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RAMCOVA SMLOUVA O DODAVANI]
PRIPRAVKU PRO AUTOLOGNI
BUNECNOU TERAPII

Tato rdmcova smlouva o dodavani p¥ipravki pro
autologni bunéénou terapii (,,smlouva“) vstupuje
v Gi¢innost dnem posledniho podpisu nize
(,,datum dcinnosti) mezi:

(1) Gilead Sciences s.r.o., se sidlem na adrese
Pujmanové 1753/10a, Nusle, 140 00 Praha 4,
Ceskd republika, ICO: 24268551, zapsanou
v obchodnim rejstiiku  vedeném Méstskym
soudem v Praze, oddil C, vlozka 199103,
zastoupenou MUDr. Pavlem Bfezinou, MBA
(,,Gilead®),

a

(2) Fakultni nemocnice Ostrava, se sidlem na
adrese 17. listopadu 1790/5, Poruba, 708 52
Ostrava - Poruba, Ceskd republika, ICO:
00843989, zfizovaci listina MZ CR ze dne 25.
listopadu 1990, €. j. OP-054-25.11.90,
zastoupenou MUDr. Jifim Havrlantem, MHA,
feditelem (,,Poskytovatel*).

Spoleénost Gilead a Poskytovatel jsou dile
oznacovani samostatné také jako ,smluvni
strana“ a spole¢né jako ,smluvni strany*.

PREAMBULE

(A) Tato smlouva se tykd dodavani a prodeje
ptipravki pro autologni bunéénou terapii,
coZ jsou biologické lé¢ivé prtipravky
obsahujici geneticky modifikované T-
buiiky exprimujici chimérické antigenni
receptory (,,CAR®) cilené proti antigenu
CD19 a vyrobené vidy pro daného
pacienta.

(B) Drzitelem rozhodnuti o registraci (tzn.

povoleni uvadét 1é¢ivy piipravek na trh,

udélené Evropskou komisi) piipravku

(»rozhodnuti o registraci“) je k datu

ucinnosti spole¢nost Kite Pharma EU BV,

se sidlem Tufsteen 1, 2132 NT Hoofddorp,

Nizozemi (,,Kite*).

(C) Spolecnosti Gilead a Kite jsou dcefinymi
spole¢nostmi spolecnosti Gilead Sciences,

Inc.
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FRAMEWORK AUTOLOGOUS CELL
THERAPY PRODUCTS SUPPLY
AGREEMENT

This framework autologous cell therapy products
supply agreement (“Agreement”) is effective as
of the date of last signature below (“Effective
Date”), by and between:

(1) Gilead Sciences s.r.o., with seat at
Pujmanové 1753/10a, Nusle, 140 00 Prague 4,
Czech Republic, Id. No: 24268551, registered
with the Commercial Registry kept with the
Municipal court in Prague, section C, insert no.
199103, represented by MUDr. Pavel Biezina,
MBA (“Gilead”),

and

(2) Fakultni nemocnice Ostrava, with seat at 17.
listopadu 1790/5, Poruba, 708 52 QOstrava - Poruba,
Czech Republic, Id. No: 00843989, founding
document of the Ministry of Health of the Czech
Republic dated November 25, 1990, no. OP-054-
25.11.90, represented by MUDr. Jiti Havrlant,
MHA, director (“Provider”).

Gilead and Provider may each be referred to
herein individually as a “Party,” and collectively
as the “Parties”.

PREAMBLE

This Agreement pertains to the supply and
sale of autologous cell therapy products,
biologic products consisting of engineered
T cells that express chimeric antigen
receptors (“CARs”) designed to target the
antigen CD19, and are manufactured on a
patient-by-patient basis.

(A)

The marketing authorisations (i.e. the
authorisation to market a medicinal
product granted by the European
Commission hereinafter the “Marketing
Authorisation(s)”) are held, as at the
Effective Date, by Kite Pharma EU BV,
with seat at Tufsteen 1, 2132 NT
Hoofddorp, the Netherlands (“Kite™).

®)

Gilead and Kite are affiliates of Gilead
Sciences, Inc.

©
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D)

(E)

(F)

@)

1.2

Poskytovatel je poskytovatelem
zdravotnich sluZeb se specializovanym
centrem pro hematologickda maligni
onemocnéni.

Spoletnost Gilead je pfipravena doddvat
piipravky pro autologni buné¢nou terapii
Poskytovateli a Poskytovatel ma zijem
zakoupit  pFipravky pro  autologni
buné&énou terapii k 1é¢bé& danych pacientli v
souladu s ustanovenimi této smlouvy.

Dodéani piipravku bude uskuteénéno v
souladu s ustanovenimi této smlouvy,
vietné€ stouto smlouvou souvisejici
dohody o zajisténf kvality.

Smlouva je uzavirdna na zakladé vysledku
zadavaciho fizeni ,Dodavky l€ivych
pfipravki YESCARTA a TECARTUS“
(JRBU-04/22), realizovaného  podle
zakona €. 134/2016 Sb., o =zadavéni
vefejnych zakdzek, ve znéni pozdéjsich
ptedpisti, 2. ¢ast VZ pro dodavky 1é€ivého
ptipravku TECARTUS.

ROZSAH

Pokud se strany nedohodnou pisemné
jinak, vztahuje se tato smlouva na prodej
ptipravkil pro autologni bunéénou terapii,
uvadénych na tth a proddvanych
spole¢nosti Gilead Poskytovateli b&hem
doby Géinnosti této Smlouvy a uvedenych
v Pfiloze A této smlouvy (,,pFipravky pro
autologni buné¢nou terapii®) s tim, Ze
jsou vyloudeny jakékoli dalsi obchodni
podminky vydané Poskytovatelem (véetné
viech pfipadnych podminek platnych pro
objednavky nebo podminek vztahujicich
se na dodivky zbozi a potvrzovani

objedndvek nebo jakychkoli dalich
dokumenti nebo podminek, které

vyplyvaji z obvyklych obchodnich postupit
nebo z prib&hu obchodovani).

Popisy, specifikace nebo ilustrace
obsazené v  katalozich, broZurach,

prezentacich nebo dalSich materidlech
spolecnosti Gilead (at’ jiz v online nebo
tisténé podobe) jsou vytvafené za Gdelem
ziskani pfibliZzné pfedstavy o piipravcich.
Takové popisy, specifikace nebo ilustrace
nejsou soucasti této smlouvy a nemaji ani
Zadnou smluvni zavaznost. Dale plati, Ze

Version dated 4. 5. 2022

D)

(E)

(F)

@)

1.2

Provider is a provider of healthcare
services with a specialised treatment
centre for haematological malignant
diseases.

Gilead is willing to supply autologous cell
therapy products and Provider wishes to
purchase autologous cell therapy products
for the purposes of treating specific
patients, in accordance with the provisions
of this Agreement.

Supply will be made in accordance with
the provisions of this Agreement,
including the Quality Agreement related to
this Agreement,

The Agreement is concluded as a result of
a tender “Supply of medicinal products
TECARTUS” (JRbU-04/22), carried out in
accordance with Act No. 134/2016 Coll.,
Public Procurement Act, as amended.

SCOPE

Unless otherwise agreed in writing by the
Parties, this Agreement applies to the sale
by Gilead to Provider of autologous cell
therapy products marketed and sold by
Gilead during the term of this Agreement
as listed in Exhibit A to this Agreement
(“Autologous Cell Therapy
Product(s)”), to the exclusion of all other
terms and conditions issued by Provider
(including, without limitation, any
purchase order terms or terms for the
supply of goods, confirmation of order or
any other document, or which are implied
by trade, custom, practice or course of
dealing).

Any descriptions, specifications or
illustrations  contained in  Gilead’s
catalogues, brochures, presentations or
other materials (whether online or in paper
form) are produced for the sole purpose of
giving an approximate idea of the products
described. They shall not form part of this
Agreement nor have any contractual force.
Further, Gilead’s employees or agents are
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1.3

zaméstnanci nebo zastupci spoleénosti
Gilead nejsou opravnéni pFedkladat
jakakoli tvrzeni tykajici se p¥ipravki pro
autologni bunéénou terapii, pokud tato
tvrzeni nejsou  potvrzena  pisemné
spole¢nosti Gilead. Spole¢nost Gilead
nenese odpovédnost za Z4dné piipadné
rady nebo doporudeni, kterd poskytne
kterykoli z jejich zamé&stnancti nebo
zastupcli v souvislosti se skladovanim
nebo uZivanim pfipravkid pro autologni
buné&Cnou terapii, pokud tyto rady nebo
tato  doporueni nebudou pisemnd
potvrzeny spole€nosti Gilead.

Spoleénost Gilead je opravnéna jakékoli

povinnosti dle této Smlouvy plnit
prostfednictvim teti osoby
(subdodavatele),  vtakovém  piipads

odpovidd za plnéni veSkerfch svych
povinnosti dle této smlouvy a jejich
pfipadné poruseni, jako by jednala sama.

PODMINKY PRODEJE

Bez ohledu na vstup této smlouvy v
platnost a UCinnost dle &lanku 18 neni
spole¢nost Gilead povinna pfijmout
jakékoli objedndvky pfipravki pro
autologni bun€énou terapii, dokud
nebudou splnény vSechny nasledujici
podminky (a, aniZ by tim bylo dotgeno
ustanoveni odstavce 3.3, pokud tyto
podminky nebudou plnény pribézng):

() smluvni strany (nebo, pokud jde o
spole¢nost Gilead, spole¢nost Kite a
Poskytovatel) uzaviely jednu nebo
vice dohod o zajisténi kvality (podle
potieby) vtakové formé&, jakou
poZaduje spoleénost Gilead (,,dohoda
o zajiSténi kvality“) souvisejici
s touto smlouvou,

(b) Poskytovatel uvedl v plné mife do

provozu sluzbu Kite Konnect™
(sluzba provozovana spole¢nosti
Gilead pro zajisténi spoluprice

tykajici se pfipravkil pro autologni
bunéénou terapii s Poskytovatelem),
tzn. Kite Konnect™ byl nainstalovan,
nebo je jinak dostupny k pouZiti

pracovnikiim Poskytovatele a
probéhlo  zafkoleni  pracovniki
Poskytovatele,
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1.3

not authorised to make any claims about
Autologous Cell Therapy Products unless
those claims are confirmed in writing by
Gilead. Gilead will not be liable for any
advice or recommendation that any of its
employees or agents provides about storing
or using Autologous Cell Therapy
Products unless it has been confirmed in
writing by Gilead.

Gilead is entitled to fulfil any of its
obligations under this Agreement via
designated third party (subcontractor), in
such case, it shall be liable for the
performance of all its obligations under
this Agreement and any breach thereof, as
if it had acted himself.

CONDITIONS OF SALE

Notwithstanding the entry into force of this
Agreement in accordance with clause 18,
Gilead shall not be under any obligation to
accept any orders for the Autologous Cell
Therapy Products until each of the
following conditions has been satisfied
(and, without prejudice to clause 3.3,
continues to be satisfied):

(a) the Parties (or, in respect of Gilead,
Kite and Provider) have entered into
one or more quality agreements (as
appropriate) in such form as may be
required by Gilead (the “Quality
Agreement”) related to this
Agreement;

(b) Kite Konnect™ (Gilead’s proprietary
service for interactions with Provider
in respect of Autologous Cell Therapy
Products) has been fully implemented
by Provider, i.e. Kite Konnect™ has
been installed and/or is otherwise
available for use by members of
Provider’s personnel and the
Provider’s personnel was trained in
this respect;
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(©)

@

Aferetické pracovisté Poskytovatele a
jeho zdravotnické zafizeni urené pro
piijem, =zachazeni, skladovani a
podani kazdého pfipravku pro
autologni bunécnou terapii (kazdé
jednotlivé ,pracovisté“ a spolecné
»Pracovisté®), obdrzely od
spoletnosti Gilead (nebo jejiho
zastupce) pisemnou akreditaci v
souladu s poZadavky spolecnosti
Gilead a/nebo spoleénosti Kite,
véetné toho, Ze bylo Usp&iné
provedeno nésledujici: (i) na kazdém
pracovisti spole¢nosti Gilead (nebo
jejim zastupcem) audit systému fizeni
kvality, (ii) koleni v8ech pfislu$nych
pracovnikli  Poskytovatele  pted
schvalenim dodédvek ptipravku pro
autologni bunéénou terapii (vcetné
Skoleni tykajicich se aplikace Kite
Konnect™,  v¥ech  pfislusnych
standardnich  operanich postupil
spolecnosti  Gilead/Kite, které se
tykaji pfipravku pro autologni
bunécnou terapii, souhrnu tdajii o
piipravku (SmPC) a viech pfipadnych
opatfeni k minimalizaci rizik podle
planu fizeni rizik) a (iii) 0spéiné
probéhlo cviéné dodani pfipravki pro
autologni bunécnou terapii
Poskytovateli (ukazka celého procesu
od objednani aZ po podani piipravku
danému pacientovi, ovéfeni
dodavatelského fetézce, shoda
piislusnych  procesnich dat v
systémech Poskytovatele a
spolecnosti Gilead a provéfeni
dohledatelnosti piipravkd pro
autologni buné&nou terapii),

kazdé pracoviité relevantni pro plnéni
této smlouvy ma vSechna potfebna
povoleni a schvaleni, kterda jsou
vyZadovéana pfislusnymi pravnimi
ptedpisy pro skladovéni, naklidéni,
distribuci, vyvoz a podani geneticky
modifikovanych  bunék  (vietné
geneticky modifikovanych
organismtl) a T-lymfocytl (spoleéné
»povoleni“) v souladu s poZadavky
spole¢nosti Gilead.

Pokud by z jakéhokoli divodu nebyly
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©

@

Provider’s apheresis centre(s) and
treatment site(s) for the receipt,
handling, storage and administration
of each Autologous Cell Therapy
Product (each a “Site” and together
the “Sites”) have been qualified in
writing by Gilead (or its designee) in

accordance with Gilead’s and/or
Kite’s written requirements,
including, without limitation,

successful completion of: (i) a quality
audit of each Site by Gilead (or its
designee); (ii) all pre-approval
training for relevant Provider
personnel (including in respect of Kite
Konnect™, all relevant Autologous
Cell Therapy Products related
Gilead/Kite SOPs, the SmPC
(Summary of Product Characteristics)
for each Autologous Cell Therapy
Product and any risk management
plan); and (iii) a successful practice
run of delivering Autologous Cell
Therapy Products to Provider
(showing end-to-end completion of
the ordering and patient supply
process, validating the supply chain,
ensuring Provider and Gilead systems
alignment and  ensuring  full
Autologous Cell Therapy Products
traceability throughout); and

each Site being relevant to the
performance of this Agreement has all
licences, permissions, permits and
regulatory approvals required by
applicable laws and regulations to
lawfully store, use, distribute, export
and administer genetically engineered
cells (including, without limitation,
genetically modified organisms) and
T-Lymphocytes (together defined as
“Licences™) to the satisfaction of
Gilead.

If for any reason the conditions set out in
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2.2

2.3

24

25

podminky vymezené v tomto odstavei 2.1
splnény do 30 dnil od data uéinnosti, je
spolecnost Gilead opravnéna tuto smlouvu
pisemné vypovédét s okamZitou platnosti.

Poskytovatel je povinen skladovat
pfipravky pro autologni bunéénou terapii a
zachdzet s nimi dle podminek
pfedepsanych v této smlouveé, v souladu se
viemi pfislusSnymi pravnimi pfedpisy a
vsouladu s podminkami uvedenymi v
rozhodnuti o registraci nebo s aktualné
platnymi pisemnymi poZadavky
spole¢nosti Gilead, které mu byly pfedany,
véetn€  pozadavkd  tykajicich  se
zmrazovani a zabezpefeni. Poskytovatel
neni opravnén piemistit Zadné pracovisté
relevantni pro plnéni této smlouvy bez
pfedchoziho pisemného souhlasu
spolenosti Gilead (a vzdy za splnéni
podminek uvedenych v 2.1(c) a 2.1(d).

Poskytovatel je povinen vyvinout
maximalni Gsili k zaji5téni toho, Ze o viech
pfipravcich pro autologni buné&nou terapii
zakoupenych na zakladé této smlouvy jsou
vedeny pfislusné ziznamy a jsou
uskladnény v souladu s aktudlnimi
pisemnymi pokyny spoleénosti Gilead,
které mu byly pfedany, a zplisobem, ktery
umoZiiuje snadné a rychlé staZeni
konkrétntho vyrobku (a v uvedeném
rozsahu v souladu s podminkami dohody o
zajisténi kvality).

Poskytovatel odpovidd za to, Z¢ budou
pfijata naleZitd opatfeni k zaji§téni
bezpedného zachdzeni s p¥{pravky pro
autologni bunéénou terapii a jejich
bezpe¢ného pouZivani v souladu se viemi
dostupnymi informacemi o pkipravcich
poskytnutych spole¢nosti Gilead, které se
pripravki tykaji.

Poskytovatel na zaklad& pfedchozi Zadosti
spoleénosti Gilead, v souladu s internimi
postupy  Poskytovatele, = které byly
spole¢nosti  Gilead  Poskytovatelem
piedany, umoZni a je povinen zajistit
spole¢nosti Gilead a Kite pravo na pfistup
do jakychkoliv prostor, kde jsou pfipravky
pro autologni buné¢nou terapii uskladn&ny
(vCetné viech pracovi§t) nebo kde je
uloZena dokumentace (v&etné prostor
tietich stran), a to pro udely, které mizZe
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2.2

2.3

2.4

2.5

this clause 2.1 are not satisfied within 30
days after the Effective Date, Gilead may
terminate this Agreement immediately on
written notice to Provider.

Provider shall store and handle Autologous
Cell Therapy Products in conditions
compatible with Autologous Cell Therapy
Products’ eventual usage, in accordance
with any applicable laws and regulations,
any requirements in the relevant Marketing
Authorisation, or as otherwise notified in
writing by Gilead from time to time,
including refrigeration and security
requirements. Provider shall not change
the location of any Site being relevant to
the performance of this Agreement without
Gilead’s prior written consent (and subject
always to satisfaction of the conditions set
out in clauses 2.1(c) and 2.1(d).

Provider must use best endeavours to
ensure that all Autologous Cell Therapy
Products purchased under this Agreement
are documented, recorded and stored by
Provider in accordance with Gilead’s
reasonable written instructions notified to
the Provider from time to time and in a
manner which enables easy, rapid and
product specific recall (and, to the extent
specified, in accordance with the terms of
the Quality Agreement).

It is Provider’s responsibility to take
adequate precautions to ensure safe
handling and use of the Autologous Cell
Therapy Products in accordance with all
available information concerning the
products supplied by Gilead.

Based on Gilead's prior request and in
accordance with Provider's internal
procedures, that have been provided to
Gilead by the Provider, Provider grants,
and shall procure the grant, to Gilead and
Kite full rights of access to any premises
(including any Site) where Autologous
Cell Therapy Products are stored, or
records are held (including third party
premises), for such purposes as Gilead or
Kite may reasonably require, including
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2.6

2.7

2.8

spolenost Gilead nebo Kite pfiméfeng
pozadovat, vEetné kontroly pfipravki nebo
jakéhokoliv pracovisté, Gilead a Kite jsou
soucasné povinny respektovat zakonné

povinnosti  Poskytovatele, pfedeviim
povinnost mléenlivosti a povinnost
ochrany  osobnich  0dajii, pficemz

Poskytovatel je opravnén omezit pFistup
k dokumentiim tak, aby zamezil porufeni
ochrany osobnich udaju tietich osob nebo
svého obchodniho tajemstvi. Misto a Cas
kontroly bude ureno vzdjemnou dohodou
stran, z4sadn€ v8ak v b&zné pracovni dobg
pfisludného pracovi§té Poskytovatele.
Povetena osoba Poskytovatele bude vzdy
pfitomna pfi provadéni kontroly.

Touto smlouvou nejsou upraveny Zadné
finanéni zavazky, které mohou vzniknout
Poskytovateli, libovolnému lékafi nebo
jinym poskytovatellim zdravotnich sluzeb
(nebo jinym tFetim stranam), ktefi pracuji
pro Poskytovatele nebo s Poskytovatelem,
nebo pacientim ve spojitosti s piipravky
pro autologni buné&nou terapii, jako jsou
naklady tykajici se aferézy (procesu, pii
némz jsou pacientovi odebrany bilé krevni
bufiky, véetné T bunék), a chemoterapie
pfed podanim pfipravku nebo néklady na
1é¢ivé piipravky, které jsou pouZity v
pfipadé nezddoucich G¢inkl souvisejicich
s pfipravkem pro autologni bunéénou
terapii, a spole¢nost Gilead nenese za
takové  naklady Zddnou  finan¢ni
odpovédnost.

Tato smlouva neupravuje platby pacientd,
spoluticasti pacientl, ani Ohrady =z
ndrodniho systému vefejného zdravotniho
pojisténi nebo jiného pojisténi.

S vyjimkou ptipadli, kdy je to povoleno
pfislugnymi pravnimi ptedpisy,
Poskytovatel:

(a) je opravnén podavat pfipravky pro
autologni bunéénou terapii pouze
pacientim v Ceské republice,

(b) je opravnén podat pfipravky pro
autologni bunétnou terapii pouze
pacientliim, pro které byl pFisluSny
piipravek pro autologni bun&tnou
terapii konkrétné vyroben, a
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2.6

2.7

2.8

inspection of products and/or any Site. At
the same time, Gilead and Kite are obliged
to respect the legal obligations of the
Provider, in particular the confidentiality
obligation and the obligation to protect
personal data, while the Provider is entitled
to limit access to documents in order to
prevent the violation of the protection of
personal data of third parties or its trade
secret. The place and time of the inspection
will be determined by mutual agreement of
the Parties, but basically during standard
working hours of the relevant Site of the
Provider. An authorized person of the
Provider will always be present during the
inspection.

This Agreement does not address, nor does
Gilead have any financial responsibility
for, any costs that Provider, any physician
or other healthcare providers (or other third
parties) working for or with Provider, or
patients, may incur that may be associated
with Autologous Cell Therapy Products,
such as costs relating to apheresis (a
process that withdraws white blood cells,
including T cells, from a patient), pre-
conditioning chemotherapy, or the cost of
drugs to address potential adverse events
relating to Autologous Cell Therapy
Products and Gilead shall not be liable for
such costs.

Patient payments, co-payments or
reimbursement from national healthcare
services or insurance carriers are not
addressed in this Agreement.

Except as permitted by relevant laws or
regulations, Provider shall:

(a) only administer Autologous Cell
Therapy Products to patients in the Czech
Republic;

(b) only administer Autologous Cell
Therapy Products, in each case, to the
patient for whom the relevant Autologous
Cell Therapy Product was specifically
manufactured; and
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3.2

(¢) neni oprévnén dodané piipravky pro
autologni buné¢nou terapii komeréné
pfeprodat.

OBJEDNAVKY

Poskytovatel je povinen objednavat
pfipravky pro autologni bun&&nou terapii,
které maji byt pouZity pti 166bé danych
pacient (v souladu se schvalenymi
indikacemi uvedenymi v rozhodnuti o
registraci), prostfednictvim (i) objednavek
v pisemné podob€ zaslanych spole¢nosti
Gilead prostfednictvim e-mailu uréeného
spole¢nosti Gilead, ugin&nych nemocniéni
lékarnou Poskytovatele, a zarovefi (ii)
aplikace Kite Konnect™, tim se iniciuje
syvstém kontroly dodavatelského fetézce
pro pfipravu a zpracovani bunék pro
daného pacienta a upfesni pfedpokladany
termin doddni jeho bunék spoleénosti
Gilead, termin vyroby a dodani pfipravki

pro autologni  bunéfnou  terapii
Poskytovateli na wurfené pracovisté
(jednotlivé ,objednivka®). Ke kaZzdé

objednidvce musi byt pfipojen souhlas
pacienta se zpracovanim osobnich udaji
v souvislosti s 1écbou piipravky pro
autologni bunéfnou terapii dle této
smlouvy (v podobé, kterou uréi spole¢nost
Gilead) a ktery je podepsin danym

pacientem nebo jeho  opravnénym
zastupcem. Poskytovatel odpovida za
zajisténi toho, Ze v¥echny takové

objednavky jsou tipiné a spravné.

Misto a terminy dodéani pfipravkll pro
autologni bunéfnou terapii, které jsou
pfedmétem objednavky, budou potvrzeny
na zaklad€é dohody mezi case manaZerem
spole¢nosti  Gilead, Poskytovatelem a
manaZerem zodpovédnym za objednavky
spole¢nosti Gilead/Kite. Jakmile je tato
dohoda uzaviena a jsou spinény podminky
uvedené v odstavci 3.3, spoleénost Gilead
potvrdi objednavku v aplikaci Kite
Konnect™. Potvrzeni obsahuje termin
doddni  pfisluiného  pfipravku  pro
autologni bunéénou terapii a uvedeni
pracovisté, kam bude pfipravek dodan. Po
poskytnuti takového potvrzeni se stava
objednavka uginénd Poskytovatelem jeho
zavazkem k zakoupeni pfipravku a pro
spoletnost Gilead zivazkem k vyrobé
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(c) not resell delivered Autologous Cell
Therapy Products commercially.

ORDERS

Provider must submit orders for
Autologous Cell Therapy Products for use
in treating specific patients (as per the
indications covered by the Marketing
Authorisation from time to time) through
(i) written orders sent to Gilead via e-mail
identified by Gilead, placed by hospital
pharmacy of the Provider, as well as (ii)
Kite Konnect™, initiating the chain of
custody of the specific patient’s cells and
specifying the target dates of the delivery
of the relevant patient’s cells to Gilead,
target dates for Autologous Cell Therapy
Products manufacturing and delivery to
Provider and requested Site for delivery of
such Autologous Cell Therapy Products
(each an “Order”). Each Order must be
accompanied by a patient
acknowledgement form for processing
personal data in connection with treatment
with the Autologous Cell Therapy
Products under this Agreement (in the
form specified by Gilead from time to
time) executed by the specific patient or
his/her authorised representative. Provider
is responsible for ensuring that any such
Order is complete and accurate.

The delivery location and target dates for
delivery of the Autologous Cell Therapy
Products which is the subject of an Order
will be confirmed following agreement
between Gilead’s case manager, Provider,
and Gilead’s/Kite’s cell order management
representative. Once agreed, and subject to
clause 3.3, Gilead shall confirm the Order
in Kite Konnect™. The confirmation shall
include the target delivery date for the
relevant Autologous Cell Therapy Product
and the Site for delivery. Upon provision
of such confirmation, Provider’s Order
will become a binding commitment by
Provider to purchase from Gilead, and for
Gilead to manufacture and supply to
Provider, the relevant quantity of
Autologous Cell Therapy Products
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3.3

34

3.5

4.1

pfislusného mnozstvi p#ipravku pro
autologni buné¢nou terapii a k jeho dodani
Poskytovateli v souladu s poZadavky
uvedenymi v dané objednavce.

Spoieénost  Gilead neni povinna
objednavky pfijmout; pokud spole¢nost
Gilead objednavku nepfijme, informuje

spole¢nost Gilead bezodkladné
Poskytovatele o dlvodech nepfijeti
objedndvky. Jakmile je objedndvka
potvrzena spole¢nosti Gilead,
Poskytovatel ji nesmi zruit bez
ptedchoziho pisemného souhlasu

spole¢nosti Gilead.

Poskytovatel se zavazuje pouzivat aplikaci
Kite Konnect™, po zalkoleni ze strany
Gilead, vyhradné ve spojitosti s plnénim
svych povinnosti dle této smlouvy.

Pfedpokladana rocni spotieba uvedena pro
jednotlivé  pfipravky pro autologni
bunéénou terapii v Pfiloze B této smlouvy
je pouze orientatni a v Zadném pfipadé
nezavazuje Poskytovatele k jejich odbéru.

PREPRAVNI  SADA
AFERETICKY MATERIAL

PRO

Po obdrZeni objednavky a jejim potvrzeni
spolecnosti Gilead dorudi spoleénost Kite
Poskytovateli na uvedené pracovisté a
vterminu uvedeném v aplikaci Kite
Konnect™ piepravni sadu pro afereticky

materidl  (,sada“), kterda obsahuje
komponenty uvedené v  pfisluiném
standardnim opera¢nim postupu
spole€nosti Gilead/Kite SOP

pro ovéfovani, odbér a baleni zaji§t'ované
oddélenim aferézy, v platném znéni (,,SOP
Commercial Apheresis Centre
Verification, Collection and
Packaging”). Jakmile Poskytovatel sadu
pfevezme, odpovida za to, Ze: (a) u danych
pacientti bude provedena aferéza v souladu
s obvyklymi  klinickymi  postupy
Poskytovatele (a s pfihlédnutim ke viem
pfipadnym aktualnim poZadavktm, které
spole¢nost Gilead poskytovateli pisemné
oznami, véetné pozadavkld uvedenych v
SOP Commercial Apheresis Centre
Verification, Collection and Packaging) a
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3.3

3.4

3.5

4.1

according to the requirements set out in
such Order.

Gilead shall not be under any obligation to
accept Orders; if Gilead does not accept the
Order, Gilead will immediately inform the
Provider of the reasons for the non-
acceptance. Once an Order has been
confirmed by Gilead, it cannot be
cancelled by Provider without Gilead’s
prior written consent.

Provider agrees to use Kite Konnect™
only in connection with the performance of
its obligations under this Agreement and
after training provided by Gilead.

The expected annual consumption figures
for the individual items of the Autologous
Cell Therapy Products that are listed in
Exhibit B to this Agreement are for
reference only and in no way do they

represent the Provider’s purchasing
commitment.
APHERESIS SHIPPER KIT

Following receipt and confirmation of an
Order by Gilead, Kite will deliver an
apheresis shipper kit (the “Kit”)
comprising the components set out in the
relevant Gilead/Kite SOP relating to
apheresis centre verification, collection
and packaging, as may be amended from
time to time (“Commercial Apheresis
Centre Verification, Collection and
Packaging SOP”), to Provider at the
location and at the times specified in Kite
Konnect™. Following receipt of the Kit,
Provider shall be responsible for: (a)
performing apheresis for the specific
patients in accordance with its usual
clinical procedures (and taking into
account any requirements notified in
writing to Provider by Gilead from time to
time, including, without limitation, the
requirements set out in the Commercial
Apheresis Centre Verification, Collection
and Packaging SOP); and (b) following
completion of (a) above, labelling,
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4.2

(b) po provedeni ikond uvedenych v bodé
(a) vySe bude material z aferézy pacientil
oznacen, zabalen a pfedan spole¢nosti Kite
(v souladu se viemi aktualnimi poZadavky

spoleCnosti  Gilead, o kterych byl
Poskytovatel ~ pfedem  informovan).
Spole¢nost Gilead je povinna

Poskytovateli dodat kopii aktudlni verze
SOP Commercial Apheresis Centre
Verification, Collection and Packaging
SOP co nejdiive po uzavieni této smlouvy
a je povinna Poskytovatele bezodkladng
informovat v pfipadé aktualizace daného
dokumentu.

Poté, co spole¢nost Kite obdrzi od
Poskytovatele afereticky material daného
pacienta, provede vstupni testovani k
ovéfent, zda material dodany
Poskytovatelem odpovidd poZadavkiim
spole€nosti Kite. V pfipadé Ze vstupni
material nevyhovuje poZadavkiim,
spole¢nost Gilead informuje Poskytovatele
a piijme opatfeni, kterd povaZuje za
danych okolnosti za nezbytna a k nimz
miZze patfit i likvidace piisluiného
aferetického materidlu. V opa&ném p¥ipadé
spoleénost Kite poté, co obdri od
Poskytovatele afereticky materidl pacienta,
zmrazi viechny pfipadné prebyvajici T-
lymfocyty a uskladni je na dobu nejméné 6
mésic od data vyroby pfisluiného
pfipravku pro autologni bunéénou terapii
(pfi¢emZ spoleénost Kite se mizZe
rozhodnout tuto lhitu prodiouzit). Za
ucelem vylou€eni pochybnosti, viechny
zbylé  T-lymfocyty, které  budou
uskladnény, budou po uplynuti této doby
Znifeny.

VYROBA

Spole¢nost Kite vyrobi piipravky pro
autologni bunéénou terapii v souladu se
spravnou vyrobni praxi a s pfisluinymi
pravnimi pfedpisy. V prib&éhu vyrobniho
procesu piipravku pro autologni bunénou
terapii pro pacienta se miize stét, Ze ziskané
mnoZstvi modifikovanych CAR T bun&k
pacienta umoZni vyrobu- druhého vaku
pfipravku pro autologni bunéénou terapii
(tento druhy vak bude uloZen jako rezerva
pro pfipad nahrazeni p¥ipravku v souladu s
odstavci s odstavei 6.4, 9.2, 10.1 a 12.3
(,,rezervni vak®)). Spoleénost Kite vyvine
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packaging and providing the patient’s
apheresis materials to Kite (in accordance
with any requirements notified to Provider
by Gilead from time to time). Gilead shall
provide a copy of the current version of the
Commercial Apbheresis Centre
Verification, Collection and Packaging
SOP to Provider as soon as practicable
after the date of this Agreement and is
obliged to inform the Provider without
delay in the event of an update of the SOP.

After receipt of the specific patient’s
apheresis materials from Provider, Kite
shall perform receipt testing to verify
Provider’s compliance with Kite’s
requirements. In the event of any material
failure to comply with such requirements,
Gilead shall notify Provider and take such
steps as it deems necessary in the
circumstances, which may include
destruction of the relevant apheresis
product and materials. Otherwise,
following receipt of a patient’s apheresis
materials from Provider, Kite shall freeze
any surplus patient T-Lymphocytes and
store the same for at least 6 months after
the date of manufacture of the relevant
Autologous Cell Therapy Product
(although Kite may determine to extend
this period). For clarity, any patient T-
Lymphocytes that remains in storage at the
end of such period shall be destroyed.

MANUFACTURE

Kite shall manufacture Autologous Cell
Therapy Products in accordance with
applicable good manufacturing practices
and applicable laws. During the course of
manufacturing of an Autologous Cell
Therapy Product for a patient, the growth
of the patient’s engineered CAR T cells
may allow for a 2nd bag of Autologous
Cell Therapy Product to be generated (such
2nd bag to be kept in reserve for use as
replacement product in accordance with
clauses 6.4, 9.2, 10.1 and 12.3 (“Reserve
Bag™)). Kite shall use reasonable efforts to
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5.2

6.2

pfiméfené usili, aby pokazdé vyrobila
rezervni vak, avSak Poskytovatel bere na
védomi, Ze v mnoha pifipadech nebude
pfirGstek pacientovych bunék pro takovy
ucel dostateny. Bude-li vyroba rezervniho
vaku moZnd, spoletnost Kite uskladni
rezervni vak vyrobeny pro pacienta aZ po
dobu 12 mésic od data vyroby (ackoli
spoleCnost Gilead miize rozhodnout o
prodlouZeni této doby) s tim, Ze po tomto
obdobi bude rezervni vak zni¢en. Pokud by
se z jakéhokoli divodu nepodafilo pro
dan¢ho pacienta pfipravek pro autologni
buné¢nou terapii vyrobit, spolegnost
Gilead informuje Poskytovatele a
povinnost spolecnosti Kite vyrobit a
spolecnosti Gilead dodat pfipravek pro
autologni bunéénou terapii pro daného
pacienta okamZit¢ zanika.

S ohledem na povahu vyrobniho procesu
pfipravkid pro autologni bunécnou terapii,
ktera je zavisld na Zivych systémech a na
vstupnim materialu, ktery je ziskan od
pacienta, spole¢nost Gilead ani Kite
neposkytuje Zddna prohlaSeni nebo zaruky,
ani neposkytuje Zadna ujisténi, ze vyroba
piipravki pro autologni buné&nou terapii
pro jakéhokoli pacienta bude (spé8né nebo
Ze v pfipad¢ fisp&$né vyroby pfinese infize
pfipravkil pro autologni bunécnou terapii
pacientlim konkrétni vysledky.

DODANI

Ptipravky pro autologni buné&nou terapii,
vyrobené na zakladg této smlouvy, budou
Poskytovateli dodany ve vaku (s tim, Ze
tento vak bude uloZen ve vhodném vnéjsim
obalu) stim, Ze jeden vak p¥ipravku pro
autologni buné¢nou terapii je uréen k jedné
infuzi pro jednoho pacienta.

Byla-li objednévka potvrzena spolenosti
Gilead, spolecnost Gilead (nebo jeji
zastupce ¢i subdodavatel) doda pripravek
pro autologni bunéénou terapii objednany
Poskytovatelem na pfislu§né pracovi§té
uvedené v aplikaci Kite Konnect™
(,misto doddni“) a pokusi se dodat
piipravek pro autologni bunétnou terapii v
den dodani uvedeny v aplikaci Kite
Konnect™ pro piislusnou objednavku
(,datum dodani“). Cas a datum dodani
nejsou u zadného dodani pfipravku pro
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6.2

manufacture a Reserve Bag in each case,
but Provider acknowledges that in many
cases there will be insufficient growth of a
patient’s cells to do so. Where this is
feasible, Gilead will store any Reserve Bag
manufactured for a patient for up to 12
months after the date of manufacture
(although Gilead may determine to extend
this period), after which it will be
destroyed. Should the manufacture of an
Autologous Cell Therapy Product for a
specific patient fail for any reason, Gilead
shall notify Provider, and Kite’s obligation
to manufacture and Gilead obligation to
supply the Autologous Cell Therapy
Product in respect of such patient shall
immediately cease.

Due to the nature of the Autologous Cell
Therapy Products’ manufacturing process,
which is dependent on living systems and
patient starting material, Gilead and Kite
make no representations or warranties nor
gives any assurance that the manufacture
of Autologous Cell Therapy Products for
any patient will be successful, or that if
successful the infusion of Autologous Cell
Therapy Products will result in any
particular outcome for patients.

DELIVERY

Autologous Cell Therapy Products
manufactured under this Agreement shall
be delivered to Provider in a bag (such bag
to be contained in suitable external
packaging), and one bag of the Autologous
Cell Therapy Product is designed for one
infusion for one patient.

Provided always that an Order has been
confirmed by Gilead, Gilead (or its agent
or sub-contractor) shall deliver Autologous
Cell Therapy Product Ordered by Provider
to the relevant Site specified in Kite
Konnect™ (“Delivery Location™) and
shall endeavour to deliver such Autologous
Cell Therapy Product on the relevant target
delivery date specified in Kite Konnect™
for such Order (the “Target Delivery
Date™). The time/date for any delivery of
the Autologous Cell Therapy Product shall
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6.3

6.4

autologni buné&nou terapii povaZovany za
podstatné. Spolecnost Gilead je povinna
nejpozdéji 1 pracovni den pied dodanim
Poskytovatele informovat o konkrétnim
datu a Case, kdy bude pfipravek
Poskytovateli dorugen, aby Poskytovatel
mohl zajistit pfitomnost zamé&stnance
Poskytovatele povéfeného spoleénosti
Gilead pro pfijem piipravku. Gilead tyto
informace pfedd, emailem na e-mail
kontakini  osoby  uvedené v Kite
Konnect™ nebo telefonicky. Vlastnické
pravo k piipravkim pro autologni
buné¢nou terapii, které byly objednany na
zdkladé této smlouvy, a riziko s t&mito
pfipravky  spojené,  pfechdzeji na
Poskytovatele okamzikem dodéni
piipravku v misté dodani a od tohoto
okamziku se md za to, Ze pfislusny
piipravek pro autologni buné€nou terapii je
ve vlastnictvi Poskytovatele. Dikazem
toho, Ze Poskytovatel pfijal dodavku
pfisluného pfipravku pro autologni
bun&&nou terapii v plné mite, je podpis
zaméstnance Poskytovatele, ktery byl
povéfen spolefnosti Gilead, na dodacim
listu vystaveném spole¢nosti Gilead.

Pokud si Poskytovatel pfeje zménit datum
dodani, miize tak ucinit prostfednictvim
aplikace Kite Konnect™, v niz zada
poZadavek na provedeni zmény, nebo
pisemné¢ prostfednictvim case manaZera
spoleénosti Gilead. Pokud spoleénost
Gilead poZaduje zménu v datu dodéni,
informuje Poskytovatele pisemné
prostfednictvim case manaZera spole¢nosti
Gilead. V obou pfipadech plati, Ze smluvni
strany vyvinou piiméfené Usili, aby se
dohodly na nédhradnim datu dodéni, a
pfihlédnou pfi tom k zigjmim daného
pacienta.

Po obdrZeni kazdé dodavky pfipravku pro
autologni bun&¢nou terapii je Poskytovatel
povinen dodrZet postup pievzeti dodavky
popsany v piislusném  standardnim
opera¢nim postupu spole¢nosti
Gilead/Kite SOP tykajicim se zachazeni
s lé¢ivym piipravkem ve zdravotnickém
zatizeni (,,SOP Commercial Treatment
Site Final Product Handling“) a
okamzit€ informovat spolednost Gilead
prostfednictvim aplikace Kite Konnect™
(v kazdém piipadé nejdéle 24 hodin od
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6.4

not be of the essence. Gilead is obliged to
inform the Provider no later than 1 working
day before the delivery of the specific date
and time when the Product will be
delivered to the Provider, so that the
Provider can ensure the presence of
responsible Provider’s personnel
authorised by Gilead for receipt of the
Product. Gilead will provide this
information by email to the contact person
listed in Kite Konnect™ or by telephone.
Title and risk in Autologous Cell Therapy
Products Ordered under this Agreement
shall pass to Provider upon delivery of the
same to the Delivery Location, at which
point the relevant Autologous Cell
Therapy Product shall be deemed to be in
Provider’s control. The signature on a
delivery note (issued by Gilead) of any
Provider’s personnel working at the
Delivery Location and authorised by
Gilead will be evidence that Provider has
accepted delivery of the relevant
Autologous Cell Therapy Product in full.

If Provider wishes to change the Target
Delivery Date, it shall do so by requesting
the change via Kite Konnect™ or in
writing via the assigned Gilead case
manager. If Gilead requires a change in the
Target Delivery Date, it shall notify
Provider in writing via the assigned Gilead
case manager. In either case, the Parties
shall use reasonable endeavours to agree
an alternative Target Delivery Date, taking
account of the interests of the specific
patient.

Upon receipt of each delivery of Kite
Autologous Cell Therapy Product,
Provider shall follow the receipt
procedure, as outlined in the relevant
Gilead/Kite SOP regarding treatment site
final product handling (as may be amended
from time to time (“Commercial
Treatment Site Final Product Handling
SOP”) and notify Gilead via Kite
Konnect™ immediately (and, in any event,
not more than 24 hours from the time of
receipt) if there is any damage, defect or
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6.5

okamZiku obdrZzeni), pokud dojde k
jakémukoli posSkozeni nebo pokud se
objevi jakakoli zdvada nebo jiny problém
tykajici se daného piipravku pro autologni
bunéénou terapii. JestliZe Poskytovatel
neinformuje spolecnost Gilead o Zadném
takovém problému, poskozeni nebo zavadé
do 24 hodin od pfevzeti pfipravku pro
autologni bunéfnou terapii, ma se za to, Ze
dany pfipravek pro autologni bunécnou
terapii byl Poskytovatelem pfijat jako
,uspésna dodiavka“ (tzn. dodavka vaku s
pfipravkem pro autologni bun&énou
terapii, ktera vyhovuje kontrolnim
poZadavkiim Poskytovatele a je vhodna k
poddni daném pacientovi, ktery je z
Iékatfského hlediska zpisobily 1é¢bu
podstoupit). JestliZe Poskytovatel
jakoukoli dodavku p¥ipravku pro autologni
bunéénou terapii dle tohoto odstavce 6.4
odmitne, jedinymi moZnymi opatfenimi
jsou: (a) dodani rezervniho vaku (je-li to v
piipadé daného pacienta moZzné) bez
dodateénych nakladfi, nebo (b) zruseni
objednavky a thrada ceny zaplacené za
odmitnuty pfipravek pro autologni
buné&énou terapii (nebo, v pfipadé, Ze jeste
cena nebyla uhrazena, vystavenim
opravné¢ho dafiového dokladu k piisluiné
faktufe). Spole€nost Gilead je povinna
poskytnout Poskytovateli kopii aktualni
verze SOP Commercial Treatment Site
Final Product Handling co nejdfive po
vzavieni této smlouvy, nasledné je povinna
Poskytovatele bezodkladné informovat
v pifipadé¢ aktualizace daného dokumentu.

S vyjimkou situaci popsanych v ¢lanku 10
a za piedpokladu, Ze jsou splnény
podminky uvedené v ¢lanku 17, spole¢nost
Gilead ani Kite nenese vii¢i Poskytovateli
odpovédnost za: (a) Zidny zavadny,
poskozeny nebo nespravny pfipravek pro

autologni bunéfnou terapii dodany
Poskytovateli, pokud  poskytovatel
nepfedloZi ozndmeni v souladu s

odstavcem 6.4 vyse, (b) Zadny pfipravek
pro autologni bunécnou terapii, ktery se
ztrati po dodani Poskytovateli, nebo za (c)
Zadny zidvadny nebo pofkozeny ptipravek
pro autologni buné&&nou terapii, u kterého
se zévada/poskozeni objevi po dodani
Poskytovateli, véetn€ vSech pfipadnych
zavad/poskozeni, které byly zptisobeny: (i)
nespravaymi  podminkami skladovani
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other concern relating to such Autologous
Cell Therapy Product. If Provider does not
notify Gilead of any such conceris,
damage or defects within 24 hours as of
receipt, such Autologous Cell Therapy
Product shall be deemed to be accepted by
Provider as a “Successful Delivery” (i.c.
delivery of a bag of Autologous Cell
Therapy Product that satisfies Provider’s
inspection requirements and is acceptable
for administration to the specific patient
who is medically eligible to receive the
treatment). Where any delivery of
Autologous Cell Therapy Product is
rejected by Provider pursuant to this clause
6.4, Provider’s remedies shall be limited to
either: (a) delivery of a Reserve Bag (to the
extent available for the relevant patient) at
no extra cost; or (b) cancellation of the
Order and reimbursement of the Price paid
in respect of the rejected Autelogous Cell
Therapy Product (or, if not yet paid, issue
a credit note against the corresponding
invoice). Gilead shall provide a copy of the
current version of the Commercial
Treatment Site Final Product Handling
SOP to Provider as soon as practicable
after the date of this Agreement, then it is
obliged to immediately inform the
Provider in case of updating the document.

Except as set out in clause 10 and subject
to clause 17, Gilead nor Kite will not be
liable to Provider for: (a) any faulty,
damaged or incorrect Autologous Cell
Therapy Product delivered to Provider
unless Provider gives notice in accordance
with clause 6.4 above; (b) any Autologous
Cell Therapy Product that is lost after
delivery to Provider; or (c) any faulty or
damaged Autologous Cell Therapy
Product where the fault/damage arises after
delivery to Provider, including, without
limitation, any fault/damage caused by: (i)
abnormal storage conditions or handling of
the Autologous Cell Therapy Product by
Provider or its staff; (ii) any deliberate
damage or negligence by Provider or its
staff; or (iii) by Provider or its staff failing
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6.6

ptipravku pro autologni bunéénou terapii
nebo zachdzenim s nim =ze strany
Poskytovatele nebo jeho personaly, (ii)
jakymkoli Gmyslnym poSkozenim nebo
nedbalosti ze strany Poskytovatele nebo
jeho personalu, nebo (iii) Poskytovatelem
nebo jeho pracovniky, ktefi se nefidili
pokyny spoleénosti Gilead nebo Kite nebo
nespravné pouZili pfipravek pro autologni
bunéénou terapii.

Expiratni doba dodaného pfipravku pro
autologni bun€énou terapii musi Einit
alespofi 9 mésici od dodani takového
piipravku Poskytovateli.

POVINNOSTI POSKYTOVATELE

Poskytovatel bere na v&domi, Ze
poskytovdni zdravotnich sluZzeb pro
jakéhokoli pacienta zistdva vyhradni

odpovédnosti Poskytovatele. Poskytovatel
odpovidé za:

(a) zpisob a prib&h viech vykond u
jakychkoliv pacienti Poskytovatele a
zajisténi jejich zdravotni péée a 1é€by;

(b) zajiSténi toho, Ze jsou vSichni
pacienti, které Poskytovatel navrhi na
lé€bu pfipravkem pro autologni
buné¢nou terapii, plné informovani o
rizicich, s nimi% je tato 1é&ba spojena,
a Ze poskytnou svobodny a
informovany souhlas (ve formé,
kteron uréi Poskytovatel) s Ié¢bou a se
souvisejicimi klinickymi
procedurami, vietné podpisu
pfislusného  formuldfe  souhlasu
pacienta s 1é¢bou;

(c) pofizeni  veskeré  dokumentace
souvisejici s dodanim a podanim
pfipravkl pro autologni bunéénou

terapii v souladu s pfislu§nou
spravnou praxi a se viemi dal$imi
odiivodnénymi poZadavky

spolecnosti Gilead a za uchovéni
takové dokumentace po dobu
minimdlné 30 let po dodani a

(d) to, ze vyvine veskeré pfiméfené usili,
aby spole€nosti Gilead poskytl
soucinnost v pfipadg, Ze spole¢nost
Gilead rozhodne o staZeni pfipravku
pro autologni buné¢nou terapii.
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to follow Gilead’s or Kite's instructions or
misusing the Autologous Cell Therapy
Product.

The expiration period of the Autologous
Cell Therapy Products must be at least 9
months as of the delivery of the
Autologous Cell Therapy Products to the
Provider.

PROVIDER’S RESPONSIBILITIES

Provider acknowledges that the clinical
care of any patient shall always remain the
sole responsibility of Provider. Provider
shall be responsible for:

(a) the manner and conduct of all
operations on, and the care and
treatment provided to, any Provider’s
patients;

(b) ensuring that any patient who
Provider proposes for therapy with an
Autologous Cell Therapy Product is
fully informed of the risks involved in
connection with such treatment, and
gives his’her free and informed
consent (in the form specified by
Provider) to the treatment and
associated clinical procedures,
including signature of the relevant
patient consent form;

(c) completing all documentation relative
to the supply and administration of
Autologous Cell Therapy Products in
accordance with relevant good
practice and any other reasonable
requirements of Gilead, and retaining
such documentation for a minimum
period of 30 years after delivery; and

(d) using all reasonable endeavours to
assist Gilead in the event that Gilead
issues a recall notice in respect of an
Autologous Cell Therapy Product.
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7.2

8.2

8.3

Poskytovatel prohlaluje, Ze udrZzuje
v platnosti po celou dobu, kdy ma
povinnosti podle této smlouvy, pojistné
kryti ve smyslu ustanoveni § 45 odst. 2
pism. n) zidkona ¢&. 372/2011 Sb., o
zdravotnich sluZbéch, ve znéni pozdéj§ich
pfedpisti, ve vysi dostatecné k tomu, aby
byla pokryta jeho odpové&dnost vyplyvajici
ztéto smlouvy a pfi poskytovani
zdravotnich sluZeb. Tato pojistna smlouva
musi byt uzaviena u renomovanych
pojistovacich spolefnosti a na pozadani
spoleénosti Gilead bude spole¢nosti Gilead
pro ovéfeni predlozen doklad o jeji
Blinnosti.

CENA APLATBY

Cenou pfipravku pro autologni bunétnou
terapii dodaného dle této smlouvy je cena
uvedend v Pfiloze B této smlouvy v Gasti
a) cena za MJ v K¢ bez DPH (,,cena®).
Cena zahrnuje veSkeré cinnosti a sluZzby
poskytnuté v souvislosti s dodanim
ptipravkil pro autologni bunéénou terapii
podle této smlouvy Poskytovateli, véetné
prepravy aferetického materidlu
z piislusného pracovit€ Poskytovatele do
spole¢nosti Kite a pfepravy pfipravku pro
autologni bunétnou terapii z pfislu$ného
pracoviité spole€nosti Kite do mista
dodani Poskyvtovateli, v€etné pouZiti
prenosnych kontejnerti pro tyto piepravy a
veSkeré obaly pfipravku pro autologni
bunéénou terapii. Gilead uhradi ptipadné
celni poplatky.

Cena nezahrnuje Zadnou daii z ptidané
hodnoty ani jinou statem vyméfovanou
dan, které budou v pfislusnych piipadech
uétovany a budou hrazeny nad ramec ceny
ve chvili, kdy je platba za pfislu$ny
pfipravek pro autologni bunénou terapii
splatna.

Spole¢nost Gilead vystavi Poskytovateli
fakturu za pfipravky pro autologni
bunéénou terapii dodané dle této smlouvy
v den uskute¢néni uspéiné dodavky
daného piipravku nebo kdykoli po tomto
datu Uspésné dodavky. Poskytovatel je
povinen uhradit celou fakturu do 30 dnit od
dorudeni faktury Poskytovateli. Faktura
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Provider declares that he has taken out and
maintains in force, for as long as it has
obligations under this Agreement,
insurance coverage in the sense of Section
45(2)(n) of the Act No. 372/2011 Coll., on
Healthcare Services, as amended, for an
amount sufficient to cover its liabilities
under this Agreement and as is required to
provide healthcare services. Such
insurance policies shall be taken out with
reputable insurance companies, and if
requested by Gilead, evidence of such
policies being in effect shall be submitted
to Gilead for its inspection.

PRICE AND PAYMENT

The price of an Autologous Cell Therapy
Product supplied under this Agreement
shall be the latest price notified by Gilead
to Provider as at the date of Gilead’s
confirmation of the relevant Order in
Section a) price per unit in CZK without
VAT (the “Price”). The Price includes all
activities and services provided in
connection with supply of the Autologous
Cell Therapy Products to the Provider
under this Agreement, including the
transportation of apheresis material from
the Provider's Site to Kite, and the
transportation of the Autologous Cell
Therapy Product from Kite’s respective
site to the Provider, including the use of
portable containers for such transportation
and all packaging of the preparation for
Autologous Cell Therapy Products. Gilead
will pay any customs fees.

The Price does not include any value added
tax or other government tax which, if
applicable, will be charged and be payable
in addition to the Price at the time when
payment for the relevant Autologous Cell

Therapy Product is due.
Gilead may invoice Provider for
Autologous Cell Therapy Products

supplied under this Agreement on or at any
time after Successful Delivery of the same.
Provider must pay the invoice in full within
30 days after issuance of the invoice. The
invoice shall meet the requirements for a
tax document according to Act No.
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8.4

8.5

8.6

musi obsahovat naleZitosti dafiového
dokladu dle zakona ¢. 235/2004 Sb., o dani
z piidané hodnoty, ve znéni pozdgjsich
pfedpisti, a ¢islo piislu¥né objednavky. V
pfipadé, Ze faktura bude obsahovat
nespravné nebo netplné naleZitosti, je
Poskytovatel oprdvnén ji do doby jeji
splatnosti vratit spoleénosti Gilead. Ta ji
podle charakteru nedostatkti bud’ opravi
nebo vystavi novou. U této nové nebo
opravené faktury bézi nova lhiita splatnosti
od jejiho doruceni Poskytovateli. Platba
musi byt provedena na bankovni ddet
uvedeny na faktufe. Cas zaplaceni je
povazovan za podstatnou naleZitost.

Platebni podminky, které spoleénost
Gilead pro Poskytovatele nastavila,
podléhaji provéfeni spoleénosti Gilead.
Spolecnost Gilead si déle vyhrazuje pravo
pozadovat, aby Poskytovatel pfedtim, neZ
spole¢nost Gilead provede (nebo zafidi)
dodani, vhradil dluZnou &astku v plné vysi
(nebo jeji cCast) nebo aby poskytl
pfijatelnou zaruku. .

Poskytovatel je povinen uhradit viechny
splatné Eastky dle této smlouvy v plné vysi

bez jakychkoli .zipoéth, protindrokd,
odpo¢tdi  nebo srdZzek (s vyjimkou

piipadnych odpoétii nebo srdZek, které
vyzaduji prdvni pfedpisy). Neni-li
spolecnosti Gilead pisemné uréeno jinak,
Poskytovatel neni oprdvnén zadrZet platbu
ani zapoCist jakékoli cCastky proti
jakymkoli ¢&astkdm, které mu dluz
spole¢nost Gilead.

Jestlize Poskytovatel neuhradi jakoukoli
platbu splatnou spole¢nosti Gilead dle této
smlouvy do data splatnosti takové platby,
je spole¢nost Gilead opravnéna:

(a) zrusit objednavku a/nebo pozastavit

veSkeré pfipadné daldi dodéavky
pfipravkii pro autologni bunéCnou
terapii,

(b) uctovat zakonné uroky z prodleni z
¢astky po splatnosti ve vy$i stanovené
pravnimi pfedpisy ob¢anského prava.
Tyto troky nabihaji denn€ od data
splatnosti do okamZiku skutené
uhrady dluzné ¢&astky, at® jiz pred
vydanim soudniho rozhodnuti nebo
po jeho vydani, a poskytovatel zaplati
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235/2004 Coll., on Value Added Tax, as
amended and contain the number of the
relevant Order. If the invoice is incorrect or
incomplete, the Provider may return ii to
Gilead before the due date. Depending on
the nature of the deficiency, Gilead shall
either correct the invoice or issue a new
one. A new payment period shall
commence for such new or corrected
invoices. Payment shall be made to the
bank account as of the delivery of the
invoice to the Provider. Time of payment
is of the essence.

Any credit terms extended to Provider are
subject to review by Gilead from time to
time. Gilead also reserves the right to
require Provider to pay the full amount it
owes (or part of it) or provide acceptable
security before Gilead makes (or arranges)
delivery.

Provider shall pay all amounts due under
this Agreement in full without any set off,
counterclaim, deduction or withholding
(except for any deduction or withholding
required by law). Unless otherwise agreed
in writing by Gilead, Provider is not
entitled to withhold payment or use any
amounts as a set off against any amount
Gilead may owe Provider.

If Provider fails to make any payment due
to Gilead under this Agreement by the due
date for payment, without limiting any
other rights or remedies Gilead may have,
Gilead may:

(a) cancel the Order and/or suspend any
further deliveries of Autologous Cell
Therapy Products;

(b) charge legal interest on the overdue
amount at the rate specified under
civil law, such interest shall accrue on
a daily basis from the due date until
actual payment of the overdue
amount, whether before or after
judgment, and Provider shall pay the
interest together with the overdue
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8.7

9.1

9.2

tyto uroky spoleéné s dluZnou

¢astkou; a / nebo

(c) pozadovat okamzit¢ uhrazeni vSech
dosud neuhrazenych faktur, které jsou
splatné spole¢nosti Gilead.

Poskytovatel bere na v&domi, Ze
spole¢nost Gilead miZe innostmi, které
jsou spojeny s fakturovinim a s
vymahanim plateb, povéfit dcefinou
spole¢nost nebo uréenou teti stranu.

POSKOZENI PRiIPRAVKU PRO
AUTOLOGNI BUNECNOU TERAPII
NEBO JEHO ZTRATA V DOBE, KDY
JE V DRZENiI SPOLECNOSTI
GILEAD

Poskytovatel neni povinen zaplatit: (a) za
piipravek pro autologni bun€tnou terapii
nebo afereticky material ztraceny v dobg,
kdy je ma v drZeni spole¢nost Gilead nebo
kdy jsou pod jeji kontrolou (nebo kdy je u
sebe ma zastupce nebo subdodavatel
spoleénosti Gilead nebo kdy jsou pod jeho
kontrolou), (b) za ptipravek pro autologni
bunéénou terapii objednany
Poskytovatelem, jestlie oddéleni kvality
spole¢nosti Gilead dojde k zavéru, Ze vak
obsahujici takovy pfipravek pro autologni
bunéénou terapii nebo pfipravek samotny
je poskozeny, pfed dodanim daného vaku
na misto dodani, a tato skuteénost neni
zavinéna Poskytovatelem a buiiky nejsou
aplikovany pacientovi (a pouze za
pfedpokladu, je-li takové poSkozeni
odhaleno po dodani na misto dodani, byly
splnény pozadavky mna informovani
uvedené v odstavci 6.4 vyse).

Jestlize dojde k poSkozeni nebo ztraté
jakéhokoli piipravku pro autologni
bunéénou terapii, ktery byl objednan
Poskytovatelem, v dobé, kdy je v drZeni
spole€nosti Gilead nebo kdy je pod jeji
kontrolou (nebo kdy jej ma v
drZzeni zastupce nebo subdodavatel
spole¢nosti Gilead nebo kdy je pod jeho
kontrolou), a je moZno odeslat rezervni
vak pro stejného pacienta, bude tento
rezervni vak  Poskytovateli bez
dodate¢nych nakladti dodan, oviem vzdy
za ptedpokladu, Ze pokud je takové
poskozeni zjiSténo aZ po dodani na misto
dodani, byly splnény poZadavky na
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amount; and/or

(c) demand immediate payment of any or
all outstanding invoices that are
payable to Gilead.

Provider acknowledges that, without
limitation, Gilead may outsource invoicing
and payment collection activities to an
affiliate or a designated third party.

DAMAGE TO OR LOSS OF
AUTOLOGOUS CELL THERAPY
PRODUCT WHILE IN GILEAD’S
CONTROL

Provider shall not be liable for payment:
(a) for lost Autologous Cell Therapy
Product or apheresis cells while they are in
the possession or control of Gilead (or its
agent or sub-contractor); nor (b) for
Autologous Cell Therapy Product Ordered
by Provider if Gilead’s Quality
Department determines that a bag
containing such Autologous Cell Therapy
Product, or the product itself, is damaged
before delivery of the same to the Delivery
Location due to no fault of Provider and
cells are not infused (provided always that
where such damage is discovered after
delivery to the Delivery Location, the
notification requirements set out in clause
6.4 above have been complied with).

If any Autologous Cell Therapy Product
Ordered by Provider is damaged or lost
while in the possession or control of Gilead
(or its agent or subcontractor) and a
Reserve Bag for the same patient is
available for shipment, then the Reserve
Bag will be delivered to Provider at no
additional cost provided always that where
such damage is discovered after delivery to
the Delivery Location, the notification
requirements set out in clause 6.4 above
have been complied with. If there is no
Reserve Bag available for shipment, then
Provider may place a new Order for
Autologous Cell Therapy Product (via the
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10.

10.1

10.2

oznameni uvedené v odstavci 6.4 vyse.
Neni-li k odeslani pf#ipraven Zidny
rezervni vak s pfipravkem pro autologni
buné¢nou terapii, miaZe Poskytovatel podat
novou objedndvku na pfipravek pro
autologni bunécnou terapii
(prostfednictvim postupu, ktery je uveden
v ¢lanku 3 vySe) v souladu s pokyny
ofetfujictho 1¢kafe. Po pfijeti této
objednavky spolegnost Kite vyrobi novou
davku pfipravku pro autologni bun&énou
terapii z novych zmrazenych T-lymfocyti.
V takovém pfipadé uhradi Poskytovatel
pouze jednu dédvku ptipravku pro autologni
buné&tnou terapii po jeho tspésné dodavce.

POSKOZENi PRIiPRAVKU PRO
AUTOLOGNI BUNECNOU TERAPII
NEBO JEHO ZTRATA V DOBE, KDY
JE V DRZENI POSKYTOVATELE

JestliZe je jakykoli pfipravek pro autologni
bunéénou terapii objednany
Poskytovatelem poskozen nebo ztracen
poté, co byl dodén na misto doddni a
spolecnost Gilead ma k dispozici rezervni
vak s timto piipravkem, ktery je moZno
odeslat, bude tento rezervni vak dodan
Poskytovateli a Poskytovatel bude povinen
uhradit pouze cenu rezervniho vaku (tj.
Poskytovatel nebude povinen uhradit cenu
pivodniho  zniGeného/ztraceného vaku
s pfipravkem pro autologni bun&inou
terapii).

JestliZe je jakykoli pfipravek pro autologni
bunéénou terapii objednany
Poskytovatelem poSkozen nebo ztracen
poté, co byl doddn na misto dodani a
spoleCnost Gilead nema k dispozici
rezervni vak, ktery je moZno odeslat, mfize
Poskytovatel podat novou objednavku na
piipravek pro autologni bun&énou terapii
(prostfednictvim postupu, ktery je uveden
v Clanku 3 vySe), v souladu s pokyny
oSetfujiciho  1ékafe. Po pfijeti této
objednavky spole¢nost Kite vyrobi novy
vak piipravku pro autologni bunéinou
terapii z nové davky zmrazenych T-
lymfocytll daného pacienta. Poskytovatel
bude v takovém pi#ipadé hradit cenu
piivodniho poSkozeného/ ztraceného vaku
s pfipravkem pro autologni buné&nou
terapii i cenu nového vaku pfipravku pro
autologni bunénou terapii, ktery byl
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ordering process set out in clause 3 above)
pursuant to the treating physician’s
instructions. Upon acceptance of such
Order, Kite will manufacture a new batch
of Autologous Cell Therapy Product using
a new batch of the relevant patient’s frozen
T-Lymphocytes. In such event, Provider
will only be charged for one bag of
Autologous Cell Therapy Product upon
Successful Delivery of the same.

DAMAGE TO OR LOSS OF
AUTOLOGOUS CELL THERAPY
PRODUCT WHILE IN PROVIDER’S
CONTROL

If any Autologous Cell Therapy Product
Ordered by Provider is damaged or lost
after delivery of the same to the Delivery
Location and a Reserve Bag is available to
Gilead for shipment, then the Reserve Bag
will be delivered to Provider and Provider
will only be liable for the Price in respect
of the Reserve Bag (i.e. Provider shall not
be liable for the Price of the original
damaged/lost bag of Autologous Cell
Therapy Product).

If any Autologous Cell Therapy Product
Ordered by Provider is damaged or lost
after delivery of the same to the Delivery
Location, and there is no Reserve Bag
available to Gilead for shipment, then
Provider may place a new Order for the
Autologous Cell Therapy Product (via the
ordering process set out in clause 3 above)
pursuant to the treating physician’s
instructions. Upon acceptance of such
Order, Kite will manufacture a new batch
of Autologous Cell Therapy Product using
anew batch of the specific patient’s frozen
T-Lymphocytes. In these circumstances,
Provider shall be liable for the Price of the
original damaged/lost bag of Autologous
Cell Therapy Product, as well as for the
new bag of Autologous Cell Therapy
Product Ordered pursuant to this clause.
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10.3

11.

111

objednan v souladu s timto odstavcem.

Za  Gelem  vyloufeni  veSkerych
pochybnosti: (a) s vyjimkou situaci

popsanych v odstavci 6.4, 9.2, 10.1 a 12.3,
neni spoletnost Gilead povinna dodat
Poskytovateli rezervni vak, (b) termin
,.,misto dodani* v élancich 9 a 10 odkazuje
na p¥islusné pracovisté uvedené v aplikaci
Kite  Konnect™ pro  potvrzenou
objednavku pfislusného pfipravku pro
autologni bunéénou terapii a (c) jestlize je
Poskytovateli z jakychkoli divodil dodan
rezervni vak dle této smlouvy a neni-li
mezi smluvnimi stranami pisemné
dohodnuto jinak: (i) je rezervni vak dodan
na stejné misto dodéni, které je uvedeno u
pivodniho vaku, (ii) vlastnické pravo k
takovému rezervnimu vaku a rizika s nim
spojend prechdzeji na Poskytovatele
okamZikem dodéni dle odstavce 6.2, a (iii)
na dodani rezervniho vaku se pouZiji
ustanoveni odstavci 6.4 a 6.5 a ¢lanka 9,
10 a 11 (s tim rozdilem, Ze Zadny dalsi
rezervni vak nebude k dispozici v pfipadg,
kdy je dodani rezervniho vaku odmitnuto
nebo kdy dojde ke ztraté nebo poskozeni
dodévaného rezervniho vaku pfipravku pro
autologni bunéénou terapii).

PACIENT NENi ZE ZDRAVOTNICH
DUVODU SCHOPEN PRIIMOUT
PRIPRAVEK PRO AUTOLOGNI
BUNECNOU TERAPII

Pokud spoleénost Kite zahdji nebo dokondi
vyrobu piipravku pro autologni bunéénou
terapii, ktery byl objednan pro pacienta, a
existuje opodstatnény zdravotni diivod, pro
ktery tento pacient nemlZe po podani
objednavky pfipravek pro autologni
bunéénou terapii pfijmout, Poskytovatel
nenf povinen hradit ndklady na takovy
piipravek pro autologni bun&¢nou terapii.
K témto zdvaZnym zdravotnim divodiim
patfi, mimo jiné, zhorSeni zdravotniho
stavu pacienta (dle posouzeni Iékafe) nebo
jeho utmrti. Za takovych okolnosti je
Poskytovatel povinen predlozit spolecnosti
Gilead pisemné oznameni, v némz je
uveden divod, pro¢ nebyl pfislusny
ptipravek pro autologni bunéénou terapii
pacientovi podan. V takovém pfipadé je
Poskytovatel povinen kontaktovat Kite
Konnect™ case manaZera b&hem patnacti
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11.1

For clarity: (a) except in the circumstances
set out in clauses 6.4, 9.2, 10.1 and 12.3,
Gilead shall not be under any obligation to
supply the Reserve Bag to Provider; (b)
reference to the “Delivery Location” in
clauses 9 and 10 means the relevant Site
specified in Kite Konnect™ in respect of a
confirmed Order for delivery of the
relevant Autologous Cell Therapy Product;
and (c) where for any reason a Reserve Bag
is supplied to Provider under this
Agreement and unless otherwise agreed in
writing between the Parties: (i) the Reserve
Bag shall be delivered to the same Delivery
Location as that specified for the original
bag; (ii) title and risk in such Reserve Bag
shall pass upon delivery as per clause 6.2;
and (iii) the provisions of clauses 6.4, 6.5,
9, 10 and 11 shall apply to the delivery of
the Reserve Bag (save that no further
Reserve Bag shall be available in the event
that delivery of the Reserve Bag is rejected
or the Autologous Cell Therapy Product in
such Reserve Bag is lost or damaged).

PATIENT UNABLE TO RECEIVE
AUTOLOGOUS CELL THERAPY
PRODUCT FOR MEDICAL
REASONS

If Kite initiates or completes the
manufacture of an Autologous Cell
Therapy Product Ordered for a patient and
there is a valid medical reason why,
subsequent to the Order being placed, the
patient can no longer receive the
Autologous Cell Therapy Product, then
Provider will not be responsible for the
cost of such Autologous Cell Therapy
Product. Such valid medical reasons may
include, but are not limited to, the decline
in patient health (as determined by the
physician) or death of the patient. In such
circumstances, Provider must submit a
written notice to Gilead documenting the
reason why the patient did not receive the
Autologous Cell Therapy Product in
question. In this situation, Provider should
contact the Kite Konnect™ Case Manager
within fifteen (15) business days after the
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11.2

12,
12.1

12.2

(15) pracovnich dni poté, co byl zdravotni
davod identifikovan a Kite Konnect™ case
manazer poskytne Poskytovateli
poradenstvi ohledné dalich krokd a
dokumentace. Pokud byl dany pfipravek
jiZ dodan na misto dodéni, Poskytovatel
zni¢i vSechny pfipadné oteviené vaky s
takovym pfipravkem pro autologni
bun&&nou terapii (v souladu s biologickymi
procedurami poskytovatele a se viemi
piislunymi pravnimi pfedpisy). Viechny
pfipadné neoteviené vaky s pfipravkem
pro autologni bunéfnou terapii budou
zni¢eny Poskytovatelem (v souladu s
biologickymi procedurami poskytovatele a
se viemi pfisludnymi pravnimi pfedpisy).
Povinnost podle pfedchozi véty se uplatni
bez ohledu na divod, zjakého nebyl
pfipravek pacientovi podan.

Jakmile spoleénost Gilead obdrzi od
Poskytovatele nezbytnou dokumentaci
potvrzujici, Ze byl dany pfipravek pro
autologni bunéénou terapii zlikvidovan v
souladu s odstavcem 11.1 vyie, spolenost
Gilead zru$i pfislu$nou objednavku a vrati
cenu zaplacenou za dany pfipravek pro
autologni buné&nou terapii (nebo pokud
jeSté nebyla uhrazena, vystavi opravny
dafiovy doklad k p¥islu§né faktuie).

STAHOVANI PRIPRAVKU

Poskytovatel je povinen dodrZovat
viechny pfiméfené pokyny spolednosti
Gilead tykajici se pfipadného pozastaveni
vyroby nebo stahovdni pfipravku pro
autologni  bunénou  terapii, nebo
jakéhokoli jiného napravného opatieni,
které je pfijato spole¢nosti Gilead nebo
Jjejim jménem v souvislosti s pfipravkem
pro autologni buné&énou terapii po dodéni
Poskytovateli.

AniZ by byly dotéeny povinnosti kterékoli
ze smluvnich stran dle pfislu$nych
pravnich pfedpisl, spolenost Gilead
pfijme pouze takové vracené pfipravky pro
autologni bunécnou terapii, které byly
stazeny spoleCnosti Kite ve spolupraci se

spoleCnosti Gilead a v souladu s
konkrétnimi  pokyny udélenymi v
okamZiku stahovani. VSechny takto

staZené piipravky pro autologni bun&&nou
terapii museji byt zabaleny samostatné a
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medical reason has been identified, who
will advise Provider of the steps and
documentation required. If the Autologous
Cell Therapy Product in question has
already been delivered to the Delivery
Location, Provider shall destroy any
opened bags of such Autologous Cell
Therapy Product (as per Provider’s
biologics procedure and in accordance
with all applicable laws and regulations).
Any unopened bags of Autologous Cell
Therapy Product shall be destroyed by
Provider (as per Provider’s biologics
procedure and in accordance with
applicable laws and regulations). The
obligation under the previous sentence
applies regardless of the reason for which
the Product was not administered to the
patient.

Once Gilead receives the necessary
documentation from Provider confirming
that the Autologous Cell Therapy Product
in question has been destroyed in
accordance with clause 11.1 above, Gilead
shall cancel the relevant Order and
reimburse the Price paid in respect of the
Autologous Cell Therapy Product in
question (or, if not yet paid, issue a credit
note against the corresponding invoice).

PRODUCT RECALL

Provider must comply with all reasonable
instructions of Gilead in relation to any
product hold or product recall campaign
organised in respect of an Autologous Cell
Therapy Product, or any other corrective
action reasonably taken by or on behalf of
Gilead in respect of the relevant
Autologous Cell Therapy Product after
delivery to Provider.

Without limiting either Party’s obligations
under applicable laws and regulations,
Gilead will only accept returns of any
Autologous Cell Therapy Product which
are recalled by the Kite in collaboration
with Gilead and in line with the specific
instructions given at the time of the recall.
All such recalled Autologous Cell Therapy
Product must be packaged separately,
clearly identified as returns relating to the
recall and accompanied by a separate
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12.3

13.
13.1

13.2

viditelné oznaéeny jako vracené z diivodu
stahovani a musi k nim byt pfipojena
zpréva o vraceni. V této zprav€ musi byt
uvedeny podrobnosti o diivodu stahovéni,
apokud je to vyZadovano, tak také viechna
¢isla SarZi. Poskytovatel je povinen
ponechat si kopii této zprivy, a osoba
odpovédna za stahovani pfipravkd musi
tuto zpravu podepsat, a potvrdit tak, Ze
spole€nost Gilead (nebo jeji zastupce i
subdodavatel) piipravek pro autologni
bunéénou terapii pievzala.

Pod podminkou, Ze je dodrZeno ustanoveni
¢lanku 17 niZe, ma Poskytovatel v piipadé
stazeni pfipravku pro autologni bunéénou
terapii k dispozici pouze pravo na: (a)
dodéni ndhradniho vaku s pfipravkem bez
dodateénych nékladid (pokud je pro daného
pacienta (dané pacienty) k dispozici), nebo
(b) zruseni objednavky a vraceni ceny,
kiterd byla za staZeny pfipravek pro
autologni bun€cnou terapii zaplacena
(nebo, pokud jest¢ nebyla zaplacena,
vystaveni opravného daiového dokladu k
pfisluiné faktuie).

KVALITA

Pfisluiné povinnosti kazdé ze smluvnich
stran (nebo jejich dcefinych spoleénosti)
tykajici se zajiSténi systému kvality, jsou
uvedeny v dohodé o zajisténi kvality. V
pfipadé rozporu mezi podminkami
uvedenymi v dohodé o zajisténi kvality a
podminkami této smlouvy, které se tykaji
kvality, jsou v tomto rozsahu rozhodujici
podminky uvedené v dohodé o zaji5téni
kvality.

Jestlize spoleénost Gilead kdykoli v
pribéhu trvani této smlouvy dojde k

zavéru, Ze pracoviit€ jiz nadéle
nevyhovuje poZadavkiim  spole€nosti
Gilead (nebo spole€nosti Kite) na

akreditaci, je spole¢nost Gilead opravnéna
(aniz by tim byla dotéena jind jeji prava a
naroky a aniZ by ji tim vznikala jakékoli
odpovédnost vii¢i Poskytovateli): (a) zrusit
veskeré nevyfizené objednavky, jednotlivé
nebo vSechny soufasn€, nebo pozastavit

dodavky  piipravkl pro  autologni
bun&énou terapii dle této smlouvy, a (b)
odmitnout pfijeti jakychkoli dalSich

objednidvek na piipravky pro autologni

Version dated 4. 5. 2022

12.3

13.
13.1

13.2

returns notification. The notification must
give details of the type of recall and, where
appropriate, all batch numbers. Provider
must keep a copy of the notification and the
person responsible for collection must sign
it to acknowledge that the Autologous Cell
Therapy Product has been received by
Gilead (or its agent or sub-contractor).

Subject to clause 17 below, Provider’s
remedies in the event of a recall of
Autologous Cell Therapy Product shall be
limited to either: (a) delivery of a Reserve
Bag (to the extent available for the specific
patient(s)) at no extra cost; or (b)
cancellation of the Order and
reimbursement of the Price paid in respect
of the recalled Autologous Cell Therapy
Product (or, if not yet paid, issue a credit
note against the corresponding invoice).

QUALITY

The respective responsibilities of each
Party (or its affiliate) in relation to
technical and quality matters are further set
out in the Quality Agreement. In the event
of a conflict between the terms of the
Quality Agreement and the terms of this
Agreement on quality related matters, the
terms of the Quality Agreement shall, to
the extent of such conflict, prevail.

If at any time during the term of this
Agreement Gilead determines that a Site
no longer satisfies Gilead’s (or Kite’s)
requirements for qualification, Gilead may
(without prejudice to its other rights and
remedies and without liability to Provider):
(a) cancel any pending Orders, in whole or
in part, or suspend deliveries of
Autologous Cell Therapy Products
hereunder; and (b) refuse to accept any
further Orders for Autologous Cell
Therapy Products until the applicable Site
has been requalified.
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14.
14.1

bunétnou terapii a% do chvile, kdy bude
zajist€no, Ze piislusné pracovisté znovu
spliiuje nezbytné podminky.

OCHRANA UDAJG

Pro Cely pfisluinych pfedpisii o ochrané
osobnich udajii (jak jsou definovany
v odstavei 14.2 niZe):

(2)

(b

©

Poskytovatel je spravcem ve vztahu
ke véem ndajim o pacientech, které
shromazd'uje a Zpracovava
v souvislosti s 1é&bou pacienta.

Spole¢nost Kite je spravcem tdaji ve
vztahu ke vSem Gdajiim o pacientech
poskytnutym Poskytovatelem, které
spoleCnosti Gilead a Kite potfebuji k
vyfizeni objednavky, k vyrobeni
pfipravkli pro autologni buné&nou
terapii a k jejich dodani Poskytovateli,
jakoZ i ve vztahu ke viem dajiim o
pacientech, které si spole¢nost Kite
potfebuje ponechat poté, co jsou
pfipravky pro autologni bunéénou
terapii poskytnuty Poskytovateli, aby
mohla splnit své zakonné povinnosti
(napf. zédznamy o vyrobg, hlaSeni
tykajici se farmakovigilance apod.).

Spolegnost Gilead je za spole&nost
Kite  zpracovatelem udaji o
pacientech, které jsou nezbytné k
vyfizeni objednidvky a k dodani
pfipravklh pro autologni bunéénou
terapii  Poskytovateli.  Spole&nost
Gilead je spravcem tidajii ve vztahu
k jakymkoliv tdajim o pacientech,
které si spoleénost Gilead musi
ponechat poté, co jsou pfipravky pro
autologni bunéénou terapii
poskytnuty Poskytovateli, aby mohla
splnit své zdkonné povinnosti (napf.
zaznamy o vyrobé a distribuci, hl43eni
tykajici se farmakovigilance apod.),
jakoz i jakymkoliv osobnim udajim
poskytnutym Poskytovatelem (napt.
kontakty v nemocnici, oSetiujici Iékaf
apod.), které jsou nezbytné k vyfizeni
objednavky a dodani pfipravkil pro
autologni bunéénou terapii
Poskytovateli.

14.2 Pfi shromazd'ovani a zpracovani viech
piipadnych osobnich udaji (jak jsou
definovany v souladu s pravnimi ptedpisy
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DATA PROTECTION

For the purposes of Applicable Data
Protection Laws (as defined in clause 14.2
below):

(@

(b)

(©)

Provider shall be the data controller of
any patient data it collects and
processes for the treatment of the
patient.

Kite shall be the data controller as
relates to any patient data provided by
the Provider which is required for
Gilead and Kite to process an Order,
manufacture Autologous Cell
Therapy Products and deliver the
Autologous Cell Therapy Products to
the Provider as well as for any patient
data Kite needs to retain following the
provision of Autologous Cell Therapy
Products to the Provider in order to
meet its legal and regulatory
obligations (e.g.  manufacturing
records, pharmacovigilance reporting,
etc).

Gilead shall be a data processor, on
behalf of Kite, of patient data required
to process an Order and deliver the
Autologous Cell Therapy Products to
the Provider. Gilead shall be the data
controller as relates to any patient data
Gilead needs to retain following the
provision of Autologous Cell Therapy
Products to the Provider in order to
meet its legal and regulatory
obligations (e.g. manufacturing and
distribution records,
pharmacovigilance reporting, etc.) as
well as for any other personal data
provided by the Provider (e.g. hospital
contacts, treating physician, etc.)
which is needed in order to process an
Order and deliver the Autologous Cell
Therapy Products to the Provider.

14.2 In collecting and processing any Personal
Data (as defined under any laws relating to

data protection,

data privacy and/or
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14.3

14.4

na ochranu udaji, soukromi a bezpetnosti
informaci a které se vztahuji na obg
smluvni strany pfi plnéni jejich povinnosti
dle této smlouvy (,,pFislusné p¥edpisy o
ochrané udaji*) obé smluvni strany: (a)
vZdy dodrzuji ptislusné ptfedpisy o ochran¢
udaji, a to, mimo jiné, i tim, Ze néleZité
ziskavaji a maji zdokumentoviny vSechny
potfebné souhlasy od pacientd, maji
zavedeny postupy a procedury nezbytné ke
splnéni viech poZadavk od pacientd, ktefi
si pfeji uplatnit sva prava dle pfislu$nych
pfedpisti o ochran¢ Gdajl, a déle tim, Ze
plni své informaéni povinnosti a dalsi
povinnosti stanovené té€mito piislunymi
pfedpisy o ochrané 0dajii (a ob& smluvni
strany si navzijem poskytnou piiméfenou
pomoc ve spojitosti s vySe uvedenymi
zélezitostmi), a (b) maji v G¢innosti
viechna potfebna technicka a organizacni
bezpetnostni opatfeni, ktera zajiStuji
ochranu pfed neopriavnénym nebo
nezakonnym zpracovanim osobnich idajii
a pfed ndhodnou ztratou osobnich idaji a
pfed jejich zni¢enim nebo poSkozenim, v
souladu s poZzadavky pfisluinych ptedpist
o ochrané ndaju (,,poruseni zabezpeeni
osobnich itdaja“). Jakmile se kterakoli ze
smluvnich stran dozvi o poruseni
zabezpefeni  osobnich  ddaji, (i)
neprodiené o tom informuje druhou
smluvni stranu, (ii) vyvine veSkeré usili
nezbytné k napraveni poruseni
zabezpeteni osobnich udaji a k zabranéni
tomu, aby k nému opét doslo, a (iii)
poskytne druhé smluvni stran& pfimé&fenou
soucinnost v souvislosti s opatfenimi za
tcelem zajisténi népravy, kterd pfiijima
druha strana.

Poskytovatel spolecnosti Gilead
zpfistupni, pfenese nebo jinak poskytne
osobni Gidaje pouze v pfipad€, kdy je to
zakonné, a to v souladu se viemi souhlasy,
které ziskal od pacientli nebo jinak v
souladu s pfislusnymi piedpisy o ochrané
udaji.

Bez ohledu na ustanoveni 14.1 vyse,
v rozsahu, v jakém se spole€nost Gilead a
spole¢nost Kite povaZuji za zpracovatele
osobnich udaji pro Poskytovatele podle
piislusnych pfedpisii o ochrané udaji v
ramci plnéni jeho povinnosti dle této
smlouvy, kromé plnéni svych povinnosti
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information security which are applicable
to the performance by each party of its
obligations under this Agreement
(“Applicable Data Protection Laws™))
each Party shall: (a) comply at all times
with the Applicable Data Protection Laws,
including, without limitation, by obtaining
and documenting appropriately all
necessary consents from Patients, having
in place necessary practices and
procedures to fulfil any requests by
Patients seeking to exercise their rights
under the Applicable Data Protection
Laws, and complying with notification and
other obligations set out in such Applicable
Data Protection Laws (and each Party shall
provide the other with reasonable
assistance in relation to the foregoing); and
(b) have in place all necessary technical
and organisational security measures
against unauthorised or  unlawful
Processing of Personal Data and against
accidental loss or destruction of, or damage
to, Personal Data, as required under
Applicable Data  Protection Laws
(“Personal Data Breach”). Upon
becoming aware of a Personal Data
Breach, each Party shall: (i) notify the
other without undue delay; (ii) undertake
all remediation efforts necessary to remedy
the Personal Data Breach and prevent its
recurrence; and (iii) provide reasonable
cooperation to the other Party in relation to
any remediation efforts being undertaken
by the other Party.

Provider shall only disclose, transfer or
otherwise make available to Gilead
Personal Data where lawful, in accordance
with all consents obtained from and
disclosures made to Patients, and
otherwise in accordance with Applicable
Data Protection Laws.

Notwithstanding clause 14.1 above, to the
extent Gilead and/or Kite are considered to
be processing personal data on behalf of
the Provider under Applicable Data
Protection Laws in the performance of its
obligations under this Agreement, in
addition to Gilead’s obligations in clause
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dle odstavce 14.2 vySe spoleénost Gilead
zajisti (a zajisti, Ze spole¢nost Kite):

(a)

(b)

(©)

(d

()

6

Zpracovava pouze osobni idaje, které
Jjsou nezbytné k dodani piipravku pro
autologni bunétnou terapii, pakliZe
pfisludné piedpisy neuklddaji jiny
postup,

je obecné opravnéna vyuZivat
subdodavatele, pfiCemZ nese plnou
odpovédnost za  vSechny své
subdodavatele,

zajisti, aby jeji pracovnici, ktefi maji
pfistup k osobnim udajim, byli
zavazdni k dodrZovani povinnosti
zachovani mi¢enlivosti,

poskytne Poskytovateli pfimé&fenou
soucinnost pii plnéni jeho povinnosti
dle pfislusnych pfedpisi o ochrang
udajt, které souviseji se
zabezpeenim, s informovanim o
porudeni zabezpeceni osobnich 0idaj,
s posouzenim vlivu na ochranu
osobnich tdajii a s konzultacemi s
dozorovymi Gfady, ato s pfihlédnutim
k povaze zpracovani a informaci,

které méd spoletnost Gilead k
dispozici,
podle rozhodnuti Poskytovatele

vymaze nebo vrati viechny osobni
udaje na zadost Poskytovatele nebo
pfi vypovézeni této smlouvy, paklize
pfisluSné pfedpisy nepoZaduji jiny
postup,

na poZidani poskyine informace
pfimétené nutné k doloZeni toho, Ze
byl dodrZen tento &lanek 14, a umozni
Poskytovateli na jeho ndklady
pozadat o audit nebo kontrolu;
jakmile spole¢nost Gilead takovouto
Zadost obdrzi, smluvni strany se
domluvi na rozsahu a &asovém
pribéhu takového auditu nebo takové
kontroly a dohodnou se na
pfislusnych ujednanich o zachovani
mléenlivosti v souvislosti s timto
auditem nebo s touto kontrolou (za
ucelem vylougeni veskerych
pochybnosti, Zidna z vy$e uvedenych
skuteCnosti nezakldda povinnost
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14.2 above, Gilead shall (and shall ensure
that Kite shall):

(@

(b

(©)

(d)

©

6]

only process Personal Data as
required to supply Autologous Cell
Therapy Products unless required
otherwise by applicable law;

be generally authorised to use
subcontractors provided that Gilead
shall remain fully liable for any of its
subcontractors;

ensure that all Gilead personnel who
have access to Personal Data are
subject to suitable confidentiality
obligations;

taking into account the nature of the
processing and information available
to Gilead provide reasonable
assistance to Provider in meeting its
obligations under Applicable Data
Protection Laws relating to security,
personal data breach notification, data
protection impact assessments and
prior consultation with supervisory
authorities;

at the choice of Provider, delete or
return all Personal Data on Provider’s
request or upon termination of this
Agreement, unless required otherwise
by applicable law;

upon request make available
information reasonably necessary to
demonstrate compliance with this
clause 14, and allow, at Provider’s
cost and expense, for Provider to
request an audit or inspection and
upon receiving such request the
Parties shall discuss the scope, timing
duration and applicable
confidentiality arrangements for such
audit or inspection (for clarity,
nothing in the foregoing shall require
Gilead to make available any data,
material or information of any of
Gilead’s other customers); and
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14.5

15.
151

spoleénosti  Gilead  poskytnout
jakékoli Udaje, materidly nebo
informace o jakychkoli dalsich

zakaznicich spoleénosti Gilead),
(g) je opravnéna pfenést osobni udaje do
zemf v ramci Evropského
hospodafského prostoru a do zemi
mimo Evropsky hospodéisky prostor,
existuje-li k tomu pravni divod, za
dodrzenf  pravidel stanovenych
piislu§énymi pravnimi pfedpisy.

V ptipadé zpracovani Udajl, na které se
vztahuje ustanoveni odstavce 14.4 vyS3e,
bude zpracovani osobnich udaji probihat
po dobu trvani této smlouvy pro ucely
plnéni povinnosti spole¢nosti Gilead dle
této smlouvy nebo pro Gcely nezbytné k

~dodrZeni pravnich povinnosti a bude

zahrnovat osobni udaje, které se tykaji
pacientli, v¢einé zvlaStnich Kkategorii
osobnich 1daju tykajicich se zdravotniho
stavu.

DUSEVNI VLASTNICTVi

Veskera prava k (a) patentlim; (b)
vynédleziim, objevlim, uZitnym vzorim a
vylepSenim, bez ohledu na to, zda je mozné
je chranit patentem nebo registraci ¢i
nikoli; (¢) autorskd prava a souvisejici
prava; (d) moralni prava, (e) prava k
primyslovym vzorim; (f) ochranné
znamky, (g) veSkera prava k obchodni
firmé& nebo k obchodnim ndzvim a k
nazviim domén, prava ke vzhledu, prava ke
goodwillu nebo prava podat Zalobu z titulu
nekalé soutéZe, (h) prava k databdzim, (i)
prava k diveérnym informacim, k know-
how a k obchodnim tajemstvim a (j) ostatni
prava duSevniho vlastnictvi, v kazdém
piipadé at jiZ registrovanému nebo
neregistrovanému a véetné vSech Zadosti
(nebo prav podat Zadost) o né, a
prodlouZeni a roz$ifeni t&chto prav a prav
uplattiovat pfednostni pravo a viechna
podobnd nebo ekvivalentni prava nebo
formy ochrany, které existuji nyni nebo
budou existovat v budoucnu v libovolné
dasti svéta (spoleéné ,.prava duSevniho
vlastnictvi) spole€nosti Gilead,
spole€nosti Kite nebo jejich dcefinych
spole¢nosti ve vztahu k pfipravkim pro
autologni bun&nou terapii, k sad€ nebo k
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15.
15.1

(g) be entitled to transfer personal data to
countries within the European
Economic Area and to countries
outside the European Economic Area
where there is a lawful basis to do so
and in compliance with applicable
laws.

In relation to processing subject to clause
14.4 above, the processing of Personal
Data will be for the duration of this
Agreement, for the purposes of Gilead’s
performance of its obligations under this
Agreement or as required to comply with
regulatory  obligations, and include
Personal Data relating to patients,
including sensitive health data.

INTELLECTUAL PROPERTY

All rights in and/or to: (a) patents; (b)
inventions, discoveries, utility models and
improvements whether or not capable of
protection by patent or registration; (c)
copyright and related rights; (d) moral
rights; (¢) design rights; (f) trade marks and
service marks; (g) business or trade names,
domain names, rights in get-up, rights to
goodwill or to sue for passing off or unfair
competition; (h) database rights; (i)
confidential information, know-how, trade
secrets; and (j) other intellectual property
rights, in each case whether registered or
unregistered and including all applications
(or rights to apply) for, and renewals or
extensions of, and rights to claim priority
from, such rights and all similar or
equivalent rights or forms of protection
which subsist or will subsist now or in the
future in any part of the world (together
defined as “Intellectual Property
Rights™) of Gilead, Kite or their affiliates
in or relating to Autologous Cell Therapy
Products, the Kit or any other items,
products or materials provided by Gilead
under or in relation to this Agreement, shall
at all times remain the property of the
relevant Gilead affiliate. Unless otherwise
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15.2

16.

16.1

16.2

16.3

libovolnym jinym poloZkdm, vyrobkim
nebo  materidlim, které  poskytne
spoleCnost Gilead dle této smlouvy nebo v
souvislosti s touto smlouvou, zistivaji
stile  majetkem  pfislusné  dcefiné
spolenosti Gilead. Neni-li v élanku 18
této smlouvy uvedeno jinak, Poskytovatel
nezvefejni Zadné informace tykajici se této
smlouvy, véetné viech obchodnich nazvi
nebo ochrannych zndmek spole¢nosti
Gilead, spolecnosti Kite nebo jejich
deefinych spole¢nost (at jiz
registrovanych nebo neregistrovanych),
ani nedovoli zvefejnéni Zadnych takovych
informaci bez pfedchoziho pisemného
souhlasu spoleénosti Gilead.

S vyjimkou préav, ktera jsou udélena touto
smlouvou, se ma za to, Ze¢ Zadnd ze
skuteCnosti uvedenych v této smlouvé
nebude vykladana jako skute€nost, kterou
by byl Poskytovateli udélovan, vyslovné
nebo implikovang, jakykoli druh prava
nebo licence k libovolnému pravu
duSevniho vlastnictvi nebo jiného prava
spole¢nosti Gilead, spole¢nosti Kite nebo
jejich dcefinych spole¢nosti.

PROHLASENI A ZARUKY

Ob& smluvnf strany timto prohladuji, e:
(a) maji pravo uzaviit tuto smlouvu,

(b) podminky této smlouvy nejsou v
rozporu s jinymi  smluvnimi
povinnostmi smluvnich stran,
vyslovnymi nebo konkludentnimi;

(c) vSechny &innosti, které provad&ji v
souvislosti s ptipravky pro autologni
buné&énon terapii, budou v souladu se
vSemi pfisluSnymi pravnimi p¥edpisy
a pokyny.

Spole¢nost Gilead zaruduje, Ze ona sama
nebo ostatni dcefiné spoleénosti vlastni
viechna povoleni, souhlasy a certifikace,
kterd jsou nezbytnd k dodavani sad
Poskytovateli a k dovaZeni ptipravkii pro
autologni bun&Enou terapii do Ceské
republiky k dal§imu dodéani Poskytovateli.

Poskytovatel prohlasuje, Ze:
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specified in Article 18 of this Agreement,
the Provider shall not without the prior
written consent of Gilead publish or permit
to be published any information
whatsoever relating to this Agreement,
including any corporate names or trade
marks (whether registered or unregistered)
of Gilead, Kite or any of their affiliates.

Except for the rights granted herein, it is
understood that nothing in this Agreement
will be construed as granting Provider,
either expressly or by implication, any type
of right or licence under any Intellectual
Property Right or other right of Gilead,
Kite or their affiliates.

REPRESENTATIONS AND

WARRANTIES
Each Party warrants and represents that:

(a) it has the right to enter into this
Agreement;

(b) the terms of this Agreement are not
inconsistent with other contractual
obligations, expressed or implied,

which it may have; and

all activities that it conducts in
connection with Autologous Cell
Therapy Products will comply with all
applicable laws, regulations and
guidelines.

(c)

Gilead warrants that either it or its affiliates
hold all licences, approvals and
certifications necessary in order to supply
the Kits to Provider and to import
Autologous Cell Therapy Products into the
Czech Republic for onward supply to
Provider.

Provider warrants that:
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16.4

17.
171

17.2

17.3

(a) pftipravky pro autologni bunéénou
terapii doddvané dle této smlouvy
budou pouzity vvhradné k 1écbe
konkrétnich  pacienti a na
odpovédnost Poskytovatele a

(b) on sam a kazdé pracoviité maji

vSechna povoleni.

ODPOVEDNOST

Z4dnd ze skutetnosti uvedenych v této
smlouvé nevyluuje ani neomezuje
odpovédnost Zadné smluvni strany, pokud
neni tato odpovédnost vyloudena nebo
omezena pravnimi pFedpisy, vcetng
odpovédnosti za: (a) dmrti nebo Gjmu na
dané smluvni strany nebo jejich
zaméstnanci, zastupci nebo
subdodavatelli, nebo za (b) podvod nebo
podvodné zkresleni informaci danou
smluvni stranou nebo jejimi vedoucimi
pracovniky ¢i zaméstnanci.

Za  fhcéelem  vyloudeni  veSkerych
pochybnosti, skute¢nost, Ze spolecnost
Kite ozna¢i pracovi§té jako zplisobila v
souladu s odstavcem 2.1 (nebo jinak ve
spojitosti s touto smlouvou) nikterak
neomezuje trvale platné povinnosti
Poskytovatele vii¢i pacientim nebo jeho
odpovédnost vii€i nim (véetné piipadné
odpovédnosti za zanedbani zdravotni péce)
nebo vici libovolné jiné tieti strané.
Poskytovatel nese vyhradni odpovédnost
za zajiténi toho, Ze kaZdé pracoviité a jeho
1é¢ba pacientl neustale spltiuji poZadavky
vSech pfislusnych pravnich pfedpisi a Ze

Poskytovatel drzi vSechna potiebnd
povoleni.
Za podminek odstavce 17.1, nenese

spolenost Gilead odpovédnost dle této
smlouvy ani ve spojitosti s touto smlouvou
(at’ jiz smluvni, ob€anskopravni (vSetné
odpovédnosti vyplyvajici z nedbalosti),
odpovédnost za porufeni zikonné
povinnosti nebo jinou odpovédnost) za: (a)
Zadny usly zisk, u$lé trzby nebo ztratu
zakazky, ztratu oekavanych Gspor, ztratu
dobrého jména nebo poskozeni dobré
povésti nebo ztratu &i poskozeni dat (v
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(a) Autologous Cell Therapy Products
supplied under this Agreement shall
only be used for the treatment of
individual patients under Provider’s
responsibility; and

(b) it and each Site holds all Licences.

LIABILITY

Nothing in this Agreement shall exclude or
limit either Party’s liability to the extent
the same may not be excluded or limited as
a matter of law, including (to such extent)
liability for: (a) death or personal injury
caused by that Party’s negligence, or that
of its employees, agents or sub-
contractors; or (b) fraud or fraudulent
misrepresentation by that Party or its
officers or employees.

For clarity, qualification of each Site by
Kite in accordance with clause 2.1 (or
otherwise in connection with this
Agreement) shall in no way limit
Provider’s ongoing obligations towards
and/or liability to patients (including,
without limitation, any liability for clinical
negligence) or any other third party.
Provider remains solely responsible for
ensuring that each Site and its treatment of
patients complies at all times with all
applicable laws and regulations and that it
holds all necessary Licences.

Subject to clause 17.1, Gilead shall not be
liable under or in connection with this
Agreement (whether in contract, tort
(including negligence), breach of statutory
duty, or otherwise) for any: (a) loss of
profits, loss of sales or business, loss of
anticipated savings, loss of goodwill or
damage to reputation or loss or corruption
of data (in each case whether direct or
indirect); or (b) special, incidental, indirect
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17.4

18.

18.1

kaZdém piipad€ bez ohledu nato, zda jde o
ztratu &i poSkozeni pfimé nebo nepfimé),
nebo (b) Zadné zvlastni, ndhodné, neptimé
nebo nésledné ztraty nebo Skody.

Za podminek odstavetl 17.1 a 17.3, celkova
odpovédnost spole¢nosti Gilead viici
Poskytovateli ve vztahu ke viem ztratam,
naroktm, zavazkim, nakladim,
rozhodnutim, pokutim, penale, vydajim
(v€etn€ soudnich poplatkil a dal§ich vydaja
na profesiondlni sluzby) a $kodam
libovolné povahy, které vyplynou z této
smlouvy nebo vzniknou ve spojitosti s ni
(at’ jiz jsou disledkem poruseni smlouvy,
oblanskopravni  povinnosti, zikonné
povinnosti nebo diisledkem nedbalosti), a
bez ohledu na to, zda bylo pfimé&fend
mozZné je pfedvidat nebo jim pfedejit,
nepiekroli v pfipadé, Ze se jedna o
objednavku pro pacienta, niz§ z
nasledujicich &astek (i) celkova &astka,
kterou zaplatil Poskytovatel dle této
smlouvy ve vztahu k dané objedndvce,
nebo (ii) 500 000 EUR (pét set tisic euro).

DOBA TRVANI SMLOUVY A JEJi
VYPOVEZENI

Smluvni strany se dohodly, Ze uvefejnéni
této smlouvy v registru smluv dle zdkona
€. 340/2015 Sb., o zvlastnich podminkach
UCinnosti né€kterych smluv, uvefejfiovani
t€chto smluv a o registru smluv, ve znéni
pozdéjsich predpisti (,,Zakon o registru
smluv™) zajisti Poskytovatel, a to
nejpozdéji do 30 dni od uzavieni této
smlouvy, a to plné v souladu s poZadavky
Zakona o registru smluv. Poskytovatel
uvefejni verzi této smlouvy, kterou mu za
timto ucelem pfipravi kuvefejnéni a
poskytne spolecnost Gilead nejpozdgji
v den podpisu této smlouvy, a to v strojové
Citelném formatu v elektronické podobg.
Poskytovatel ma pravo vyjadfit se
kredigované  verzi smlouvy pfed
uvefejinénim smlouvy. Poskytovatel je
povinen vyplnit ve formuldfi pro
uvefejnéni smlouvy v registru smluv
adresu datové schrianky spole¢nosti Gilead
JxjjSsx, aby spravce registru smluv mohl
spoleCnosti Gilead zaslat potvrzeni o
uvefejnéni podle § 5 odst. 4 Zakona o
registru smluv.
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or consequential loss or damage.

Subject to clauses 17.1 and 17.3, Gilead’s
total liability to Provider in respect of all
losses, claims, liabilities, costs, awards,
fines, penalties, expenses (including legal
fees and other professional expenses) and
damages of any nature whatsoever, and
whether or not reasonably foreseeable or
avoidable, arising out of or in connection
this Agreement (whether arising in
contract, tort, negligence, breach of
statutory duty or otherwise) shall not
exceed where involving an Order for a
patient the lesser of (i) the total amount
paid by Provider under this Agreement in
relation to the Order, or (ii) €500,000 (five
hundred thousand euros).

TERM AND TERMINATION

The Parties agree that the Provider will
ensure the publication of this Agreement in
the register of contracts under the Act no.
340/2015 Coll., on special conditions for
the effectiveness of some contracts,
publication of these contracts and register
of contracts, as amended (“Contracts
Register Act”) no later than 30 days after
the conclusion of this Agreement and fully
in accordance with the requirements of the
Contracts Register Act. The Provider will
publish a version of this Agreement, which
will be prepared for this publication
purpose and provided by Gilead no later
than on the day of signing this Agreement,
in machine-readable format in electronic
form. The Provider has its right to
comment on the redacted version of the
Agreement before its publication. The
Provider is obliged to fill in the address of
Gilead’s data box jxjjSsx on the form for
publication of the Agreement in the
contract register, so that the contracts
register administrator is allowed to send
Gilead a confirmation of publication
pursuant to Section 5(4) of the Contracts
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18.2

18.3

18.4

18.5

18.6

18.7

Neuvetejni-li Poskytovatel tuto smiouvu v
registru smluv ve lhiit€¢ ujednané v ¢lanku
18.1, bude spole¢nost Gilead opravnéna
tuto smlouvu uvefejnit v registru smluv
sama.

Ujednani ¢lankd 18.1 a 18.2 se pouziji
mutatis mutandis také na uvefejiiovani
jakéhokoli dodatku ¢i provadécich smluv
(objednavek) k této smlouvé v registru
smluv.

Tato smlouva vstupuje v tG¢innost k datu
uéinnosti, a pokud nebude vypovézena
difve v souladu s ustanovenimi této
smlouvy, zlistava v platnosti a u¢innosti po
dobu 24 mésic ode dne podpisu této
smlouvy, maximaln& vSak do vycerpani
limitu 36 542 880,00 K& bez DPH.

Spoleénost Gilead je opravnéna

(a) tto smlouvu kdykoli vypovédét bez
udani diivodil za predloZeni vypovédi
smlouvy s vypovédni dobou ftfi (3)
mésice, ktera pocina béZet prvnim

dnem mésice nasledujictho po
dorudeni vypovédi Poskytovateli
nebo

(b) zrusit libovolnou objednavku, celou
nebo jeji &ast, nebo s okamZitou
platnosti pozastavit dodavky dle
jakékoli objednavky na zékladé€
pisemného oznameni,  jestlize
Poskytovatel  porusil  jakékoliv
ustanoveni této smlouvy.

Ukongeni této smlouvy nemd vliv na prava
a povinnosti obou smluvnich stran, které
smluvnim strandm vznikly pfed jejim
zénikem.

V pifipadé ukonCeni této smlouvy z
jakéhokoli divodu spolecnosti Gilead
spoleénost Gilead dokon¢i vyrobu a
provede dodani piipravku pro autologni
bunéénou terapii, ktery je predmétem
zavazné objednavky k datu zaniku
smlouvy, pokud se pro to Poskytovatel
rozhodne (vZdy ovSem za pfedpokladu, Ze
spoleénost Gilead obdrZzela thradu za
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Register Act.

If the Provider does not publish this
Agreement in the contracts register within
the time limit stipulated in Article 18.1,
Gilead will be entitled to publish this
Agreement in the contracts register itself.

The provisions of Articles 18.1 and 18.2
will also apply mutatis mutandis to the
publication of any amendment or partial
contracts (orders) to this Agreement in the
contracts register.

This Agreement shall take effect on the
Effective Date and, unless terminated
earlier in accordance with the provisions of
this Agreement, shall continue in force and
affect for a period of 24 months from the
signing date of the Agreement, but no later
than the limit of CZK 36 542 880,00 VAT
excluded is exhausted.

Gilead may:

(a) terminate this Agreement at any time
without cause with a notice period of
three (3) months commencing on the
first day of the month following the
service of the notice upon the
Provider; or

(b) cancel any Order, in whole or in part,
or suspend deliveries thereunder
immediately on written notice to
Provider if Provider is in breach of
any of the provisions of this

Agreement.

Termination of this Agreement shall not
affect the rights and obligations of either
Party which have accrued prior to
termination.

Upon termination of this Agreement for
any reason by Gilead, Gilead shall, at
Provider’s option (subject always to Gilead
having received payment of all outstanding
unpaid invoices and interest under this
Agreement as well as payment in advance
for any Orders to be fulfilled post-
termination), complete the manufacture
and delivery of an Autologous Cell
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18.8

18.9

19.
19.1

19.2

20.
20.1

vSechny neuhrazené faktury a vSechny
uroky dle této smlouvy spolu se zdlohami
za vSechny pfipadné objedndvky, které
maji byt vyfizeny po zaniku smlouvy).

Zanik této smlouvy nema vliv na platnost
ustanoveni 2.3, 2.8, 6.4, 6.5, 7.1, 8, 10, 11,
12, 17, 18.6, 18.7, 18.8, 19, 20.1, 20.2,
20.11 a 20.12 a na jakakoli dalsi
ustanoveni této smlouvy, kterd maji ziistat
v platnosti i po skonéeni této smlouvy.

Poskytovatel je oprdvnén tuto smlouvu
vypovédét i bez uvedeni divodd s
vypovédni dobou tfi (3) mésici, ktera
poCind béZet prvnim dnem mésice
nasledujictho po dorudeni vypovédi
spole¢nosti  Gilead; Pro  vyloudeni
pochybnosti smluvni strany prohlasuji, e
ujedndni ¢lankd 18.6 se pouZiji mutatis
mutandis také v pfipadé vypovédi ze
strany Poskytovatele.

RESENI SPORT

Obé¢ smluvni strany vynaloZi pfiméfené
Gsili, aby veSkeré piipadné spory nebo
neshody, které vyplynou z této smlouvy
nebo vzniknou ve spojitosti s ni (,,spor®),
vyfesily urychlenym projedndnim v dobré
vife na Grovni manaZerii obou smluvnich
stran,  jejich?  postaveni  odpovidd
dotéenému sporu.

74dné ze skutecnosti uvedenych v odstavci
19.1 nebrani Zddné smluvni strané v tom,
aby kdykoli zahgjila fizeni nebo
pokracovala v f{zeni pfed soudem:

(a) a pozidala o rozhodnuti o
pfedb&ézném opatfeni s cilem zabranit
druhé smluvni strané v jakémkoli
jedndni nebo v tom, aby nutila
jakoukoli dalsi stranu k jakémukoli
konani, nebo

(b) jehoZ Gelem je zabranit tomu, aby

byl uréity narok promlen z diivodu

uplynuti pfipadné zikonem nebo
smlouvou stanovené promi&eci lhity.

VSEOBECNA USTANOVENI

Diivérnost informaci. Viechny piipadné
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Therapy Product which is the subject of a
binding Order as at the date of termination.

Termination of this Agreement shall not
affect the operation of clauses 2.3, 2.8, 6.4,
6.5,7.1,8,10, 11, 12, 17, 18.6, 18.7, 18.8,
19, 20.1, 20.2, 20.11, 20.12 or any other
provisions of this Agreement which are
intended to continue to have effect after it
has come to an end.

Provider may terminate this Agreement by
notice for a cause or for convenience, with
a notice period of three (3) months
commencing on the first day of the month
following the service of the notice upon
Gilead; for avoidance of doubts, the Parties
declare that the provisions of Articles 18.6
will also apply mutatis mutandis to the
termination of the Agreement by the
Provider.

DISPUTE RESOLUTION

Each Party shall use its reasonable
endeavours to resolve any dispute or
difference arising out of or in connection
with this Agreement (a “Dispute”) by
prompt discussion in good faith at a
managerial level appropriate to the Dispute
in question.

Nothing in clause 19.1 precludes any Party
from commencing or continuing
proceedings in any court at any time:

(a) for an interim order to restrain any
other Party from doing any act or
compelling any other Party to do any
act; or

(b)

the purpose of which is to prevent a
claim from becoming time-barred due
to the expiry of any statutory or
contractual limitation period.

GENERAL
Confidentiality. Any of Gilead’s, Kite’s
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20.2

obchodni informace spolecnosti Gilead a
Kite nebo jejich dcefinych spolecnosti a
viechna jejich technickd data, vyrobky,

vyrobni  plany, navrhy  vyrobkd,
dodavatelsky fetézec, cenotvorba,

marketingové plany, vyvojové a vyzkumné
projekty a vysledky vyvoje a vyzkumu,

Skolici materidly, prava nevefejného
duSevniho vlastnictvi a informace o
zdkaznicich nebo o  pracovnicich

zvefejnéné nebo ziskané ve spojitosti s
touto smlouvou jsou divérné a zistavaji
vyhradnim majetkem spolecnosti Gilead
nebo jeji pfislusné dcefiné spolecnosti.
Poskytovatel je povinen zachovévat
mlcenlivost o viech takovych informacich
a pouZivat je vyluéné¢ k ucellim této
smlouvy. Poskytovatel Zzadné takové
divérné informace nepouzije  ani
nezpfistupni k Zadnému jinému Ucelu bez
piedchoziho pisemného souhlasu
spoleénosti Gilead. Za Gelem vylouceni
viech pochybnosti, povinnosti obsazené v
tomto odstavci 20.1 se nevztahuji na
informace, které jsou vefejn€ pfistupné a
vefejné piistupnymi se staly bez toho, Ze
by doslo k poruSeni této smlouvy
Poskytovatelem, a na informace, které
museji byt zpfistupnény dle pfisluinych
pravnich pfedpisi.

Vy§§i moc. Z4dna ze smluvnich stran
nenese odpov&dnost za Zadné nesplnéni
svych povinnosti dle této smlouvy nebo za
prodleni pfi jejich plnéni, jestlize je
pfi¢inou takového neplnéni povinnosti
nebo prodleni s plnnim zésah vy$8i moci.
»ZAasahem vy%¥§i meci“ se rozumi udalost,
kterd je mimo pfimé&fenou Kontrolu
smluvni strany a kterou nebylo s ohledem
na jeji povahu mozné pfedvidat nebo,
pokud ji bylo moZné piedvidat, byla
nevyhnutelnd, jako napfiklad stavky,
vyluky z prace nebo jiné pracovnépravni
spory (at' jiz jsou do nich zapojeni
pracovnici smluvni strany nebo personal
tfeti strany), vypadky v doddvce energii
nebo ve fungovéni dopravni sité, Zivelné
pohromy, valka, teroristicky 1tok,
vzpoura, ob¢anské nepokoje, zdsah organi
civilni ochrany nebo vojenskych organ,

katastrofa celostatniho nebo
mezindrodntho  rozsahu, ozbrojeny

konflikt, svévolné poSkozeni, havarie v
zavodé nebo porucha stroje, jaderna,
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or any of their affiliates’ business
information, technical data, operational,
products, product plans, product designs,
supply chain, pricing, marketing plans,
research and development projects and
results, training materials, non-public
Intellectual Property Rights, customer or
personne!l  information disclosed or
obtained in connection with this
Agreement is confidential and remains the
exclusive property of Gilead or its relevant
affiliate. Provider must maintain any such
information in confidence and use it solely
for the purposes of this Agreement.
Provider will not use or disclose any such
confidential information for any other
purpose without Gilead’s prior written
consent. For the avoidance of doubt, the
obligations contained in this clause 20.1 do
not apply to information that is in the
public domain otherwise than through
breach of this Agreement by Provider, or
to information that is required to be
disclosed by applicable law or regulation.

Force Majeure. Neither Party shall be
liable for any failure or delay in performing
its obligations under this Agreement to the
extent that such failure or delay is caused
by a Force Majeure Event. A “Force
Majeure Event” means any event beyond a
Party’s reasonable control, which by its
nature could not have been foreseen, or, if
it could have been foreseen, was
unavoidable, including strikes, lock-outs
or other industrial disputes (whether
involving a Party’s own workforce or a
third party’s), failure of energy sources or
transport network, acts of God, war,
terrorism,  riot, civil commotion,
interference by civil or military authorities,
national or international calamity, armed
conflict, malicious damage, breakdown of
plant or machinery, nuclear, chemical or
biological contamination, sonic boom,
explosions, collapse of building structures,
fires, floods, storms, earthquakes, loss at
sea, epidemics or similar events, natural
disasters or extreme adverse weather
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chemicka nebo biologickd kontaminace,
acrodynamicky tfesk, vybuchy, z¥iceni
budovy, poZiry, potopy, boufe,
zemétieseni, ztroskotdni, epidemie nebo
podobné udalosti, ptirodni katastrofy nebo
extrémné nepfiznivé klimatické podminky,
pfipadné selhani na strang dodavatel &i
subdodavateld.

Postoupeni priv_a povinnosti a sub-

dodavatelé. Spolecnost Gilead je
opravnéna smluvné svéfit viechny své
povinnosti dle této smlouvy nebo jejich
¢ast libovolnému externimu subdodavateli,
pfiCemz o takovém postupu je povinna
bezodkladng pisemné informovat
Poskytovatele. Spole¢nost Gilead ziistava
odpovédna za vSechny fikony a viechna
opomenuti svych povolenych

subdodavatelil a za ukony a opomenuti
osob, které jsou takovymi povolenymi
subdodavateli zaméstndny nebo najaty,
jako by Slo o vlastni tikony a opomenuti
spole¢nosti Gilead. Je-li spole¢nost Gilead
dle této smlouvy povinna cokoli vykonat
nebo se naopak urcitého konani zdrzet, je
zarovefi povinna zajistit, aby jeji
zam¢stnanci, pracovnici, zdstupci a
zaméstnanci a pracovnici a zastupci
povolenych subdodavatelid byli rovnéz
povinni danou véc vykonat nebo se zdrzet
daného konéni. Poskytovatel je opravnén
smluvné svéfit viechny své povinnosti dle
této smlouvy nebo jejich &ast libovolnému
externimu  subdodavateli  jeding s
pfedchozim pisemnym souhlasem
spole€nosti Gilead a po pfedchozim
uzavieni dohody o kvalitd, piipadng
uzavieni ¢i obstarani dal$i dokumentace
vyZadované spole¢nosti Gilead s takovym
subdodavatelem. Jestlize je Poskytovateli
povoleno smluvné svéfit své povinnosti dle
této smlouvy subdodavateli, Poskytovatel
zlstdva odpovédny za viechny ukony a
viechna opomenuti svych povolenych
subdodavatelii a za ukony a opomenuti
osob, které jsou takovymi povolenymi
subdodavateli zaméstnany nebo najaty,
jako by 8lo o Poskytovatelovy vlastni
tikony a opomenuti. Je-li Poskytovatel dle
této smlouvy povinen cokeli vykonat nebo
se naopak urlitého kondni zdrZet, je
zarovei povinen zajistit, aby jeho
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20.3 Assignment  and

conditions, or default of suppliers or
subcontractors.

Sub-Contracting.
Gilead may sub-contract any or all of its
obligations under this Agreement to any
third party and it is obliged to inform the
Provider about this procedure in writing
without delay. Gilead shall remain liable
for all acts and omissions of its permitted
subcontractors and for the acts and
omissions of persons employed or retained
by such permitted subcontractors as if they
were Gilead's own acts and omissions. If
Gilead is obligated under this Agreement
to do anything or, conversely, to refrain
from doing any particular act, Gilead shall
also ensure that its employees, officers,
agents and subcontractor’s employees,
officers and agents are also obligated to do
or refrain from doing that particular act.
Provider may not sub-contract any or all of
its obligations under this Agreement to any
third party without Gilead’s prior written
consent and subject always to any Quality
Agreement or other documents required by
Gilead being executed or provided
respectively. Where Provider is permitted
to sub-contract any of its obligations under
this Agreement, Provider shall remain
responsible for all acts and omissions of its
permitted sub-contractors and the acts and
omissions of those employed or engaged
by such. permitted sub-contractors as if
they were its own. An obligation on
Provider under this Agreement to do, or to
refrain from doing, any act or thing shall
include an obligation upon Provider to
procure that its employees, staff, agents
and permitted sub-contractors’ employees,
staff and agents also do, or refrain from
doing, such act or thing. Neither this
Agreement nor any of the rights or
obligations created herein may be assigned
by either Party, in whole or in part, without
the prior written consent of the other Party,
not to be unreasonably withheld or
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20.5

zaméstnanci, pracovnici, zastupci a
zaméstnanci a pracovnici a zastupci
povolenych subdodavatelii byli rovnéz
povinni danou v&c vykonat nebo se zdrZet
daného konéni. Tato smlouva ani Zadna
prava nebo povinnosti dle této smlouvy
nesméji byt zadnou ze smluvnich stran
postoupeny, jako celek nebo z Easti, bez
pfedchoziho pisemného souhlasu druhé
smluvni strany; tento souhlas nebude
bezdiivodné odepien. Bez ohledu na vyse
uvedené skutecnosti je spoleénost Gilead
opravnéna postoupit tuto smlouvu na svou
dcefinou spole€nost (véetné, bez omezeni,
spolecnosti Kite) nebo v souvislosti s
prodejem viech nebo vSech svych aktiv
nebo jejich podstatné &asti, vlastniho jméni
nebo podniku nebo v souvislosti s fiizi,
reorganizaci nebo konsolidaci, kterd se
tykd nejméné padesati procent (50 %)
majetkovych cennych papiri spole€nosti
Gilead spojenych s hlasovacim pravem,
bez pfedchoziho souhlasu Poskytovatele.
O takovém postupu je vSak povinna
bezodkladné pisemné informovat
Poskytovatele. Povinnosti a prava dle této
smlouvy pfechdzeji na nastupce a
nabyvatele prav smluvnich stran dle této
smlouvy. Vsechna pfipadnd postoupeni
této smlouvy v rozporu s timto odstavcem
jsou neplatna.

Vzdini se priav., zmény smlouvy a
oddélitelnost ustanoveni. Ustanoveni této

smlouvy mohou byt zménéna a prav dle
této smlouvy je mozné se vzdat jedin€ na
zdkladé vyslovné pisemné dohody,
podepsané, a to i elektronicky, smluvni
stranou, vi¢i niz je takova tlprava nebo
vzdini se prav uplatiiovano. Jestlize
kterdkoli ze smluvnich stran neuplatni
nékteré ze svych prav dle této smlouvy
nebo jej uplatni se zpozdénim, nem4d se za
to, Ze jde o trvalé vzdani se prav nebo
zménu prav této smluvni strany. Bude-li
jedno nebo vice ustanoveni této smlouvy
shledano neplatnym nebo nezdkonnym,
nema to vliv na platnost nebo zakonnost
vech zbyvajicich ustanoveni.

Celkovd  dohoda. Tato smlouva
pfedstavuje celkové ujednani smluvnich
stran ve vztahu k pfedmétu této smiouvy a
nahraznje vSechny pfipadné piedchozi
dohody tykajici se tohoto pfedmétu, které
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delayed. Notwithstanding the foregoing,
Gilead shall be free to assign this
Agreement to an affiliate of Gilead
(including, without limitation, Kite) or in
connection with the sale of all or
substantially all of Gilead’s assets, equity
or business or a merger, reorganisation or
consolidation involving at least fifty
percent (50%) or more of the voting equity
securities of Gilead, without the prior
consent of Provider. Gilead is obliged to
inform the Provider in writing about such
action immediately. This Agreement shall
bind and inure to the benefit of the
successors and permitted assigns of the
Parties hereto. Any assignment of this
Agreement in contravention of this clause
shall be null and void.

Waiver, Modification and Severability.
None of the provisions of this Agreement
may be waived or modified except by an
express agreement in writing signed, even
electronically, by the Party against whom
enforcement of such waiver or
modification is sought. The failure or delay
of either Party in enforcing any of its rights
under this Agreement shall not be deemed
a continuing waiver or a modification by
such Party of such right. If one or more of
the provisions of this Agreement shall be
found to be illegal or invalid, it shall not
affect the legality or validity of any of the
remaining provisions.

Entire Agreement. This Agreement
contains the entire understanding of the

Parties with respect to the subject matter
contained herein and supersedes any
previous agreements on this subject matter
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20.6

20.7

20.8

spolu tyto smluvni strany uzavfely.
VSechny piipadné tpravy této smlouvy
jsou platné a uinné jeding v piipadg, ze
jsou provedeny pisemn& a podepsany
zplnomocnénymi zastupci obou smluvnich
stran. Poskytovatel si v souladu s § 100
odst. 1 zakona ¢. 134/2016 Sb., o zadavani
vefejnych zakdzek, ve znéni pozd&jsich
pfedpisii vyhrazuje pravo, Ze v pfipadé, Ze
spole¢nost Gilead upravi, inovuje, rozsiti
Ciselnou fadu piipravkid pro autologni
bunéénou terapii & pozméni katalogové
oznaceni, kéd VZP nabizenych pfipravki
pro autologni bunéénou terapii a podstata
zavazku ze smlouvy a jednotkova cena
pfipravkd pro autologni buné&&nou terapii
se nezméni, bude moZné formou
pisemného dodatku ke smlouv& uginit tuto
Zménu.

Absence vliva. Ob& smluvni strany
potvrzuji, Ze pfi uzavirani této smlouvy se
nespoléhaly na Zidné jiné vvjadieni,
prohlaSeni,  ujist€ni nebo  zruky
poskytnuté, nebo 1dajné poskytnuté,
druhou smluvni stranou nebo jménem
druhé smluvni strany (at jiz byly
poskytnuty v disledku nedbalosti nebo
neznalosti), neZ jsou vyjadfeni, prohldeni,
ujisténi a zéruky vyslovné uvedené v této
smlouvé, a obé strany berou na védomi, Ze
pfipadna prava a naroky (kromé& pf¥ipadt
poruSeni smlouvy) jim vznikaji jeding ve
spojitosti s vyjadfenimi, prohla$enimi,
ujiSténimi a zérukami vyslovng& uvedenymi
v této smlouvé.

Vztah. Z4dn4 ze skute€nosti uvedenych v
této smlouv€ nema déavat vzniknout
Zadnému partnerstvi nebo spoleénému
podniku mezi smluvnimi stranami, nema z
Zadné smluvni strany ¢init zastupce druhé
strany a nemd Zadnou smluvni stranu
opraviiovat k tomu, aby pfistupovala
jménem druhé smluvni strany na jakékoli

zévazky.

Priava tietich stran, Neni-li v této
smlouv€ vyslovné uvedeno jinak, nenf
Zadné  ustanoveni  této  smlouvy
vymahatelné  Z4dnou tfeti  stranou.
Ustanoveni této smlouvy, ktera odkazuji
na spolenost Kite nebo na dcefiné
spolecnosti Gilead nebo Kite, pfedstavuji
opravnéni pro takové strany, a pokud to
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20.7

20.8

executed by these Parties. No modification
of this Agreement shall be effective unless
the modification is in writing and signed by
an authorised representative of each Party.
Pursuant to Section 100 (1) of the Act No.
134/2016 Sb. Public Procurement Act, as
amended, the Provider reserves the right
that in the event that Gilead modifies,
updates, expands the Autologous Cell
Therapy Product line or changes the
catalogue designation, the VZP code of the
Autologous Cell Therapy Products and the
substance of the Agreement commitment
and the unit price of the Autologous Cell
Therapy Products remain unchanged, the
aforementioned change may be made in a
form of a written amendment to the
Agreement.

Non-Reliance. Each Party acknowledges
that, in entering into this Agreement, it has
not relied on, and shall have no right or
remedy (other than for breach of contract)
in respect of, any statement,
representation, assurance or warranty
made or given, or purportedly made or
given, by or on behalf of the other Party
(whether made negligently or innocently)
other than as expressly set out in this
Agreement.

Relationship. Nothing in this Agreement
is intended to, or shall be deemed to,
establish any partnership or joint venture
between the Parties, constitute any Party
the agent of another Party, or authorise any
Party to make or enter into any
commitments for or on behalf of any other

Party.

Third Partv Rights. Unless otherwise
expressly stated in this Agreement, no
provision of this Agreement shall be
enforceable by any third party. The
provisions of this Agreement that refer to
Kite or affiliates of Gilead or Kite confer a
benefit on such parties and, to the extent
permitted under applicable laws, are
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dovoluji pfisluiné pravni piedpisy, jejich
ucelem je, aby byly vymahatelné t€mito
stranami.

Oznimeni. Viechna pfipadnd oznimend,
kterd maji byt dorucena smiuvni stran€ dle
této smlouvy nebo ve spojitosti s ni, (a)
maji mit pisemnou podobu a byt
adresovana dané smluvni stran€ na adresu
jejiho sidla nebo hlavniho mista podnikani
nebo na jinou adresu, kterou smluvni
strana uvedla druhé smluvni strané
pisemné v souladu s timto ustanovenim, a
(b) maji byt doruena osobné nebo
komerénim kuryrem nebo zaslana
doporucené s potvrzenim dorudeni v zemi,
v niZ ma pfijemce své sidlo (nebo jinou
dorucovaci sluZbou v pfisluiné zemi
nabizejici doru¢eni dal$i pracovni den).
Viechna takovato pfipadna oznameni jsou
povaZovana za obdrzena (i) okamzikem,
kdy byla dorufena na adresu uvedenou
vyse, pokud jde o osobni doruceni, (ii) v
9:00 hod. druhy pracovni den po odeslani,
jestlize jsou odeslana doporuéenou postou
nebo jinou dorucovaci sluZbou nabizejici
doruceni dal$i pracovni den, nebo (iii) v
den a v hodinu, kdy byla podepséna
dorucenka kuryra, pokud jsou doruovana
komerénim kuryrem. Oznameni dorucené
dle této smlouvy neni platné, pokud je
zaslano e-mailem. Timto vSak neni
zapovézeno pouZiti e-mailu pro ucely
béZné provozni komunikace mezi
smluvnimi stranami. Ustanoveni tohoto
odstavce 20.9 se nevztahuji na dorucovani
jakychkoli Zalob nebo jinych dokumentii v
ramci jakychkoli pravnich sport.

20.10 Vyhetoveni. Tato smlouva je vyhotovena

ve dvou stejnopisech, pficemz kazda
smluvni strana obdrzi po jednom. Je-1i tato
smlouva podepisovana elektronicky, kazda
ze smluvnich stran obdrzi jeji shodné
elektronicky podepsané vyhotoveni.

20.11 Rozhodné prive. Tato smlouva a viechny

pfipadné spory nebo naroky, které z ni
vyplyvaji nebo s ni souviseji nebo které
souviseji s predmétem této smlouvy
(vCetné mimosmluvnich spord ¢i narokt),
se ¥idi pravnim ¥adem Ceské republiky a v
souladu s nim jsou rovnéz vykladany,
oviem bez odkazu na ustanoveni o
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20.9

20.10 Counterparts.

intended to be enforceable by such parties.

Notices. Any notice to be given to a Party
under or in connection with this
Agreement shall: (a) be in writing and
addressed to that Party at its registered
office or principal place of business or such
other address as that Party may have
specified to the other Party in writing in
accordance with this clause; and (b) be
delivered personally, delivered by
commercial courier or sent by first-class
recorded (i.e. signed for) post in the
country in which the recipient’s address is
located (or such other next working day
postal delivery service in that country).
Any such notice shall be deemed to have
been received: (i) if delivered personally,
when left at the address referred to above;
(ii) if sent by pre-paid first-class post or
other next business day delivery service, at
9.00 am on the second business day after
posting; or (iii) if delivered by commercial
courier, on the date and at the time that the
courier’s delivery receipt is signed. A
notice given under this Agreement is not
valid if sent by e-mail. However, this is not
intended to prohibit the use of e-mail for
day to day operational communications
between the Parties. The provisions of this
clause 20.9 shall not apply to the service of
any proceedings or other documents in any
legal action.

This Agreement is
executed in two counterparts whereas each
Party will receive one. If this Agreement is
signed electronically, each of the Parties
will receive an identical electronically

signed copy.

20.11 Governing Law. This Agreement and any

dispute or claim arising out of or in
connection with it or its subject matter
(including non-contractual disputes or
claims) shall be governed by and construed
in accordance with the laws of the Czech
Republic, without reference to its conflicts
of law provisions.
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koliznich norm4ch.

neodvolateln€ souhlasi s tim, Ze vyhradni
pravomoc vyfesit pfipadné spory a naroky,
které vyplyvaji z této smlouvy nebo které s
ni souviseji nebo které souviseji s
pfedmétem této smlouvy nebo s jejim
uzavienim (véetné mimosmluvnich spord
&i ndrokd), maji soudy v Ceské republice a
timto se vzdavaji prava uplatnit jakékoli
namitky proti jejich pfislusnosti.

20.13 Jazvkové verze. Tato smlouva je

vyhotovena v feské a anglické jazykové
verzi. Pfi vykladu jakéhokoli ustanoveni
této smlouvy bude mit vzdy pfednost jeji
Ceska jazykova verze,

20.14 Sankce viici Rusku a B&lorusku. Gilead

odpovidd za to, Ze platby poskytované
Poskytovatelem dle této smlouvy nebudou
pfimo nebo nepfimo  zpfistupnény
fyzickym osobdm nebo pravnickym
osobdm, subjektim ¢&i organim nebo
v jejich prospéch ve smyslu &l 2 odst. 2
Nafizeni Rady (EU) &. 208/2014 ze dne 5.
3. 2014 o omezujicich opatfenich viéi
nékterym osobdm, subjektim a organim
vzhledem k situaci na Ukrajing a Nafizeni
Rady (ES) ¢. 765/2006 ze dne 18. 5. 2006
o omezujicich opatfenich vzhledem k
situaci v Bélorusku a k zapojeni B&loruska
do ruské agrese proti Ukrajing a které jsou
uvedeny na tzv. sankénich seznamech (dle
pfiloh ¢ 1 obou nafizeni); bude-li
kterékoliv z nafizeni v budoucnu
nahrazeno jinou legislativou obdobného
vyznamu, uvedend povinnost se uplatni
obdobné. Gilead je povinna Poskytovatele
bezodkladné informovat o jakychkoliv
skute¢nostech, které mohou mit vliv na
odpovédnost spoleénosti Gilead dle tohoto
odstavce. Spole¢nost Gilead je souasné
povinna kdykoliv poskytnout
Poskytovateli bezodkladnou souginnost
pro pfipadné ovéfeni pravdivosti informaci
dle tohoto odstavce. Dojde-li k poruseni
pravidel dle tohoto odstavce, jedna se o
podstatné poruSeni smlouvy ze strany
spolecnosti Gilead.

20.12 Jurisdikce. @~ Obé  smluvni  strany 20.12 Jurisdiction. Each Party irrevocably

agrees that the courts of the Czech
Republic shall have exclusive jurisdiction
to settle any dispute or claim arising out of
or in connection with this Agreement or its
subject matter or formation (including non-
contractual disputes or claims) and hereby
waives any objections thereto.

20.13 Language versions. This Agreement is

made in Czech and English language
versions. In interpreting any provision of
this Agreement, the Czech language
version shall prevail.

20.14 Sanctions against Russia_and Belarus.

Gilead is responsible for ensuring that
payments provided by the Provider under
this Agreement are not made available,
directly or indirectly, to or for the benefit
of natural or legal persons, entities or
bodies within the meaning of Article 2(2)
of Council Regulation (EU) No 208/2014
of 5 March 2014 concerning restrictive
measures directed against certain persons,
entities and bodies in view of the situation
in Ukraine and Council Regulation (EC)
765/2006 of 18 May 2006 concerning
restrictive measures in view of the
situation in Belarus and the involvement of
Belarus in the Russian aggression against
Ukraine and which are included in the so-
called sanctions lists (as set out in Annex 1
to both Regulations); should either
Regulation be replaced in the future by
other legislation of equivalent importance,
the obligation shall apply mutatis
mutandis. Gilead shall promptly inform the
Provider of any facts that may affect
Gilead's liability under this Section. At the
same time, Gilead is obliged to provide
Provider with immediate assistance at any
time to verify the truthfulness of the
information pursuant to this Section.
Breach of the rules under this section shall
constitute a material breach of this
Agreement by Gilead.

Smluvni strany timto prostfednictvim osob AGREED by the Parties through their authorised
opravnénych podepsat tuto smlouvu signatories.
SOUHLASI.
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GILEAD SCIENCES S.R.O.

Misto/Place: [e]
Datum/Date: [e]
Digitally signed by MUDr.,
M U Dr' Pavel Pavel Bfezina, MBA
¥ H Date: 2023.05.18 17:03:28
Brezina, MBA o

Fakultni nemocnice Ostrava

Misto/Place: [@]

Datum/Date: [.] M U D + v r Digitalné podepsal
r. Jlrl MUDr. Jiif Havrlant
Datum: 2023.05.31

Havrlant 16:17:09 +0200°

Jméno/Name: [@]

Funkce/Position: [e]
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Jméno/Name: [@]
Funkce/Position: [e]
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EXHIBIT A / PRILOHA A
Autologous Cell Therapy Products / Pfipravky pro autologni bun&&nou terapii

Tecartus 0.4 - 2 x 108 cells dispersion for infusion / Tecartus 0,4 — 2 x 108 bun&k SU,KL code / Kod
infuzni disperze SUKL: 0250291
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EXHIBIT B/ PRILOHA B

Price List of Autologous Cell Therapy Products / Cenik pfipravki pro autelogni bunéénou
terapii

Nazey vetend zakaaky (2} wDodiviy Beivpch phipravhi YESCARTA 3 TECARTGS~
Cists VZ ve PR Ostrave: Seidizz
Cizoa ndzev 28 VZ 2. Létivy phipravek TECARTLIS

Nazev
nadizendas | Doplwa rhzvi 3 . | Qeraza®iy
4 g | — NBra | ot oy | W TPHy
dzev pokody piecowiy pinkni i ATG skupins r‘:?‘hn; B .

TecaRTug | SABNIOMER |

TECARTUS 0,42  10° bundk infumré disperze 1| 1a1xx

x 5Bl INF D35 1XCBM
f CELKOVA NABIDKOVA GENA BEZ A VEETNE OPH 78 viechny palotky pledmita pludniph za m o 2
LELKOVA NABIDKOVA GENA BEZ A VEETHE DPR 28 viechny poloiky pldmeét pndnf pH zadavatelom pletpoNitand spothetd 2n obedobi 2 fet

CELKOVA NABIDKOVA CENA v K2 baz & v3. DPH
2 vhachuy peladky predmbty pindni 2. CASTIVZ (b ot ¢ ] 52 8 EAR AT
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