguards under
these Clauses, including measures
applied during transmission and to the
processing of the personal data in the
country of destination.
The data importer warrants that, in
carrying out the assessment under
paragraph (b), it has made its best efforts
to provide the data exporter with relevant
information and agrees that it will
continue to cooperate with the data
exporter in ensuring compliance with
these Clauses.
The parties (as named in Annex I of this
Attachment C) agree to document the
assessment under paragraph (b) and
make it available to the competent
supervisory authority on request.
The data importer agrees to notify the
data exporter promptly if, after having
agreed to these Clauses and for the
duration of the contract, it has reason to
believe that it is or has become subject to
laws or practices not in line with the
requirements under paragraph (a),
including following a change in the laws
of the third country or a measure (such as
a disclosure request) indicating an
application of such laws in practice that
is not in line with the requirements in

paragraph (a).

Following a notification pursuant to
paragraph (e), or if the data exporter
otherwise has reason to believe that the
data importer can no longer fulfil its
obligations under these Clauses, the data
exporter shall  promptly identify

c)

d)

1ii. veSkeré prislusné smluvni, technické
nebo organiza¢ni zaruky zavedené za
ucelem doplnéni zaruk podle téchto
dolozek, vcetné opatteni
uplatiiovanych béhem predéani
a zpracovani osobnich udaji v zemi
urceni.
Dovozce udajt zarucuje, Ze pti provadéni
posouzeni podle pismene b) vynalozil
maximalni Usili, aby poskytl vyvozci
udajii relevantni informace, a souhlasi
s tim, Ze bude pfi zajistovani dodrzovani
téchto dolozek svyvozcem 1udaji
1 nadéle spolupracovat.

Strany (jak jsou uvedeny v Piiloze 1
Standardnich ~ smluvnich  dolozek)
souhlasi, Ze posouzeni podle pismene b)
zdokumentuji ana pozadani zpfistupni
prislusnému dozorovému utradu.
Dovozce udaji souhlasi stim, ze
neprodlen¢ uvédomi vyvozce udaji,
pokud mé po vyjadieni souhlasu s témito
ustanovenimi a po dobu trvani smlouvy
diivod 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 ipo
zméné v pravnich predpisech tieti zemé
nebo opatfeni (jako je naptiklad zadost
o poskytnuti udajt), jez svédci o tom, ze
uplatiiovani téchto pravnich piedpist
vpraxi neni vsouladu s pozadavky
uvedenymi v pismeni a).

Po oznameni podle pismene e), nebo
pokud ma vyvozce udaju jinak divod se
domnivat, Ze dovozce dajl jiz nemlze
plnit své povinnosti na zakladé téchto
dolozek, vyvozce udajii neprodlené urci
vhodné opatfeni (napf. technickd nebo

relevantnimi, objektivnimi prvky a je na smluvnich stranach, aby peclive zvazily, zda tyto prvky maji spole¢né dostate¢nou vahu na podporu tohoto
zaveéru, 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 napfiklad judikatura a zpravy nezavislych organti dohledu, a nejsou s nimi v rozporu.
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appropriate measures (e.g., technical or
organizational measures to ensure
security and confidentiality) to be
adopted by the data exporter and/or data
importer to address the situation. The
data exporter shall suspend the data
transfer if it considers that no appropriate
safeguards for such transfer can be
ensured, or if instructed by the competent
supervisory authority to do so. In this
case, the data exporter shall be entitled to
terminate the contract, insofar as it
concerns the processing of personal data
under these Clauses. If the contract
involves more than two parties (as named
in Annex I of this Attachment C), the data
exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
named in Annex I of this Attachment C)
have agreed otherwise. Where the
contract is terminated pursuant to this
Clause, Clause 16(d) and (e) shall apply.

Clause 15

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

15.1 Notification

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:

1. 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

_ Page o

organizaéni opatieni k zajisténi
bezpe¢nosti a divérnosti), kterd ma
piijmout vyvozce udaji a/nebo dovozce
udajii k feSeni situace. Vyvozce udaji
pozastavi predavani udaji, pokud se
domniva, ze pro toto piedavani nemohou
byt zajistény zadné vhodné zaruky, nebo
pokud mu da pokyn pfislusny dozorovy
urad. V tomto pfipadé je vyvozce Udaju
opravnén vypoveédet smlouvu, pokud jde
o zpracovani osobnich udajti podle téchto
doloZek. Jestlize smlouva zahrnuje vice
nez dveé smluvni strany (jak jsou uvedeny
v Pfiloze 1 Standardnich smluvnich
dolozek), mize vyvozce udajl toto pravo
na vypovézeni uplatnit pouze ve vztahu
k ptislusné strané, pokud se strany (jak
jsou uvedeny v Piiloze 1 Standardnich
smluvnich dolozek) nedohodly jinak.
Jestlize je smlouva vypovézena podle
této dolozky, pouzije se dolozka 16 pism.
d)ae).

DoloZka 15

Povinnost dovozce tudaji v pripadé pristupu
organi verejné moci

15.1. Oznameni

a) Dovozce 1udaji souhlasi stim, ze
neprodlen¢ uvédomi vyvozce udaji, a je-
li to mozné, subjekt udaji (v ptipadé
potfeby s pomoci vyvozce udaji), pokud:
i. na zdkladé pravnich pfedpisi zemé

uréeni obdrzi pravné zdvaznou zadost
od organu vefejné moci, vcetné
soudnich  organli, o zpfistupnéni
osobnich 1daji predanych podle
téchto dolozek; takové oznameni
obsahuje informace o pozadovanych
osobnich udajich, dozadujicim organu,
pravnim zakladu Zadosti a poskytnuté
odpovédi, nebo



for the request and the response
provided; or

ii. becomes aware of any direct access by
public authorities to personal data
transferred pursuant to these Clauses
in accordance with the laws of the

ii. se dozvi o jakémkoli pfimém ptistupu
organli vefejné moci k osobnim
udajim predavanym podle téchto
dolozek v souladu s pravnimi piedpisy

country of  destination;  such zem¢ urceni; takové ozndmeni

notification  shall  include all obsahuje vSechny informace dostupné
information available to the importer. dovozci.

b) If the data importer is prohibited from b) Pokud je podle pravnich predpist zemé

notifying the data exporter and/or the ur¢eni  dovozci  udaji zakazano

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

informovat vyvozce udajii a/nebo subjekt
udajii, souhlasi dovozce udaji s tim, Ze
za ucelem co nejrychlejsiho sdéleni co
nejvetsitho mnozstvi informaci vynalozi
maximalni usili, aby od tohoto zakazu
bylo upusténo. Dovozce tdaji souhlasi,
ze zdokumentuje své maximalni uUsili,
aby je mohl na zadost vyvozce udaji
prokazat.

¢) Where permissible under the laws of the c¢) Je-lito povoleno pravnimi piedpisy zemé
country of destination, the data importer urceni, dovozce udaji souhlasi, ze bude
agrees to provide the data exporter, at poskytovat vyvozci udaji v pravidelnych
regular intervals for the duration of the intervalech po dobu trvani smlouvy co
contract, with as much relevant nejrelevantnéj$i informace o pfijatych
information as possible on the requests zadostech (zejména informace o poctu
received (in particular, number of zadosti, druhu pozadovanych 1daju,
requests, type of data requested, dozadujicim organu nebo orgénech, zda
requesting authority/ies, whether byly tyto zadosti napadeny a vysledek
requests have been challenged and the takového napadeni atd.).
outcome of such challenges, etc.).

d) The data importer agrees to preserve the d) Dovozce udaji souhlasi s tim, ze po dobu
information pursuant to paragraphs (a) to trvani smlouvy bude informace podle
(c) for the duration of the contract and pismene a) az ¢) uchovavat a na vyzadani
make it available to the competent je poskytne prislusnému dozorovému
supervisory authority on request. ufadu.

e) Paragraphs (a) to (c) are without e) Pismeny a) az c¢) neni dotéena povinnost

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.

dovozce udaju podle dolozky 14 pism. e)
adolozky 16 neprodlené informovat
vyvozce udaji, pokud neni schopen tyto
dolozky dodrzovat.

15.2. Piezkum
udaji

15.2 Review of legality and data minimization zdkonnosti  a minimalizace
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a)

b)

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

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

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

a)

b)

Dovozce udaji souhlasi stim, ze
prezkouma zékonnost zéadosti
o poskytnuti  dajli, zejména  zda

nepiekrocila meze pravomoci udélenych
dozadujicimu organu vefejné moci, a ze
z4dost napadne, pokud po peclivém
posouzeni dojde k zavéru, Ze existuji
opodstatnéné divody se domnivat, Ze
zadost je podle pravnich piedpisi zemé
urCeni,  platnych  zdvazki  podle
mezinarodniho prava a zasad
mezinarodni  zdvofilosti  protipravni.
Dovozce udaji za stejnych podminek
vyuziva moznosti odvolani. Pfi napadeni
zadosti dovozce udaju pfijme piedbézna
opatfeni scilem pozastavit uUCinky
zéadosti, dokud pftislusny soudni orgéan
nerozhodne  ojeji  opodstatnénosti.
Nezptistupni pozadované osobni Udaje,
dokud mu takovd povinnost nebude
stanovena na  zaklad¢  platnych
procesnich pravidel. Témito pozadavky
nejsou dotceny povinnosti dovozce daji
podle dolozky 14 pism. e).

Dovozce udaji souhlast, 7e
zdokumentuje své pravni posouzeni
1 jakékoli napadeni zadosti o poskytnuti
udajii a vrozsahu povoleném pravnimi
predpisy zem¢ urCeni  zpfistupni
dokumentaci vyvozci udaji. Na pozadani
ji  rovnéz  zpiistupni  pfislusnému
dozorovému ufadu.

Dovozce udajii souhlasi s poskytnutim

minimalniho  pfipustného  mnozstvi
informaci pfi odpovédi na Zadost
o zpfistupnéni, ato na  zakladé

piiméfeného vykladu zadosti.

SECTION IV - FINAL PROVISIONS
Clause 16

Non-compliance with the Clauses

termination

ODDIL IV - ZAVERECNA USTANOVENI

DoloZka 16

and NedodrZeni doloZek a vypovézeni
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a)

b)

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

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

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

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

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

In these cases, it shall inform the
competent supervisory authority of such
non-compliance. Where the contract
involves more than two parties (as named
in Annex I of this Attachment C), the
data exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
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a)

b)

Dovozce udaji neprodlené¢ informuje
vyvozce udajl, pokud neni z jakéhokoli
divodu schopen tyto dolozky dodrzet.
Pokud dovozce udaji porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet,
vyvozce Udaji pozastavi predavani
osobnich udaji dovozci udaji, dokud
neni dodrzovani opét zajisténo nebo
smlouva vypovézena. Timto neni
dotcena dolozka 14 pism. f).

Vyvozce udaji je opravnén vypoveédeét
smlouvu v rozsahu, vnémz se jedna
0 zpracovani osobnich tdajt podle téchto
dolozek, pokud:

1. vyvozce Udaji pozastavil
pfedavani osobnich udaji
dovozci udaji podle pism.
b) adodrzovani téchto
dolozek neni v pfimétené
lhité a v kazdém ptipadée
do jednoho mésice od
pozastaveni obnoveno;

ii. dovozce udaji  tyto
dolozky podstatné nebo
trvale poruSuje nebo

iii. dovozce Udaji nedodrzi

zavazné rozhodnuti
prislusného soudu nebo
dozorového uradu

tykajiciho se jeho

povinnosti podle téchto

dolozek.
V takovych ptipadech o nedodrzeni
informuje piislusny dozorovy trad.
Pokud smlouva zahrnuje vice nez dvé
smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek), mize vyvozce udajt toto
pravo na vypovézeni uplatnit pouze ve
vztahu k pfislusné strané, pokud se



named in Annex I of this Attachment C)
have agreed otherwise.

strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek)
nedohodly jinak.

d) Personal data collected by the data d) Osobni Udaje shromazdéné vyvozcem
exporter in the EU that has been udaji v EU, které¢ byly pfedany pted
transferred prior to the termination of the vypovézenim smlouvy podle pismene c),
contract pursuant to paragraph (c) shall musi byt neprodlené¢ vymazany v celém
immediately be deleted in its entirety, rozsahu, véetné veskerych jejich kopii.
including any copy thereof. The data Dovozce udaji potvrdi vyvozci udaja, ze
importer shall certify the deletion of the byly udaje vymazany. Dokud nejsou
data to the data exporter. Until the data is udaje vymazany nebo vraceny, dovozce
deleted or returned, the data importer udajii nadéle zajiStuje soulad s témito
shall continue to ensure compliance with dolozkami. V ptipad¢, ze se na dovozce
these Clauses. In case of local laws udaji vztahuji mistni pravni piedpisy,
applicable to the data importer that které mu zakazuji prfedané osobni udaje
prohibit the return or deletion of the vratit nebo vymazat, dovozce udaji
transferred personal data, the data zaruCuje, ze bude inaddle zajiStovat
importer warrants that it will continue to dodrzovani téchto dolozek a bude udaje
ensure compliance with these Clauses zpracovavat pouze v takovém rozsahu,
and will only process the data to the a tak dlouho, jak to uvedené mistni pravo
extent and for as long as required under vyzaduje.
that local law.

e) Either party may revoke its agreement to f) Kterakoli ze stran miZe odvolat svij
be bound by these Clauses where (i) the souhlas stim, ze bude vazana témito
European Commission adopts a decision dolozkami, pokud i) Evropskd komise
pursuant to Article 45(3) of Regulation pfijme rozhodnuti podle ¢l. 45 odst. 3
(EU) 2016/679 that covers the transfer of natizeni (EU) 2016/679 tykajici se
personal data to which these Clauses pfedavani osobnich Udajl, na které se
apply; or (ii) Regulation (EU) 2016/679 tyto dolozky vztahuji, nebo ii) se nafizeni
becomes part of the legal framework of (EU) 2016/679 stane soucasti pravniho
the country to which the personal data is ramce zemé¢, do které jsou osobni udaje
transferred. This is without prejudice to predavany. Tim nejsou dotéeny dalsi
other obligations applying to the povinnosti vztahujici se na dotéené
processing in question under Regulation zpracovani  podle nafizeni (EU)
(EU) 2016/679. 2016/679.

Clause 17 DoloZka 17

Governing law Rozhodné pravo

Tyto dolozky se fidi pravem zem¢, jez umozituje
uplatiiovat prava nalezejici opravnéné treti
strané. Strany (jak jsou uvedeny v Prtiloze 1
Standardnich smluvnich doloZek) 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 (as named in Annex I of this
Attachment C) agree that this shall be the law
of the Czech Republic.
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Clause 18 DoloZka 18
Choice of forum and jurisdiction Volba soudu a prislusnost

Any dispute arising from these Clauses shall be Veskeré spory vyplyvajici ztéchto dolozek
resolved by the courts of the Czech Republic. budou feseny soudy Ceské republiky.
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ANNEX I of Attachment C Data Privacy
Agreement

A. LIST OF PARTIES

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]

Name: Fakultni nemocnice Ostrava

Address: 17. listopadu 1790/5, 708 00 Ostrava,
Czech Republic

Contact person’s name, position and contact
details: Data protection officer,

Activities relevant to the data transferred under
these Clauses: The data exporter has been
engaged by the data importer to perform the
clinical research program entitled

The processing activities are
further set out in the Clinical Trial Agreement
and/or Statement of Work.

Role (controller/processor): processor; The data
exporter/processor 1s concerned with the conduct
of said clinical research involving diagnosis,
treatment and prevention of Endometrial cancer.
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PRILOHA I Piilohy C — Dohody o zpracovini
osobnich udaju

A. SEZNAM SMLUVNICH STRAN

Vyvozce (vyvozcei) udaju: [Totoznost
a kontaktni  iidaje  vyvozce/vyvozcit  udajii
a v prislusném pripadeé jeho/jejich povérence pro
ochranu osobnich idajit a/nebo zdstupce
v Evropské unii]

Jméno/nazev: Fakultni nemocnice Ostrava

Adresa: 17. listopadu 1790/5, 708 00 Ostrava,
Ceska republika

Jméno, funkce akontaktni tdaje kontaktni
osoby: Povéienec pro ochranu osobnich daj,

Cinnosti relevantni pro predavani tudaji na
zakladé téchto dolozek: Dovozce idaji povéiil
vyvozce  udaji  provedenim  klinického
vyzkumného programu s nazvem

Zpracovatelské
¢innosti jsou dale uvedeny ve smlouvé o
klinickém hodnoceni a/nebo v prohlaseni o praci.

Uloha  (spravce/zpracovatel):  zpracovatel;
Vyvozce/zpracovatel  tdaji  se  zabyva
provadénim uvedeného klinického vyzkumu
zahrnujiciho diagnostiku, 1écbu a prevenci
karcinomu endometria.



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

Name: Gilead Sciences, Inc.,

Address: 333 Lakeside Drive, Foster City,
California, 94404, U.S.A.

Contact person’s name, position and contact
details:

Activities relevant to the data transferred under
these Clauses: The data importer has designed
the clinical research identified hereof, to evaluate
the effectiveness and/or safety of medications,
medical devices, or other treatments in
accordance with the Protocol.

Role (controller/processor): controller

B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data
is transferred

- Study participants (may include pregnant
partner, newborn baby of the study subject,
relatives/family members)

- Healthcare Professionals (may include
investigators, study coordinators, nurses, and
other personnel who are directly engaged in the
clinical research)

- Other study stakeholders (may include
personnel of the data exporter, representatives of
health authorities, patient representatives,
representatives of ethics committees)

Categories of personal data transferred

- Study  participants’ demographic
information (such as subject identification code
assigned by the data importer, initials, date of
birth and/or age, sex at birth, race and ethnicity)

Dovozce nebo dovozci daji: /[Totoznost
a kontaktni udaje dovozce/dovozcui udajii, véetne
Jjakeékoli kontaktni osoby, ktera je odpovédna za
ochranu udajii]

Jméno: Gilead Sciences, Inc.,

Adresa: 333 Lakeside Drive, Foster City,
California, 94404, Spojené staty americké
Jméno, funkce a kontaktni Udaje kontaktni
osoby:

Cinnosti souvisejici s udaji predavanymi podle
téchto dolozek: Dovozce idaji navrhl klinicky
vyzkum uvedeny v tomto dokumentu za ti¢elem
hodnoceni ucinnosti a/nebo bezpecnosti 1€k,
zdravotnickych prostiedkii nebo jiné 1écby v
souladu s protokolem.

Uloha (spravce/zpracovatel): spravce

B. POPIS PREDANI

Kategorie subjektii udaji, jejichz osobni udaje se
predavaji

- Ucastnici studie (mohou zahrnovat tehotnou
partnerku, novorozené dité subjektu studie,
pribuzné/rodinné prislusniky).

- Zdravotnicti pracovnici (mohou zahrnovat
zkousejici, koordindtory studie, zdravotni sestry
a dalsi personal, ktery se primo podili na
klinickém vyzkumu)

- Ostatni zucastnéné strany studie (mohou
zahrnovat pracovniky vyvozce udajii, zdstupce
zdravotnickych organu, zastupce pacienti,
zastupce etickych komisi).

Kategorie ptedavanych osobnich udajt

- demografické udaje ucastniku studie (napriklad
identifikacni kod subjektu prideleny dovozcem
udaju, inicialy, datum narozeni a/nebo vek,
pohlavi pri narozeni, rasa a etnicky piivod).
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- Healthcare Professionals’ educational
and  professional  history,  professional
credentials, institutional and  government
affiliations, and information included on a
resume or curriculum vitae (such as work
experience, education, and languages spoken)

- Other  study
contact Information

stakeholders’ business

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

- The frequency of the transfer is described
in the Protocol, the monitoring plan, and in the
data management plan.

Nature of the processing

The nature of the processing is set out in the
Protocol describing the design, methodology,
statistical considerations and organisation of the
clinical research.

Purpose(s) of the data transfer and further
processing

Performance of clinical research services under
the Clinical Trial Agreement and for the purpose
of mandatory safety monitoring as set out in the
Protocol.

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

Details of the appropriate retention periods are
set out in the Clinical Trial Agreement.

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

N/A

- vzdelani a profesni historie zdravotnickych
pracovniku,  jejich  profesni  povéreni,
institucionalni a vladni afiliace a informace
uvedené v zivotopise nebo zivotopisu (napriklad
pracovni  zkuSenosti, vzdélani a oviddané

Jazyky).

- Obchodni kontaktni udaje ostatnich ucastnikii
studie

Cetnost predavani (napf. zda jsou udaje
predavany jednorazove nebo priubézng).

- Cetnost prenosu je popsana v protokolu, planu
monitorovani a v planu spravy udaju.

Povaha zpracovani

Povaha zpracovani je uvedena v protokolu
popisujicim navrh, metodiku, statisticke vivahy a
organizaci klinického vyzkumu.

Ucel nebo ucely predani udaji a dalsi zpracovani

Provadeni sluzeb klinického vyzkumu podle
smlouvy o klinickém hodnoceni a pro ucely

povinného  sledovani  bezpecnosti, jak je
stanoveno v protokolu.
Doba, po kterou budou osobni udaje

uchovavany, nebo neni-li ji mozné urcit, kritéria
pouzita pro stanoveni této doby

Podrobnosti o prislusnych dobach uchovavani
Jjsou uvedeny v dohode o klinickém hodnoceni.

Pokud jde o ptedavani (dil¢im) zpracovatelim,

rovnéz uvedte predmét, povahu a trvani
zpracovani
N/A
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