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RAMCOVA SMLOUVA O DODAVAN{
PRIPRAVKU PRO AUTOLOGNI
BUNECNOU TERAPII

Tato rdmcové smlouva o dodavani ptipravki pro
autologni bun&énou terapii (,,smlouva*) vstupuje
v adinnost dnem posledniho podpisu niZe
(,,datum Géinnosti*) mezi:

(1) Gilead Sciences s.r.o., se sidlem na adrese
Pujmanové 1753/10a, Nusle, 140 00 Praha 4,
Ceskd republika, 1CO: 24268551, zapsanou
vobchodnim rejstfiku  vedeném Mistskym
soudem v Praze, oddil C, vloZka 199103,

zastoupencu |

(,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“).

Spole€nost Gilead a Poskytovatel jsou déle
oznadovdni samostatné také jako ,smluvni
strana“ a spolené jako ,smiuvnf strany*,

PREAMBULE

(A) Tato smlouva se tykd dodédvén{ a prodeje
piipravkd pro autologni bun&&nou terapii,
coZz jsou biologické 1é&ivé piipravky
obsahujfe! geneticky modifikované T-
butiky exprimujici chimérické antigennf
receptory (,CAR") cilené proti antigenu
CDI19 a vyrobené vidy pro daného
pacienta.

(B) Drzitelem rozhodnuti o registraci (tzn.

povoleni uvédét 1é8ivy piipravek na trh,

udélené Evropskou komisi) pkipravku

(wrozhodnuti o registraci“) je k datu

ui€innosti spoleénost Kite Pharma EU BV,

se sidlem Tufsteen 1, 2132 NT Hoofddorp,

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.0., with seat at
Pujmanové 1753/10a, Nusle, 140 00 Prague 4,
Czech Republic, 1d. No: 24268551, registered
with the Commercial Registry kept with the

Municipal court in Prague, secti 0.
199103, represented b

I (“Gilead™),

and

(2) Fakultnf nemocnice Ostrava, with seat at 17.
listopadu 1790/5, Poruba, 708 52 Ostrava - 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. Jifi Havrlant,
MHA, director (“Provider”).

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

PREAMBLE

(A) 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 (“CARSs”) designed to target the
antigen CD19, and are manufactured on a
patient-by-patient basis.

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 BU BV,
with seat at Tufsteen 1, 2132 NT

(B)
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1.2

Nizozemi (,,Kite*).

Spole¢nosti Gilead a Kite jsou deefinymi
spolegnostmi spoleénosti Gilead Sciences,
Inc.

Poskytovatel e poskytovatelem
zdravotnich sluZeb se specializovanym
centrem pro hematologickd maligni
onemocnéni, '

Spolenost Gilead je pfipravena dodévat
pfipravky pro autologni bun&énou terapii
Poskytovateli a Poskytovatel ma zijem
zakoupit  piipravky pro  autologni
bunétnou terapii k 16¢bé danych pacientil v
souladu s ustanovenimi této smlouvy,

Dodéani pfipravku bude uskuteénéno v
souladu s ustanovenimi této smlouvy,
véetné stouto smlouvou souvisejici
dohody o zajisténi kvality.

Smlouva je uzavirdna na zékladé vysledku
zadavaciho Fzeni ,Dodévky lédivého
pfipravku YESCARTA" (JRBU-04/25),
realizovaného podle zdkona &, 134/2016
Sb., o zaddvan{ vefejnych zakdzek, ve
znéni pozdgjsich piedpisd,

ROZSAH

Pokud se strany nedohodnou pisemng
jinak, vztahuje se tato smlouva na prodej
plipravkd pro autologni bun&énou terapii,
uvdddnych na tth a proddvanych
spolednosti Gilead Poskytovateli b&hem
doby u¢innosti této Smiouvy a uvedenych
v Pfiloze A této smlouvy (,,piipravky pro
autologni bun&nou terapii®) s tim, Ze
jsou vylouteny jakékoli dal${ obchodni
podminky vydané Poskytovatelem (véetnd
viech p¥ipadnych podminek platnych pro
objedndvky nebo podminek vztahujicich
se na doddvky zboZi a potvrzovéni
objedndvek nebo jakychkoli dalgich
dokumentli nebo  podminek, kferé
vyplyvaji z obvyklych obchodnich postupd
nebo z priib&hu obchodovanf).

Popisy, specifikace nebo ilusirace
obsaZené v  katalozich, broZurdch,
prezentacich nebo dalSfch materidlech
spole¢nosti Gilead (at' jiz v online nebo
tisténé podobg) jsou vytvéfené za uitelem

(©)

(8)

(B

(F)

@

1.
11

1.2

Hoofddorp, the Netherlands (“Kite™),

Gilead and Kite are affiliates of Gilead
Sciences, Inc,

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
YESCARTA (JRBU-(M/ZS), 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
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1.3

ziskénf pfibliZné pfedstavy o piipraveich,
Takové popisy, specifikace nebo ilustrace
nejsou souddsti této smlouvy a nemaji ani
Zadnou smluvni zévaznost. Déle platf, Ze
zaméstnanci nebo zdstupci spole¥nosti
Gilead nejsou oprdvnéni predkladat
jakdkoli tvrzeni tykajicl se ptipravki pro
autologni bunéénou terapii, pokud tato
tvizeni nejsou  potvrzena  pisemné
spoleCnosti Gilead. Spoletnost Gilead
nenese odpovédnost za Z4adné pfipadné
rady nebo doporueni, kterd poskytne
kterykoli z jejich zamé&stnanch nebo
zastupet v souvislosti se skladovénim
nebo uZivanim pkpravki pro autologni
bunéénou terapii, pokud tyto rady nebo
tato doporudeni nebudou pisemné
potvrzeny spole€nosti Gilead.

Spolegnost Gilead je oprdvnéna jakékoli
povinnosti dle této Smiouvy plnit
prostiednictvim tieti osoby
(subdodavatele), vtakovém  piipadé

odpovidd za plnéni velkerych svych
povinnosti dle této smlouvy a jejich
ptipadné porusent, jako by jednala sama.

PODMINKY PRODEJE

Bez ohledu na vstup této smlouvy v
platnost a linnost dle &ldnku 18 neni
spolenost Gilead povinna pfijmout
jakékoli objednavky piipravkd pro
autolognf bundfnou terapii, dokud
nebudou spinény vSechny nésledujici
podminky (a, aniZ by tim bylo dotteno
ustanoveni odstavce 3.3, pokud tyto
podminky nebudou pin&ny priibézné):

(a) smluvni strany (nebo, pokud jde o
spoletnost Gilead, spoleénost Kite a
Poskytovatel) uzaviely jednu nebo
vice dohod o zaji$tén{ kvality (podle
potfeby) vtakové form&, jakou
poZaduje spoleénost Gilead (,,dohoda
o zajifténf kvality*) souvisejici
s touto smlouvou,

(b) Poskytovatel uvedl v plné mife do

provozu slufbu Kite Konnect™

(sluzba provozovand spoletnosti

Gilead pro zajisténi spolupréce

tykajici se pifpravki pro autologni

bunétnou terapii s Poskytovatelem),
tzn. Kite Konnect™ byl nainstalovin,

13

giving an approximate idea of the products
described. They shall not form part of this
Agreement nor have any contractual force.
Futther, Gilead’s employees or agents are
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 agreesments (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
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©

(d)

nebo je jinak dostupny k pouZiti

pracovnikim  Poskytovatele a
prob¢hlo  za¥koleni  pracovnikii
Poskytovatele,

Aferetické pracovi§té Poskytovatele a
jeho zdravotnické zafizeni uréené pro
piijem, =zachédzeni, skladovini a
podani kaZdého pfipravku pro
autologni bunéfnou terapii (kaZdé
jednotlivé ,,pracoviSt€“ a spoletng
»pracoviite), obdrzely od
spoletnosti  Gilead (nebo jejiho
zéstupce) pisemnou skreditaci v
souladu s poZadavky spole€nosti
Gilead a/mebo spoletnosti Kite,
vietné toho, Z¢ bylo (ispSiné
provedeno nésledujici: (i) na kaZzdém
pracovidti spolefnosti Gilead (nebo
jeifm zastupcem) audit systému Fizeni
kvality, (ii) 3kolenf viech pfisluinych
pracovnikli  Poskytovatele  pied
schvdlenim dodavek pfipravku pro
autologni bun&fnou terapii (vietnd
Skoleni tykajicich se aplikace Kite
Konnect™,  viech  pkislusnych
standardnich operaénich postupt
spole€nosti Gilead/Kite, které se
tykaji p¥ipravku pro autologni
bun&énou terapii, souhrnu udaji o
pfipravku (SmPC) a viech piipadnych
opatfeni k minimalizaci rizik podle
planu fizeni rizik) a (iii) Gsp&ing
prob&hlo cviéné dodéni pFipravka pro
autologn( buné&nou terapii
Poskytovateli (ukdzka celého procesu
od objednani aZ po podédn{ pfipravku
danému pacientovi, ovéieni
dodavatelského  fetdzce, shoda
piisluinych  procesnfch dat v
systémech Poskytovatele 2
spolelnosti Gilead a provéfeni
dohledatelnosti  pfipravkd  pro
autologni bun&¥nou terapii),

kaZdé pracoviSté relevantnf pro pinéni
této smlouvy mé viechna potfebnd
povoleni a schvéleni, kterd jsou
vyzadovana pfisluinymi prdvnimi
pfedpisy pro skladovéani, naki&déni,
distribuci, vjvoz a poddni geneticky
modifikovanych  bungk  (v&etnd
geneticky modifikovanych
organismii) a T-lymfocytl (spoleén&
»poveleni*) v souladu s poZadavky

©

(@

Provider’'s personnel and the
Provider’s personnel was trained in
this respect;

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); (i) 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 (jii) 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

4/38



Evidentni &islo smiouvy zadavatele: 009/OVZ/26/077-K, JRBU-04/25

22

2.3

2.4

25

spoletnosti Gilead.

Pokud by z jakéhokoli divodu nebyly
podminky vymezené v tomto odstavci 2.1
spinény do 30 dnii od data ginnosti, je
spole€nost Gilead oprdvnéna tuto smlouvu
pisemné vypovédét s okamZitou platnosti.

Poskytovatel je povinen skladovat
ptipravky pro autologni bun&&nou terapii a
zachizet s nimi dle podminek
ptedepsanych v této smlouvé, v souladu se
viemi pfisluSnymi prdvnimi pfedpisy a
vsouladu spodminkami uvedenymi v
rozhodnuti o registraci nebo s aktualng
platnymi pisemnymi poZadavky
spoleZnosti Gilead, které mu byly pfeddny,
véetné  poZadavkil  tykajicich  se
zmrazovéni a zabezpeteni. Poskytovatel
nenf oprdvnén pfemistit 24dné pracovisté
relevantni pro plnéni této smiouvy bez
ptedchoziho pisemného souhlasu
spoletnosti Gilead (a vidy za splnéni
podminek uvedenych v 2.1(c) a 2.1(d).

Poskytovatel je povinen vyvinout
maximélnf Gsili k zaji$t&ni toho, Ze o viech
piipravcich pro autologni bun&&nou terapii
zakoupenych na zdkladé této smlouvy jsou
vedeny pfislu§né ziznamy a jsou
uskladndny v souladu s aktudlnimi
pisemnymi pokyny spolednosti Gilead,
které mu byly piedany, a zpiisobem, ktery
umoZiiyje snadné a rychlé staZeni
konkrétniho vyrobku (a v uvedeném
rozsahu v souladu s podminkami dohody o
zajisténi kvality).

Poskytovatel odpovidd za to, Ze budou
pfijata ndle2itd opatfenf k zajistsni
bezpetného zachézeni s pfipravky pro
autologni bund&nou terapii a jejich
bezpedného pouZivéni v souladu se viemi
dostupnymi informacemi o piipraveich
poskytnutych spoleénosti Gilead, které se
piipravkd tykaji.

Poskytovatel na zdklad$ pfedchozi Z4dosti
spolednosti Gilead, v souladu s internimi
postupy Poskytovatele, které byly
spolednosti  Gilead  Poskytovatelem
pfeddny, umoZni a je povinen zajistit
spoletnosti Gilead a Kite prévo na pfistup
do jakychkoliv prostor, kde jsou pfipravky

22

23

24

2.5

“Licences”) to the satisfaction of
Gilead.

If for any reason the conditions set out in
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 Providet'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
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2.6

2.7

2.8

pro autolognf bun&&nou terapii uskladnény
(vietnd viech pracovist) nebo kde je
uloZena dokumentace (v&etné prostor
tfetich stran), a to pro Gcely, které miZe
spoletnost Gilead nebo Kite priméfens
poZadovat, v&etné kontroly pfpravki nebo
jakéhokoliv pracovisté, Gilead a Kite jsou
soudasnd povinny respektovat zdkonné

povinnosti  Poskytovatele, pledeviim
povinnost mienlivosti a povinnost
ochrany  osobnich  udajd, pfifemz

Poskytovatel je oprdvnén omezit piistup
k dokumentlim tak, aby zamezil poruseni
ochrany osobnich tidaji tfetich osob nebo
svého obchodniho tajemstvi, Misto a &as
kontroly bude uréeno vzajemnou dohodou
stran, zésadné viak v b&Zné pracovnf dobg
pfisluSného pracovist® Poskytovatele.
Povefend osoba Poskytovatele bude vidy
piitomna pfi provadéni kontroly.

Touto smlouvou nejsou upraveny Zadné
finanéni zdvazky, které mohou vzniknout
Poskytovateli, libovolnému I1ékafi nebo
jinym poskytovatelim zdravotnich sluzeb
(nebo jinym tfetfm strandm), ktefi pracuji
pro Poskytovatele nebo s Poskytovatelem,
nebo pacientim ve spojitosti s pfipravky
pro autologn{ bun&&nou terapii, jako jsou
néklady tykajicl se aferézy (procesu, pfi
n&mZ jsou pacientovi odebrény bilé krevni
buiiky, véetn T bun€k), a chemoterapic
pfed podénim pFipravku nebo néklady na
lécivé ptipravky, které jsou poulity v
pfipadé neZddoucich uinkl souvisejicich
s piipravkem pro autologni bunitnou
terapii, a spolednost Gilead nenese za
takové  ndklady  Z4dnou  finangni
odpovédnost.

Tato smlouva neupravuje platby pacient,
spoluifasti pacientd, ani vhrady 2z
nérodnfho systému vefejného zdravotniho
pojisténi nebo jiného pojiténi.

S vyjimkou pfipadl, kdy je to povoleno
ptisluSnymi pravnimi piedpisy,
Poskytovatel:

(a) je opravnén poddvat ptipravky pro
autologni bunéénou terapii pouze
pacientim v Ceské republice,

(b) je oprivnén podat piipravky pro
autologni bunénou terapii pouze

2.6

2.7

2.8

Cell Therapy Products are stored, or
records are held (including third party
premises), for such purposes as Gilead or
Kite may reasonably require, including
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

6/38



Evidentni isio smlouvy zadavatele: 060/0V2/25/077-K, JRBU-04/25

3.2

pacientdm, pro které byl pifslusny
pfipravek pro autolognf bunéénou
terapii konkrétné vyroben, a

(c) neni oprdvnén dodané p¥ipravky pro
autologni bunétnou terapii komer&nd
pfeprodat.

OBJEDNAVKY

Poskytovatel je povinen objedndvat
pifpravky pro autologn{ bun&&nou terapii,
které maji byt pouzity pfi 1é&b& danych
pacienti (v souladu se schvilenymi
indikacemi uvedenymi v rozhodnuti o
registraci), prostfednictvim (i) objednévek
v pisemné podob& zaslanych spole&nosti
Gilead prostfednictvim e-mailu ur&eného
spoleénosti Gilead, ugindnych nemocniéni
lékdrnou Poskytovatele, a zdroveit (ii)
aplikace Kite Konnect™, tim se iniciuje
systém kontroly dodavatelského fetézce
pro piipravu a zpracovinl bungk pro
daného pacienta a upfesni pfedpoklddany
termin dodéni jeho bundk spolednosti
Gilead, termin vyroby a dodéni pfipravkd
pro  autologni  bun&dnou  terapii
Poskytovateli na urfené pracovisté
(jednotlivé ,objedndvka®). Ke kaZdé
objedndvce musi byt piipojen souhlas
pacienta se zpracovanim osobnich tdajd
vsouvislosti s léEbou ptipravky pro
autologni buné&fnou terapii dle této
smlouvy (v podobg, kterou ur&f spole&nost
Gilead) a ktery je podepsin danym

pacientem nebo jeho  oprdvnEnym
zastupcem, Poskytovatel odpovidd za
zaji$téni toho, Ze viechny takové

objedndvky jsou Gplné a spravné.

Misto a terminy doddni pFipravkd pro
autologni bun&énou terapii, které jsou
pfedmétem objednévky, budou potvrzeny
na zéklad® dohody mezi case manaXerem
spoleénosti Gilead, Poskytovatelem a
manaZerem zodpovédnym za objednévky
spoletnosti Gilead/Kite. Jakmile je tato
dohoda uzaviena a jsou spin&ny podminky
uvedené v odstavei 3.3, spoleénost Gilead
potvrdi objednivku v aplikaci Kite
Konnect™, Potvrzeni obsahuje termin
dodéni  pFislusného piipravku  pro
autologni bun&®nou terapii a uvedeni
pracoviité, kam bude pfipravek dodén. Po
poskytnuti takového potvrzeni se stdvd

3.1

3.2

patient for whom the relevant Autologous
Cell Therapy Product was specifically
manufactured; and

(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 “Ovrder”). 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 shal!
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
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objedndvka utinéni Poskytovatelem jeho
zavazkem k zakoupeni p¥ipravku a pro
spoletnost Gilead zdvazkem k vyrobg
pfislu$ného mnoZstvi pfipravku pro
autologni bunétnou terapii a k jeho dodéni
Poskytovateli v souladu s poZadavky
uvedenymi v dané objednévce.

Spoletnost  Gilead neni  povinna
objednévky pfijmout; pokud spoleZnost
Gilead objednavku nepfijme, informuje
spoletnost Gilead bezodkladng
Poskytovatele o diivodech nepfijeti
objedndvky. Jakmile je objedndvka
potvrzena spolednosti Gilead,
Poskytovatel ji nesmi zrulit bez
pfedchoziho pisemného souhlasu
spolegnosti Gilead,

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

Predpokladana ro&nf spotfeba uvedens pro
jednotlivé  pfipravky . pro  autologni
bun&nou terapii v Pffloze B této smlouvy
je pouze orientaéni a v Z4dném pFipad®
nezavazuje Poskytovatele k jejich odb&ru,

PREPRAVNI SADA PRO

AFERETICKY MATERIAL

Po obdrZeni objednévky a jejim potvrzeni
spolednost! Gilead doruéi spoleénost Kite
Poskytovateli na uvedend pracovisté a
vterminu uvedeném v aplikaci Kite
Konnect™ prepravni sadu pro afereticky

materidl  (,sada®), kterd obsahuje
komponenty uvedené v  plisluiném
standardnim operatnim postupu
spoletnosti Gilead/Kite sop

pro ovéfovani, odbér a balen{ zaji§tované
oddélenim aferézy, v platném znéni (,SOP
Commercial Apheresis Centre
Verification, Collection and
Packaging”). Jakmile Poskytovatel sadu
pfevezme, odpovid4 za to, Ze: (a) u danych
pacientti bude provedena aferéza v souladu
s obvyklymi klinickymi  postupy
Poskytovatele (a s pfihlédnutim ke viem
pfipadnym aktudlnim poZadavkim, které
spolegnost Gilead poskytovateli pisemng

33

3.4

35

41

Gilead to manufacture and supply to
Provider, the relevant quantity of
Autologous Cell Therapy Products
according to the requirements set out in
such Order.

Gilead shali 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
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4.2

oznami, véetn& pozadavkd uvedenych v
SOP Commercial Apheresis Centre
Verification, Collection and Packaging) a
(b) po provedeni dikont uvedenych v bod&
(a) vyse bude materidl z aferézy pacientd
oznaten, zabalen a pfedan spole&nosti Kite
(v souladu se viemi aktudlnimi poZadavky

spolenosti Gilead, o kterych byl
Poskytovatel  pfedem  informovan).
Spole¢énost  Gilead je  povinna

Poskytovateli dodat kopii aktualni verze
SOP Commercial Apheresis Centre
Verification, Collection and Packaging
SOP co nejdtive po uzavieni této smlouvy
a je povinna Poskytovatele bezodkladn&
informovat v piipadé aktualizace daného
dokumentu,

Poté, co spoletnost Kite obdri od
Poskytovatele afereticky materidl daného
pacienta, provede vstupni testovéni k
ovéfent, zda materiél dodany
Poskytovatelem odpovidd poZadavkim
spoletnosti Kite. V pfipadé Ze vstupnf
materidl  nevyhovuje  poZadavkim,
spoletnost Gilead informuje Poskytovatele
a plijme opatfeni, kterd povaZuje za
danych okolnost{ za nezbytnd a k nimz
miZe patiit i likvidace pfisluiného
aferetického materiélu. V opaéném ptipade
spoletnost Kite poté, co obdrzi od
Poskytovatele afereticky materiél pacienta,
zmraz{ viechny pfipadné pfebyvajici T-
lymfocyty a uskladni je na dobu nejméng 6
mésfcd od data vyroby pfisluiného
pfipravku pro autologni bun&nou terapii
(pfitemZ spoletnost Kite se mize
rozhodnout tuto lhiitu prodlouzit). Za
icelem vyloudeni pochybnosti, viechny
zbylée  T-lymfocyty, které  budou
uskladnény, budou po uplynutf této doby
miCeny.

VYROBA

Spolenost Kite vyrobi ptipravky pro
autologni bun&nou terapii v souladu se
sprdvnou vyrobni praxi a s pkisluinymi
pravnimi pfedpisy. V prib&hu vyrobniho
procesu pfipravku pro autologni bungénou
terapii pro pacienta se mbZe stét, ¥e ziskané
mnoZstvi modifikovanych CAR T bungk
pacienta umoZni vyrobu druhého vaku
piipravku pro autologni bun&&nou terapii
(tento druhy vak bude uloZen jako rezerva

4.2

5.
5.1

Apheresis Centre Verification, Collection
and Packaging SOP); and (b) following
completion of (a) above, labelling,
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 Apheresis 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

8/38



Evidentni &isio smiouvy zadavatele: 009/0VZ/25/077-K, JRBU-04/25

pro piipad nahrazeni pfipravku v souladu s replacement product in accordance with
odstavei s odstavei 6.4, 9.2, 10.1 a 12,3 clauses 6.4, 9.2, 10,1 and 12.3 (“Reserve
(,,rezervni vak*)), Spoletnost Kite vyvine Bag™)). Kite shall use reasonable efforts to
pfimé&fené silf, aby pokeZdé vyrobila manufacture a Reserve Bag in each case,
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obdobi bude rezervni vak zni¢en, Pokud by Autologous Cell Therapy Product for a
se z jakéhokoli diivodu nepodafilo pro specific patient fail for any reason, Gilead
daného pacienta pfipravek pro autologni shall notify Provider, and Kite's obligation
bun&¥nou terapii vyrobit, spoleZnost to manufacture and Gilead obligation to
Gilead informuje Poskytovatele a supply the Autologous Cell Therapy
povinnost spole€nosti Kite' vyrobit a Product in respect of such patient shall
spoletnosti Gilead dodat ptipravek pro immediately cease.
autologn{ bun&&nou terapii pro daného ,
pacienta okamZité zanika.

52 8 ohledem na povahu vyrobniho procesu 5.2 Due to the nature of the Autologous Cell
piipravkd pro autelogni bun¥énou terapii, Therapy Products’ manufacturing process,
kterd je zdvisld na Zivych systémech a na which is dependent on living systems and
vstupnim materidlu, kiery je ziskdn od patient starting material, Gilead and Kite
pacienta, spolenost Gilead ani Kite make no representations or warranties nor
neposkytuje Zddné prohld¥enf nebo zéruky, gives any assurance that the manufacture
ani neposkytuje Z4dnd ujidtdni, Ze vyroba of Autologous Cell Therapy Products for
pfipravki pro autologn{ buné&nou terapii any patient will be successful, or that if
pro jakéhokoli pacienta bude Uisp&¥n4 nebo successful the infusion of Autologous Cell
Ze v plipad€ Gsp&iné vyroby plinese infuze Therapy Products will result in any
pHpravkG pro autolognl bun&&nou terapii particular outcome for patients.

pacientm konkrétni vysledky,

DODANI{ 6. DELIVERY

6.1  Pfipravky pro autolognf buné¢nou terapii, 6.1 Autologous ~Cell - Therapy Products
vyrobené na zdkladé této smlouvy, budou manufactured under this Agreement shall
Poskytovateli doddny ve vaku (s tim, Ze be delivered to Provider in a bag (such bag
tento vak bude uloZen ve vhodném vnéj§im to be contained in suitable external
obalu) stim, %e jeden vak pfipravku pro packaging), and one bag of the Autologous
autologn{ buné&nou terapii je uréen k jedné Cell Therapy Product is designed for one
infuzi pro jednoho pacienta. infusion for one patient.

6.2 Rvla.li nhiedndvlka naturzana ennlafinacti €9 Pravidad ahwave that an Oedar hoe haan
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6.4

Konnect™ pro piislunou objedndvku
(»datum doddni*). Cas a datum dodéni
nejsou u Zidného dodéni pfipravku pro
autologn{ buné&nou terapii povaZovany za
podstatné. Spole€nost Gilead je povinna
nejpozdéji 1 pracovni den pFed dodénim
Poskytovatele informovat o konkrétnim
datu a &ase, kdy bude piipravek
Poskytovateli dorugen, aby Poskytovatel
mohl zajistit piitomnost zamé&stnance
Poskytovatele povéfeného  spoletnostf
Gilead pro piijem pfipravku. Gilead tyto
informace pfedd, emailem na e-mail
kontaktni osoby uvedené v Kite
Konnect™ nebo telefonicky. Vlastnické
pravo k pripravkim pro autolognf
bunétnou terapii, které byly objedndny na
zéklad& této smlouvy, a riziko s t&mito
piipravky  spojené, pfechézejl na
Poskytovatele okamZikem dodéni
pfipravku v mist¢ doddni a od tohoto
okamZiku se mé& za to, Ze piisluiny
pifpravek pro autologni bun¥&nou terapii je
ve vlastnictvi Poskytovatele. Dikazem
toho, Ze Poskytovatel piijal dodavku
pfisluSného ptipravku pro autolognf
buné&nou terapii v plné mife, je podpis
zaméstnance Poskytovatele, ktery byl
povéfen spolednost! Gilead, na dodacim
listu vystaveném spolegnost{ Gilead.

Pokud si Poskytovatel pfeje zménit datum
dodéni, miiZze tak uginit prostfednictvim
aplikace Kite Konnect™, v ni% zadid
poZadavek na provedenf zmé&ny, nebo
pisemn& prostfednictvim case manaZera
spoletnosti Gilead. Pokud spoleénost
Gilead poZaduje zménu v datu dodéni,
informuje Poskytovatele  pisemnd
prostfednictvim case manaZera spole&nosti
Gilead. V obou piipadech plati, #¢ smluvni
strany vyvinou pPim&fené usili, aby se
dohodly na néhradnim datu dodéni, a
pfihlédnou pii tom k z4jmdm daného
pacienta.

Po obdrzenf kaZdé dodédvky p¥pravku pro
autologni buné&nou terapii je Poskytovatel
povinen dodrZet postup pfevzeti dod4vky
popsany v pfisluiném  standardnim
operaénim postupu spole&nosti
Gilead/Kite SOP tykajicim se zachdzeni
5 lé¢ivym piipravkem ve zdravotnickém
zaf{zeni (,,SOP Commercial Treatment
Site Final Product Handling”) a

6.3

6.4

for such Order (the “Target Delivery
Date”). The time/date for any delivery of
the Autologous Cell Therapy Product shall
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
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6.5

okamzité informovat spoletnost Gilead
prostfednictvim aplikace Kite Konnect™
(v kaZdém pifpadé nejdéle 24 hodin od
okamZiku obdrZenf), pokud dojde k
jakémukoli poSkozeni nebo pokud se
objevi jakdkoli zdvada nebo jiny problém
tykajicf se daného p¥ipravku pro autologni
buné&nou terapii. JestliZe Poskytovatel
neinformuje spoleXnost Gilead o Zidném
takovém problému, pofkozenf nebo zdvadé
do 24 hodin od pfevzeti piipravku pro
autologni bunétnou terapii, m4 se za to, Ze
dany pfipravek pro autologni bunétnou
terapii byl Poskytovatelem pfijat jako
»ispEind dodivka® (tzn. dodivka vaku s
pfipravkem pro autologni bun&tnou
terapii, kterd vyhovuje kontrolnim
poZadavkiim Poskytovatele a je vhodna k
poddni daném pacientovi, ktery je z
lékafského hlediska zplsobily [éEbu
podstoupit). Jestlize Poskytovatel
jakoukoli dodavku pFpravku pro autologni
buné&nou terapii dle tohoto odstavce 6.4
odmitne, jedinymi moZnymi opatfenimi
jsou: (a)-dodéni rezervniho vaku (je-lito v
plipadé daného pacienta moZné) bez
dodatetnych nékladd, nebo (b) zrufeni
objedndvky a uUhrada ceny zaplacené za
odmitnuty piipravek pro  autologni
bun&nou terapii (nebo, v piipadé, Ze jesté
cena nebyla uhrazena, vystavenim
opravného daiiového dokladu k plislusné
faktufe). Spolefnost Gilead je povinna
poskytnout Poskytovateli kopii aktudlnf
verze SOP Commercial Treatment Site
Final Product Handling co nejdfive po
uzavleni této smlouvy, nésledné je povinna
Poskytovatele bezodkladné informovat
v piipadg aktualizace daného dokumentu.

S vyjimkou situaci popsanych v &ldnku 10
a za pfedpokladu, Ze jsou spinény
podminky uvedené v &lanku 17, spolednost
Gilead ani Kite nenese vci Poskytovateli
odpovédnost za: (a) Zadny zavadny,
poskozeny nebo nespravny pfipravek pro

autologni  bun&énou terapii dodany
Poskytovateli, pokud  poskytovatel
nepfedloZ{ ozndémend v souladu s

odstavcem 6.4 vySe, (b) Zidny pifpravek
pro autologni buné&nou terapii, ktery se
ztrati po doddni Poskytovateli, nebo za (c)
Zadny zdvadny nebo poSkozeny pipravek
pro autologni bunéénou terapii, u kterého
se zAvada/polkozeni objevi po dodénf

6.5

Konnect™ immediately (and, in any event,
not more than 24 hours from the time of
receipt) if there is any damage, defect or
other concern relating to such Autologous
Cell Therapy Product, If Provider does not
notify Qilead of any such concerns,
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.e.
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 Autologous 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 Celi 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
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6!6

Poskytovateli, vietnd vSech pf¥ipadnych
zévad/poSkozent, které byly zpiisobeny: (i)
nesprdvnymi  podminkami skladovéni
pfipravku pro autologni bun&&nou terapii
nebo zachdzenfm s nim ze strany
Poskytovatele nebo jeho persondlu, (ii)
jakymkoli Gmyslnym pofkozenim nebo
nedbalosti ze strany Poskytovatele nebo
jeho personélu, nebo (iii) Poskytovatelem
nebo jeho pracovniky, ktefi se nefiditi
pokyny spole¢nosti Gilead nebo Kite nebo
nespravné pouzili p¥ipravek pro autologni
bunétnou terapii.

Expiraéni doba dodaného pkipravku pro
autologni bundtnou terapii musi &init
alespoii 9 mésici od dodéni takového
pipravku Poskytovateli.

POVINNOSTI POSKYTOVATELE

bere na védomi, Ze
poskytovani zdravotnich sluzeb pro
jakéhokoli pacienta zlistdvd vyhradni
odpové&dnosti Poskytovatele. Poskytovatel
odpovid4 za:

(a) zphsob a pribgh viech vykoni u
jakychkoliv pacient’ Poskytovatele a
zajisténi jejich zdravotni péée a 1éEby;

Poskytovatel

(b) zajisténi toho, Ze jsou vSichni
pacienti, které Poskytovatel navrhl na
lé&bu piipravkem pro autologni
bun&&nou terapii, pln& informovéni o
rizicfch, s nimiZ je tato léSba spojena,
a Ze poskytnou svobodny a
informovany souhlas (ve formé,
kterou uréf Poskytovatel) s Ié&bou ase
souvisejfcimi klinickymi
procedurami,  vdetnd podpisu
pfislu§ného  formuldfe  souhlasu

pacienta s létbou;

(c) poffzeni veSkeré  dokumentace
souvisejici s dodinim a podanim
pFipravkd pro autologni buné&tnou
terapii v souladu s piislunou
sprdvnou praxi a se viemi dal§imi
odiivodnénymi pozadavky
spoleénosti Gilead a za uchovani
takové dokumentace po dobu
minimélng 30 let po dodéni a

(d) to, Ze vyvine veskeré pfimé&fené Gsili,
aby spoletnosti Gilead poskytl

6.6

7. 1

Provider or its staff; (ii) any deliberate
damage or negligence by Provider or its
staff; or (iii) by Provider or its staff failing
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 ireatment, and
gives histher 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

83

soutinnost v piipadé, Ze spoletnost

Gilead rozhodne o staZeni p¥ipravku

pro autologni bunéénou terapii,
Poskytovatel prohlafuje, Ze udrZuje
vplatnosti po celou dobu, kdy mi
povinnosti podle této smlouvy, pojistné
kryti ve smyslu ustanovenf § 45 odst. 2
pism. n) zdkona & 372/2011 Sb, o
zdravotnich sluzbach, ve zn&ni pozdgjsich
pfedpishi, ve vyii dostateéné k tomu, aby
byla pokryta jeho odpovédnost vyplyvajict
ztéto smlouvy a pfi  poskytovéni
zdravotnich siuZeb. Tato pojistnd smlouva
musi byt uzaviena u renomovanych
pojistovacich spoleénosti a na poZadani
spoletnosti Gilead bude spoletnosti Gilead
pro ovéfeni piedloZzen doklad o jejf
uéinnosti.

CENA APLATBY

Cenou pfipravku pro autologni bun&&nou
terapii dodaného dle této smlouvy je cena
uvedend v Pifloze B této smlouvy v &dsti
a) cena za MJ v K¢ bez DPH (,,cena™),
Cena zahrnuje ve¥keré &innosti a sluzby
poskytnuté v souvislosti s dodanim
ptipravkd pro autologni bun&nou terapii
podle této smlouvy Poskytovateli, v&etng
piepravy aferetického materidlu
z pifsluSného pracoviité Poskytovatele do
spoletnosti Kite a pfepravy piipravku pro
autologni buné&nou terapii z piisluiného
pracovidté spoletnosti Kite do mista
doddni Poskytovateli, v&etnd pougiti
pfenosnych kontejnerl pro tyto pfepravy a
veSkeré obaly pfipravku pro autolognf
bunéénou terapii. Gilead uhradi pFipadné
celn{ poplatky.

Cena nezahrnuje Zadnou dafl z p¥idané
hodnoty ani jinou stitem vymé&fovanou
dati, které budou v pfisiusnych pf{padech
tiétovany a budou hrazeny nad rimec ceny
ve chvili, kdy je platha za pFislusny
pipravek pro autologni bund¢nou terapii
splatnd,

Spoletnost Gilead vystavi Poskytovateli
fakturu za pFipravky pro autologn{
bunétnou terapii dodané dle této smlouvy
v den uskutednin{ (sp¥iné dodavky

3.1

8.2

83

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
Healtheare 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.
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84

85

8.6

daného pfipravku nebo kdykoli po tomto
datu Usp&$né dodavky. Poskytovatel je
povinen uhradit celou fakturu do 30 dnd od
dorudeni faktury Poskytovateli. Faktura
musi obsahovat néleZitosti dafiového
dokladu dle zdkona &. 235/2004 Sb., o dani
z pfidané hednoty, ve zndni pozd&jiich
predpist, a &islo piisluiné objedndvky. V
pifpad®, Ze faktura bude obsahovat
nesprdvné nebo neliplné néleZitosti, je
Poskytovatel oprdvnén ji do doby jejf
splatnosti vrdtit spoletnosti Gilead, Ta ji
podle charakteru nedostatkd bud’ opravi
nebo vystavi novou. U této nové nebo
opravené faktury b&2f nova lhita splatnosti
od jejtho dorudeni Poskytovateli. Platba
musf byt provedena na bankovni udet
uvedeny na faktute. Cas zaplaceni je
povaZovén za podstatnou néleZitost.

Platebni podminky, které spole€nost
Gilead pro Poskytovatele nastavila,
podléhaji provéfeni spoleénosti Gilead.
Spoletnost Gilead si déle vyhrazuje pravo
poZadovat, aby Poskytovatel pfedtim, ne¥
spoletnost Gilead provede (nebo zafidi)
dodéni, vhradil dluZnou &astku v pIné vysi
(nebo jeji &ast) nebo aby poskytl
ptijatelnou zdruku.

Poskytovatel je povinen uhradit viechny
splatné &astky dle této smlouvy v plné vysi
bez jakychkoli =zdpodth, protindrokd,
odpottd nebo srdZek (s vyjimkou
pfipadnych odpolth nebo srdZek, které
vyZadujf prdvnf piedpisy). Nenf-li
spolednosti Gilead pisemné uréeno jinak,
Poskytovatel nenf opravn&n zadr¥et platbu

ani zapolfst jakékoli &astky proti
jakymkoli &dstkdm, které mu dlu
spolegnost Gilead.

Jestlize Poskytovatel neuhrad( jakoukoli
platbu splatnou spole&nosti Gilead dle této
smlouvy do data splatnosti takové platby,
je spole€nost Gilead oprdvnéna:

(a) zrudit objednavku a/nebo pozastavit
veSkeré piipadné daldi dodavky
pfipravki pro autologni bunéénou
terapii,

(b) udtovat zakonné udroky zprodleni z
téstky po splatnosti ve vy§i stanovené
pravnimi pFedpisy ob&anského prava.

Tyto droky nabihaji denné od data

8.4

85

8.6

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.
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 it 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
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8.7

9.1

9.2

splatnosti do okamZiku skuteiné
uhrady diuzné castky, at’ jiz pred
vydénim soudniho rozhodnuti nebo
po jeho vydéni, a poskytovatel zaplati
tyto Groky spoletné s dluZnou
tastkou; a/ nebo

(¢) poZadovat okamZité uhrazen{ vSech
dosud nevhrazenych faktur, které jsou
splatné spolecnosti Gilead.

Poskytovatel bere na védomi, Ze
spoletnost Gilead mlZe Cinnostmi, které
jsou spojeny s fakturovanim a s
vyméhénim plateb, povéfit dcefinou
spoleénost nebo uréenou tieti stranu.

POSKOZENI PRIPRAVKU PRO
AUTOLOGNI BUNECNOU TERAPII
NEBO JEHO ZTRATA V DOBE, KDY
JE V DRZENf SPOLECNOSTI
GILEAD

Poskytovatel neni povinen zaplatit: (a) za
pfipravek pro autologni bunéénou terapii
nebo afereticky materidl ztraceny v dobé,
kdy je md v drZenf spole¢nost Gilead nebo
kdy jsou pod jeji kontrolou (nebo kdy je u
sebe mé4 zéstupce nebo subdodavatel
spoletnosti Gilead nebo kdy jsou pod jeho
kontrolou), (b) za pfipravek pro autologni
buné&nou terapii objednany
Poskytovatelem, jestliZe oddélen! kvality
spoletnosti Gilead dojde k zdvéru, Ze vak
obsahujici takovy pFipravek pro autologni
buné&nou terapii nebo piipravek samotny
je poskozeny, pfed doddnim daného vaku
na misto doddni, a tato skutetnost nenf
zavinéna Poskytovatelem a builky nejsou
aplikovany pacientovi (a pouze za
pfedpokladu, je-li takové polkozeni
odhaleno po dodéni{ na misto dodéni, byly
spinény poZadavky na informovéni
uvedené v odstavci 6.4 vyse).

Jestlize dojde k poskozenf nebo ztrat
jakéhokoli pfipravku pro autologni
bunéénou terapii, ktery byl objednén
Poskytovatelem, v dobé, kdy je v drZeni
spolefnosti Gilead nebo kdy je pod jeji
kontrolow (nebo kdy jej mid v
drzenf zéstupce nebo subdodavatel
spoletnosti Gilead nebo kdy je pod jeho
kontrolou), a je moZno odeslat rezervni
vak pro stejného pacienta, bude tento
rezervni  vak  Poskytovateli  bez

8.7

90

9.1

9.2

actual payment of the overdue
amount, whether before or after
judgment, and Provider shall pay the
interest together with the overdue
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 praduct 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
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10.

10.1

10.2

dodateénych nékladdi dodan, oviem vidy
za pfedpokladu, Ze pokud je takové
poSkozeni zji¥téno aZ po dodini na misto
dodéni, byly spin&ny poZadavky na
ozndmenf uvedené v odstavci 6.4 vyse.
Nenf-li k odesldni pfipraven 24adny
rezervni vak s pifpravkem pro autologni
buné&nou terapii, miie Poskytovatel podat
novou objedndvku na pfipravek pro
autologni buné&&nou terapii
(prostfednictvim postupu, ktery je uveden
v Clanku 3 vySe) v souladu s pokyny
oSetfujfctho lékafe. Po plijeti této
objedndvky spole&nost Kite vyrobi novou
davku pfipravku pro autologni bun&nou
terapii z novych zmrazenych T-lymfocytd.
V takovém piipad® uhradi Poskytovatel
pouze jednu dévku piipravku pro autologni
bunéénou terapii po jeho 1isp&iné dodévce.

POSKOZENI PRIPRAVKU PRO
AUTOLOGNI BUNECNOU TERAPH
NEBO JEHO ZTRATA V DOBE, KDY
JE V DRZENI POSKYTOVATELE

JestliZe je jakykoli pFipravek pro autologni
buné&nou . terapii objednany
Poskytovatelem poikozen nebo ztracen
poté, co byl dodédn na misto dodéni a
spoletnost Gilead m4 k dispozici rezervni
vak s timto pfipravkem, ktery je moZno
odeslat, bude tento rezervni vak dodén
Poskytovateli a Poskytovatel bude povinen
uhradit pouze cenu rezervntho vaku (tj.
Poskytovatel nebude povinen uhradit cenu
pivodniho zniSeného/ztraceného vaku
s pffpravkem pro autologni buné&tnou

terapii).

JestliZe je jakykoli pfipravek pro autologni
bunéénou terapii objednany
Poskytovatelem poskozen nebo ziracen
poté, co byl doddn na misto dodini a
spoletnost Gilead nema k dispozici
rezervni vak, ktery je moZno odeslat, mize
Poskytovatel podat novou objednavku na
piipravek pro autologni bun&¥nou terapii
(prostfednictvim postupu, ktery je uveden
v tldnku 3 vySe), v souladu s pokyny
odetfujiciho lékafe. Po pfijeti této
objedndvky spoletnost Kite vyrobl novy
vak pfipravku pro autolognf bun&inou
terapii z nové divky zmrazenych T-
lymfocytd daného pacienta. Poskytovatel
bude v takovém piipadé hradit cenu

10.

10.1

10.2

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
ordering process set out in clause 3 above)
pursuant to the ftreating physician’s
instructions. Upon acceptance of such
Order, Kite will manufacture a new batch
of Autologous Cell Therapy Product using
anew 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
a new 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
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10.3

11.

11.1

plvodniho poSkozeného/ ztraceného vaku
s pripravkem pro autologni bunéénou
terapii i cenu nového vaku pFipravku pro
autologn{ bun&nou terapii, ktery byl
objedndn v souladu s timto odstavcem.

Za ulelem  vyloufeni  vedkerych
pochybnosti: (a) s vyjimkou situaci
popsanych v odstavci 6.4, 9.2, 10.1a 12,3,
nenf spolefnost Gilead povinna dodat
Poskytovateli rezervni vak, (b) termin
wmisto dodéni® v Eldncich 9 a 10 odkazuje
na pfisluiné pracovisté uvedené v aplikaci
Kite  Konnect™  pro  potvrzenou
objedndvku pfislusného pifpravku pre
autologni buné&&nou terapii a (c) jestliZe je
Poskytovateli z jakychkoli divedd dodan
rezervnf vak dle této smlouvy a neni-li
mezi smluvnimi stranami  pfsemng
dohodnuto jinak: (i) je rezervni vak dodén
na stejné misto dodéni, které je uvedeno u
pivodniho vaku, (ii) vlastnické pravo k
takovému rezervnimu vaku a rizika s nim
spojend prechizeji na Poskytovatele
okamzZikem dodéni dle odstavce 6.2, a (iii)
na dodéni rezervniho vaku se pouZiji
ustanoveni odstavcd 6.4 a 6.5 a &lanka 9,
10 a 11 (s tim rozdilem, Ze Z4idny dal¥i
rezervnf vak nebude k dispozici v piipadé,
kdy je dodéni rezervniho vaku odmitnuto
nebo kdy dojde ke ztrdt€ nebo poSkozeni
dodévaného rezervniho vaku p¥ipravku pro
autolognf buné&nou terapii),

PACIENT NENIi ZE ZDRAVOTNICH
pUVODU SCHOPEN PRIJMOUT
PRIPRAVEK PRO AUTOLOGN{
BUNECNOU TERAPII

Pokud spoletnost Kite zahdji nebo dokon¢i
vyrobu piipravku pro autologni buné&nou
terapil, ktery byl objednén pro pacienta, a
existuje opodstatnény zdravotni diived, pro
ktery tento pacient nemiize po podéni
objednévky pfipravek pro autologni
bunénou terapii pfijmout, Poskytovatel
nen{ povinen hradit néklady na takovy
ptipravek pro autologni buné&&nou terapii.
K t&mto zavaZnym zdravotnim ddvodim
patfi, mimo jiné, zhorfeni zdravotniho
stavu pacienta (dle posouzeni lékafe) nebo
jeho Umrti. Za takovych okolnosti je
Poskytovatel povinen pfedloZit spole&nosti
Gilead pisemné ozndmeni, v ndmZ je
uveden dbvod, pro nebyl pfislusny

10.3

11,

111

Cell Therapy Product, as well as for the
new bag of Autologous Cell Therapy
Product Ordered pursuant to this clause.

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; (i) title and risk in such Reserve Bag
shall pass upon delivery as per clause 6.2;
and (jii) 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
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11.2

12.
12.1

12.2

piipravek pro autologni bun&nou terapii
pacientovi podan. V takovém ptipadé je
Poskytovatel povinen kontaktovat Kite
Konnect™ case manaZera béhem patnécti
(15) pracovnich dni poté, co byl zdravotni
diivod identifikovan a Kite Konnect™ case
manaZer poskytne Poskytovateli
poradenstvi ohledné dal$ich kvokdi a
dokumentace. Pokud byl dany pfipravek
jiZ doddn na misto doddni, Poskytovatel
zni¢f viechny piipadné oteviené vaky s
takovym plipravkem pro autologni
buné&&nou terapii (v souladu s biologickymi
procedurami poskytovatele a se viemi
pfisluSnymi pravnimi predpisy). VSechny
pfipadné neoteviené vaky s pfipravkem
pro autologni bun¥tnou terapii budou
zniteny Poskytovatelem (v souladu s
biologickymi procedurami poskytovatele a
se viemi pfisluinymi pravnimi pfedpisy).
Povinnost podle pfedchozi véty se uplatni
bez ohledu na diuvod, zjakého nebyl
piipravek pacientovi podén.

Jakmile spolednost Gilead obdr# od
Poskytovatele nezbytnou dokumentaci
potvrzujicl, Z¢ byl dany pkpravek pro
autologni bundtnou terapii zlikvidovdn v
souladu s odstaveem 11.1 vyse, spoleénost
Gilead zru3f pfisluinou objednavku a vrati
cenu zaplacenou za dany pipravek pro
autologni bun&nou terapii (nebo pokud
jeSt¢ nebyla uhrazena, vystavi opravny
datiovy doklad k ptislu$né fakture).

STAHOVANI PRIPRAVKU

Poskytovatel je povinen dodrfovat
viechny piiméfené pokyny spoleénosti
Gilead tykajici se piipadného pozastaveni
vyroby nebo stahovani pfipravku pro
autologni  bunénou terapii, nebo
jakéhokoli jiného ndpravného opatfeni,
které je pfijato spoletnosti Gilead nebo
jejim jménem v souvislosti s pfipravkem
pro autologni bun&&nou terapii po dodani
Poskytovateli.

AniZ by byly dotteny povinnosti kterékoli
z¢ smluvnich stran dle pfisludnych
privnich predpisli, spolednost Gilead
prijme pouze takové vracené piipravky pro
autologni bunénou terapii, které byly
staZeny spoletnost Kite ve spoluprdci se
spoletnosti Gilead a v souladu s

11.2

12.
121

12.2

Autologous Cell Therapy Product in
question. In this situation, Provider should
contact the Kite Konnect™ Case Manager
within fifteen (15) business days after the
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,
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12.3

13.
13.1

13.2

konkréinimi  pokyny udélenymi v
okamZiku stahovani. VSechny takto
staZené pfipravky pro autologni bun&nou
terapii museji byt zabaleny samostatng a
viditelné oznateny jako vricené z dfivodu
stahovani a musi k nim byt pFipojena
zprdva o vraceni. V této zpravé musi byt
uvedeny podrobnosti o diivodu stahovani,
a pokud je to vyZadovano, tak také viechna
Sisla 3arZi. Poskytovatel je povinen
ponechat si kopii této zprivy, a osoba
odpovédna za stahovéni pripravkd musi
tuto zprédvu podepsat, a potvrdit tak, Ze
spoletnost Gilead (nebo jeji zéstupce &i
subdodavatel) piipravek pro autologni
bun&énou terapii pfevzala.

Pod podminkou, Ze je dodrZeno ustanoveni
¢lanku 17 niZe, mé Poskytovatel v piipadd
staZeni pifpravku pro autologni buné&nou
terapii k dispozici pouze pravo na: (a)
dodén{ ndhradniho vaku s pf{pravkem bez
dodategnych ndkladt (pokud je pro daného
pacienta (dané pacienty) k dispozici), nebo
(b) zruSeni objedndvky a vriceni ceny,
kterd byla za staZeny piipravek pro
autologni bun¥&nou terapii zaplacena
(nebo, pokud je$té nebyla zaplacena,
vystavenf opravného dafiového dokladu k
pfisluiné falktute).

KVALITA

P¥slus§né povinnosti ka?dé ze smluvnich
stran (nebo jejich dcefinych spolegnostf)
tykajfci se zajist&ni systému kvality, jsou
uvedeny v dohod& o zajistén{ kvality, V
piipadé rozporu mezi podminkami
uvedenymi v dohodg o zajifténi kvality a
podminkami této smlouvy, které se tykaji
kvality, jsou v tomto rozsshu rozhodujic
podminky uvedené v dohod® o zajist&ni
kvality.

Jestlize spoletnost Gilead kdykoli v
probéhu trvani této smlouvy dojde k

zavéru, Ze pracovidt® jiZ naddle
nevyhovuje  poZadavkim  spolenosti
Gilead (nebo spoletnosti Kite) na

akreditaci, je spolenost Gilead oprédvnéna
(aniZ by tim byla dotéena jina jeji prdva a
naroky a aniZ by ji tim vznikala jakéakoli
odpovédnost vii¢i Poskytovateli): (a) zrusit
veskeré nevyfizené objednévky, jednotlive
nebo viechny soudasné, nebo pozastavit

12.3

13.
13.1

13.2

All such recalled Autologous Cell Therapy
Product must be packaged separately,
clearly identified as returns relating to the
recall and accompanied by a separate
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
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14.
14.1

doddvky  pkipravki pro  autolognf
bunéénou terapii dle této smlouvy, a (b)
odmitnout prijeti jakychkoli daldfch
objedndvek na pfipravky pro autologni
bun&&nou terapii a2 do chvile, kdy bude
zajidténo, Ze pFisluiné pracovitd znovu
splituje nezbytné podminky.

OCHRANA UDAJU

Pro ucely pfislusnych pfedpisit o ochrang
osobnich udajii (jak jsou definovany
v odstavci 14.2 nize):

(a) Poskytovatel je sprivcem ve vztahu
ke vSem Gdajim o pacientech, které
shromaZd'uje a Zpracovava
v souvislosti s 16&bou pacienta.

(b) Spolednost Kite je spravcem udaji ve
vztahu ke viem Gdajim o pacientech
poskytnutym Poskytovatelem, které
spoletnosti Gilead a Kite potiebuji k
vyfizeni objedndvky, k vyrobeni
piipravkii pro autologni bun&énou
terapii a k jejich dodéni Poskytovateli,
jakoZ i ve vztahu ke viem Gdajim o
pacientech, které si spolednost Kite
potfebuje ponechat poté, co jsou
pfipravky pro autologni buné&nou
terapii poskytnuty Poskytovateli, aby
mohla splnit své zdkonné povinnosti
(napf. zdznamy o vyrob&, hlaSeni
tykajicf se farmakovigilance apod.).

(c) Spoletnost Gilead je za spolednost
Kite  zpracovatelem wdaji o
pacientech, které jsou nezbytné k
vyfizeni objednivky a k dodani
pfipravkd pro autologni bun&&nou
terapii Poskytovateli. Spole&nost
Gilead je spravcem udaji ve vztahu
k jakymkoliv tidajim o pacientech,
které si spoletnost Gilead musi
ponechat poté, co jsou piipravky pro
autologni bun&nou terapii
poskytnuty Poskytovateli, aby mohla
splnit své zdkonné povinnosti (napk.
zdznamy o vyrobé a distribuci, hid¥en{
tykajlci se farmakovigilance apod.),
jakoZ i jakymkoliv osobnim tdajiim
poskytnutym Poskytovatelem (napt.
kontakty v nemocnici, oettujici 1ékar
apod.), které jsou nezbytné k vyfizeni
objedndvky a dodén{ pFipravkd pro
autologni bunéénou terapii

14,
14.1

Therapy Products until the applicable Site
has been requalified.

DATA PROTECTION

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

(a) 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 Ceil 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.

(b)

()
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Poskytovateli.

14.2 Pfi shromaZd'ovini a zpracovan{ viech 14.2 In collecting and processing any Personal

14.3

144

pfipadnych osobnich dajd (jak jsou
definovény v souladu s pravnimi pfedpisy
na ochranu Gdajf, soukromi a bezpe&nosti
informaci a které se vztahuji na ob&
smluvni strany pfi plnéni jejich povinnosti
dle této smlouvy (,pFisluiné predpisy o
ochrang ddaji*) obé smluvni strany: (a)
vzdy dodrZuji pFistu$né pfedpisy o ochrané
1idajd, a to, mimo jiné, i tim, Ze néleZit&
ziskévajf a maji zdokumentovany viechny
potiebné souhlasy od pacientd, maji
zavedeny postupy a procedury nezbyiné ke
spinénf viech poZadavki od pacient, ktefi
si piejf uplatnit sva préva dle pfistu§ngch
pfedpist o ochrang Gdajd, a déle tim, Ze
plnf své informalni povinnosti a dalsi
povinnosti stanovené témito pisluSnymi
pfedpisy o ochrané udaji (a ob& smluvni
strany si navzdjem poskytnou pfiméfenou
pomoc ve spojitosti 8 vySe uvedenymi
zélezitostmi), a (b) maji v alinnosti
viechna potiebnd technickd a organizatn{
bezpetnostni opatfenf, kterd zaji¥t'uji
ochranu pfed neoprdvnénym nebo
nezakonnym zpracovanim osobnich tidaji
a pfed ndhodnou ztratou osobnich Gdajd a
pred jejich zni¥enim nebo poskozenim, v
souladu s poZadavky pfislusnych predpisi
o ochrané Udajl (,poruleni zabezpeteni
osobnich ddajii“). Jakmile se kterdkoli ze
smluvnich stran dozvi o porufeni
zabezpetenl  osobnich  ddaji, (i)
neprodlené o tom informuje druhou
smluvni stranu, (ii) vyvine vekeré usili
nezbytné k  napraveni  poruseni
zabezpeteni osobnich Gdajti a k zabrénénf
tomu, aby k nému opét dodlo, a (iii)
poskytne druhé smluvnf strané pfiméfenou
soudinnost v souvislosti s opatfenimi za
i¥elem zaji¥t&ni ndpravy, kterd pfijima
druhd strana,

Poskytovatel spolecnosti Gilead
zpfistupni, pfenese nebo jinak poskyine
osobn{ tidaje pouze v pfipadé, kdy je to
zékonné, a to v souladu se viemi souhlasy,
které ziskal od pacientll nebo jinak v
souladu s pfislu$nymi pfedpisy o ochrané
tdaji.

Bez ohledu na ustanoveni 14.1 vyse,
v rozsahu, v jakém se spolegnost Gilead a

14.3

Data (as defined under any laws relating to
data protection, data privacy and/or
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 secking 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 ail consents obtained from and
disclosures made to Patients, and
otherwise in accordance with Applicable
Data Protection Laws.

14.4 Notwithstanding clause 14.1 above, to the

extent Gilead and/or Kite are considered to
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spoletnost Kite povaZujf za zpracovatele
osobnich Gdajii pro Poskytovatele podle
piislusnych pledpist o ochrang Gdajd v
rémci plnéni jeho povinnost! dle této
smlouvy, krom& plnéni svych povinnostf
dle odstavce 14.2 vy3e spole&nost Gilead
zajisti (a zajisti, Ze spoleénost Kite):

(a) zpracovévé pouze osobni udaje, které
jsou nezbytné k dodéni pfipravku pro
autologni bun&&nou terapii, pakliZe
pisludné piedpisy neukladaji jiny
postup,

(b) je obecn¥ oprévnéna vyuZivat
subdodavatele, pfitemZ nese plnou
odpovédnost za viechny své
subdodavatele,

(c) zajistl, aby jeji pracovnici, ktefi maji
piistup k osobnim ddajim, byli
zavézdni k dodr¥ovani povinnosti
zachovin{ mléenlivosti,

(d) poskytne Poskytovateli pliméfenou
soutinnost pii pln&nf jeho povinnosti
dle pfislusnych pfedpis o ochrang
udajt, které souvisejf  se
zabezpefenim, s informovanim o
porusenf zabezpe&eni osobnich daja,
$ posouzenim viivu na ochranu
osobnich tdaji a s konzultacemi s
dozorovymi (fady, a to s pfihlédnutim
k povaze zpracovdni a informaci,
které méd spolednost Gilead k
dispozici,

(¢) podle rozhodnuti Poskytovatele
vymaZe nebo vrati viechny osobnf
tidaje na Z4dost Poskytovatele nebo
pfi vypovézeni této smiouvy, paklize
pfisluiné predpisy nepoZaduji jiny
postup,

(f) na poZidin{ poskytne informace
pfiméfend nutné k doloZen( toho, Ze
byl dodren tento &lanek 14, a umoZni
Poskytovateli na jeho néklady
poZidat o audit nebo kontrolu;
jakmile spoletnost Gilead takovouto
Zidost obdrZi, smluvni strany se
domluvi na rozsahu a &asovém
prib&hu takového auditu nebo takové
kontroly a dohodnou se na
pfislusnych ujednanich o zachovéni

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
14.2 above, Gilead shall (and shall ensure
that Kite shall):

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

(b) be pgenerally authorised to use
subcontractors provided that Gilead
shall remain fully liable for any of its
subcontractors;

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

(d) 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;

(e) 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;

(f) 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,
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14.5

15,
15.1

mlCenlivosti v souvislosti s timto
auditem nebo s touto kontrolou (za
Utelem vylouteni vedkerych
pochybnosti, Zidnd z vySe uvedenych

skutefnosti nezaklédd povinnost
spoletnosti  Gilead  poskytnout
jakékoli ddaje, materidly nebo

informace o jakychkoli dalSich

zdkaznicich spole¢nosti Gilead),
(g) je opravnéna pfenést osobni tidaje do
zemi v rdmci  Evropského
hospodéfského prostoru a do zemi
mimo Evropsky hospodaisky prostor,
existuje-li k tomu prdvni diivod, za
dodrZeni  pravidel stanovenych
pfislusnymi pravnimi pfedpisy.

V ptipad® zpracovéni daja, na které se
vztahuje ustanoveni odstavce 14.4 vyse,
bude zpracovanf osobnich tidajt probihat
po dobu trvéni této smlouvy pro tely
pinéni povinnosti spoleénosti Gilead dle
této smlouvy nebo pro Géely nezbytné k
dodrZeni pravnich povinnosti a bude
zahrnovat osobni Wdaje, které se tykajf
pacientd, véetné zvldStnich Kkategorif
osobnich udajid tykajicich se zdravotniho
stavu.

DUSEVNI VLASTNICTVi

Veskerd prdva k (a) patentim; (b)
vynéleziim, objeviim, uZitnym vzorim a
vylepenim, bez ohledu na to, zda je moZné
je chrdnit patentem nebo registraci i
nikoli; (¢) autorskd priva a souvisejic
prava; (d) morélnf priva, (e) prava k
primyslovym vzorim; (f) ochranné
zndmky, (g) veSkerd prdva k obchodni
firmé& nebo k obchodnim nédzvim a k
nézviim domén, prava ke vzhledu, prava ke
goodwillu nebo préva podat Zalobu z titulu
nekalé soutdze, (h) prava k databdzim, (i)
priva k divérnym informacim, k know-
how a k obchodnim tajemstvim a (j) ostatni
prdva dulevniho vlastnictvi, v kaZdém
piipadé at’ jiz registrovanému nebo
neregistrovanému a vietng viech Zadosti
(nebo prdav podat Zidost) o n& =a
prodlouZen{ a roz&ifeni téchto prav a prav
uplatiiovat pfednostni prdvo a viechna
podobnd nebo ekvivalentni prdva nebo
formy ochrany, které existuji nynf nebo
budou existovat v budoucnu v libovolné

14.5

15.
151

nothing in the foregoing shall require
Gilead to make available any data,
material or information of any of
Gilead's other customers); and

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; (e) 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
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15.2

16'

16.1

16.2

Sasti svéta (spoleénd ,préva dufevatho
viastuictvi®) spolegnosti Gilead,
spoletnosti Kite nebo jejich dcefinych
spoletnosti ve vztahu k pfipravkim pro
autologni bun&&nou terapii, k sadé nebo k
libovolnym jinym polozkim, vyrobktm
nebo  materidlim, které poskytne
spoletnost Gilead die této smlouvy nebo v
souvislosti s touto smlouvou, zlstdvaji
stile majetkem  pfisludné  dcefiné
spoletnosti Gilead. Neni-li vé&lanku 18
této smlouvy uvedeno jinak, Poskytovatel
nezvefejni Zidné informace tykajici se této
smlouvy, véetn& viech obchodnfch ndzvi
nebo ochrannych zndmek spolednosti
Gilead, spolegnosti Kite nebo jejich
deefinych spole¢nost (at’ jiz
registrovanych nebo neregistrovanych),
ani nedovolf zvefejn&ni Zddnych takovych
informaci bez pfedchoziho pisemného
souhlasu spole&nosti Gilead.

S vyjimkou prév, kterd jsou udélena touto
smlouvou, se md za to, %e Zidna ze
skutetnosti uvedenych v této smlouvé
nebude vykidddna jako skute¢nost, kterou
by byl Poskytovateli ud&lovan, vyslovné
nebo implikovang, jakykoli druh préva
nebo licence k libovolnému pravu
duSevniho vlastnictvi nebo jiného prava
spole€nosti Gilead, spolegnosti Kite nebo
jejich deefingch spolednosti.

PROHLASENI{ A ZARUKY

Obé smluvnf strany timto prohlaguji, Ze:
(2) maji pravo uzaviit tuto smlouvu,

(b) podminky této smlouvy nejsou v
rozpotu 8 jinymi  smluvnimi
povinnostmi  smluvnich  stran,
vyslovnymi nebo konkludentnimi;

viechny &innosti, které provadéji v
souvislosti s pfipravky pro autologni
bunéénou terapii, budou v souladu se
viemi piislu$nymi pravnimi pfedpisy
a pokyny.

©

Spoletnost Gilead zaruduje, Ze ona sama
nebo ostatni dcefiné spole¥nosti vlastni
viechna povoleni, souhlasy a certifikace,
kterd jsou nezbytnd k dodavani sad
Poskytovateli a k dovaZeni pfipravki pro

15.2

16.

16.1

16.2

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
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;

the terms of this Agreement are niot
inconsistent with other contractual
obligations, expressed or implied,
which it may have; and

(b)

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

©

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

26/38



Evidenéni &isio smiouvy zadavatele: 009/QVZ/25/077-K, JRBU-04/25

16.3

17.
17.1

17.2

17.3

autologni bun&nou terapii do Ceské
republiky k dal$imu dodéni Poskytovateli.

Poskytovatel prohladuje, Ze:

(a) piipravky pro autologni bunénou
terapii doddvané dle této smiouvy
budou pouZity vyhradn® k 16Ebg
konkrétnich  pacienthi a na
odpovédnost Poskytovatele a

(b) on sim a kaZdé pracovi¥té maji

viechna povolent,

ODPOVEDNOST

Z4dna ze skutetnosti uvedenych v této
smlouvé nevylutuje ani neomezuje
odpovédnost Zidné smiuvni strany, pokud
neni tato odpové&dnost vyloufena nebo
omezena pravnimi piedpisy, véetné
odpovédnosti za: (a) umrti nebo Gjmu na
zdravi, které byly zapfitinény nedbalosti
dané smluvnf strany nebo jejich
zaméstnancl, zéstupch nebo
subdodavateld, nebo za (b) podvod nebo
podvodné zkreslen! informaci danou
smluvni stranou nebo jejimi vedoucimi
pracovniky ¢i zamé&stnanci.

Za  Ofelem  vyloufeni  ve§kerych
pochybnosti, skuteSnost, Ze spolefnost
Kite oznafi pracovist® jako zplsobild v
souladu s odstavcem 2,1 (nebo jinak ve
spojitosti s touto smlouvou) nikterak
neomezuje trvale platné povinnosti
Poskytovatele vi&i pacientitm nebo jeho
odpovédnost vii€i nim (vietn® pfipadné
odpovédnosti za zanedbani zdravotni péte)
nebo viEi libovolné jiné tfet( strand.
Poskytovatel nese vyhradni odpové&dnost
za zaji$téni toho, Ze kaZdé pracovi§té ajeho
1é¢ba pacientl neustale splitujf poZadavky
viech piislu§nych pravnich pfedpisi a Ze
Poskytovatel drzi viechna potfebnd
povolent,

Za podminek odstavce 17.1, nenese
spoletnost Gilead odpovédnost dle této
smlouvy ani ve spojitosti s touto smlouvou
(at' jiz smluvni, ob&anskoprdvn{ (véetng
odpovédnosti vyplyvajici z nedbalosti),
odpovédnost za porufenf zdkonné

16.3

17.
17.1

17.2

17.3

Czech Republic for onward supply to
Provider,

Provider warrants that:

(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
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174

18.

18.1

povinnosti nebo jinou odpov&dnost) za: (a)
Zéddny usly zisk, ullé trZby nebo ztrétu
zakdzky, ztratu o&ekdvanych uspor, ztratu
dobrého jména nebo poSkozeni dobré
povésti nebo ztrétu &i po¥kozeni dat (v
kaZdém piipadé bez ohledu na to, zda jde o
ztrdtu ¢i poSkozeni pfimé nebo nepiimé),
nebo (b) zidné zvidstni, ndhodné, nepfimé
nebo nasledné ztrity nebo skody.

Zapodminek odstaveli 17.1a 17.3, celkovda 174

odpov&dnost spoleSnosti Gilead vhgi
Poskytovateli ve vztahu ke viem ztratim,
nérokiim, 2dvazkiim, nékladim,
rozhodnutim, pokutdm, pendle, vydajim
(v&etnd soudnich poplatki a daldich vydaji
na profesiondlni sluzby) a $koddm
libovolné povahy, které vyplynou z této
smlouvy nebo vzniknou ve spojitosti s ni
(at’' jiz jsou disledkem porufeni smlouvy,
oblanskoprdvni  povinnosti, z&konné
povinnosti nebo diisledkem nedbalosti), a
bez ohledu na to, zda bylo pfimé&fens
moZné je pfedvidat nebo -jim pFedejit,
nepiekroti v piipadé, Ze se jednid o
objedndvku pro pacienta, niZi =z
nésledujicich &astek (i) celkova &astka,
kterou zaplatil Poskytovatel dle této
smlouvy ve vztahu k dané objednédvce,

nebo (ii) 500 000 EUR (pét set tisic euro).

DOBA TRVANI SMLOUVY A JEJf
VYPOVEZENI

Smluvni strany se dohodly, Ze uvefejnéni 18.1

této smlouvy v registru smiuv dle zdkona
&. 340/2015 Sb,, o zvldstnich podminkéch
Gginnosti n&kterych smluv, uvefejitovani
téchto smluv a o registru smluv, ve zn&nf
pozdé&jsich ptedpist (,Zdkon o registru
smluv®) zajisti Poskytovatel, a to
nejpozddji do 30 dni od uzavieni této
smlouvy, a to plné v souladu s poZzadavky
Ziakona o registru smluv. Poskytovatel
uvefejni verzi této smlouvy, kterou mu za
timto (Glelem pfipravi k uvefejn¥ni a
poskytne spolefnost Gilead nejpozdé&ji
v den podpisu této smlouvy, a to v strojové
gitelném forméatu v elektronické podobg.
Poskytovatel méd pravo vyjadfit se
k redigované verzi smlouvy pfed
uvefejnénim smlouvy. Poskytovatel je
povinen vyplnit ve formuldti pro
uvefejnéni smlouvy v registru smluv
adresu datové schranky spole&nosti Gilead

18.

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
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 Partics agree that the Provider will
ensure the publication of this Agreement in
the register of contracts under the Act no.
34072015 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 jxjj5sx on the form for
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jxjjSsx, aby spravce registru smiuv mohl
spoletnosti Gilead zaslat potvrzeni ©

uvefejnéni podle
registru smluv.

18.2

registru smluv ve [haté ujednané v

Neuvefejni-li Poskytovatel tuto smiouvu v

§ 5 odst. 4 Zé&kona 0

18.2
¢lanku

18.1, bude spoletnost Gilead oprévnéna
tuto smlouvu uvefejnit v registru smiuv

sama.

18.3 Ujednani élanko 18,1 a 18.2 se
mutatis mutandis

jakéhokoli dodatku

pouziji 183

také na uvefejiiovani
& provédécich smiuv

(objednévek) k této smlouvé v registru

smliuv.

18.4 Tato smlouva vstupuje

v Gcinnost k datu

18.4

{&innosti, a pokud nebude vypovézena
dfive v souladu s ustanovenimi této
smlouvy, zistava v platnosti a Gtinnosti po

18.5 Spoletnost Gilead je oprévnéna

dobu 48 mésicl ode dne podpisu této

smlouvy.

18.5

(a) tuto smlouvu kdykoli vypovédét bez

udén{ divodi za
smiouvy § vypovédni dobou
masfce, kterd poéind bézet
dnem mésice
dorudeni  vypovédi
nebo

zeudit libovolnou
nebo jeji Gast,
platnosti
jakékoli objedndvky na
pisemného oznament,
Poskytovatel porusil

ustanoveni této smlouvy.

(b)

18.6
a povinnosti

nasledujiciho
Poskytovateli

Ukonéen této smlouvy nemé vliv na prava
obou smiuvnich stran,

predloZeni vypovédi

tii (3)
prvnim
po

objednavku, celou
nebo s okamzitou
pozastavit dodavky dle

zéklad®
jestliZe

jakekoliv

18.6
které

smluvnim stranam vznikly pred jejim

zanikem.

187 V phpadd
jakéhokoli

spoletnost

diivodu spolegnosti

ukondeni této smiouvy Z

18.7
Gilead

Gilead dokondi vyrobu 2

provede dodéni pripravku pro autologni

bunéénou terapii,

zévazné  objednavky k datu

ktery je predmétem

zéniku

publication of the Agreement in the
coniract register, SO that the contracts
register administrator is allowed to send
Gilead a confirmation of publication
pursuant to Section 5(4) of the Contracts
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 Agrecment, shall continue in force and
affect for a period of 48 months from the
signing date of the Agreement.

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
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18.8

189

19.
19.1

19.2

smlouvy, pokud se pro to Poskytovatel
rozhodne (vZdy oviem za pfedpokladu, Ze
spoleinost Gilead obdrela Ghradu za
viechny neuhrazené faktury a viechny
troky dle této smlouvy spolu se zdlohami
za viechny ptipadné objednavky, které
maji byt vytizeny po zéniku smiouvy).

Zanik této smlouvy nemd vliv na platnost
ustanovenf 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 jakdkoli dal¥f
ustanoveni této smlouvy, kterd maji zlistat
v platnosti i po skonéenf této smlouvy.

Poskytovatel je opravnén tuto smlouvu
vypoveédét i bez uvedeni divodd s
vypovédni dobou tii (3) mésicl, ktera
pofind béZet prvnim dnem mésice
nasledujiciho po dorudeni vypovédi
spoletnosti  Gilead; Pro  vylougeni
pochybnosti smluvni strany prohladuji, Ze
ujedndni ¢lankd 18.6 se pouZiji mutatis
mutandis také v pfipadé vypovidi ze
strany Poskytovatele.

RESENI SPORU

Ob¥ smiuvni strany vynaloX pfiméfené
Usili, aby velkeré pFipadné spory nebo
neshody, které vyplynou z této smiouvy
nebo vzniknou ve spojitosti s nf (,,8por*),
vyfesily urychlenym projednénim v dobré
vife na trovni manaZer obou smluvnich
stran, jejichz postaveni odpovidd
dot&enému sporu.

Z4dné ze skuteZnosti uvedenych v odstavci
19.1 nebréni Zadné smluvni strané v tom,
aby kdykoli zahdjila ffzeni nebo
pokragovala v fizenf pfed soudem:

(@) a poZidala o rozhodnuti o
piedb&Zném opatieni s cilem zabranit
druhé smluvni strané v jakémkoli
jednéni nebo v tom, aby nutila
jakoukoli dal3i stranu k jakémukoli
konani, nebo

(b) jehoZ Gelem je zabréanit tomu, aby

byl urdity narok promien z divodu

uplynuti pfipadné zdkonem nebo
smlouvou stanovené promltect 1hity.

18.8

18.9

lgi
19.1

19.2

for any Orders to be fulfilled post-
termination), complete the manufacture
and delivery of an Autologous Cell
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

Bach 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.
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20.

VSEOBECNA USTANOVENI{

20.

GENERAL

20.1 Diivérnost informaci, Vsechny pfipadné 20.1 Confidentiality. Any of Gilead’s, Kite's

202

obchodni informace spoletnost{ Gilead a
Kite nebo jejich dcefinych spolegnosti a
viechna jejich technickd data, vyrobky,
vyrobni  plany, nédvrhy  vyrobkd,
dodavatelsky  TFetézec,  cenotvorba,
marketingové plany, v¥vojové a vyzkumné
projekty a vysledky vyvoje a vyzkumu,
Skolicf materidly, prdva nevefejného
duSevniho viastnictvi a informace o
zékaznicich nebo o  pracovnicich
zvefejnéné nebo ziskané ve spojitosti s
touto smlouvou jsou divérné a zlistdvaji
vyhradnim majetkem spolednosti Gilead
nebo jejf pFisludné dcefiné spolefnosti,
Poskytovatel je povinen zachovavat
midenlivost o v8ech takovych informacich
a pouZfvat je vyluén& k 0Celim této
smlouvy. Poskytovatel Z24dné takové
davérné informace nepouZije  ani
nezpiistupni k Zddnému jinému (Celu bez
pfedchoziho pisemného souhlasu
spoletnosti Gilead. Za ti¢elem vyloucen!
viech pochybnosti, povinnosti obsaZené v
tomto odstavei 20.1 se nevztahuji na
informace, které jsou vefejn& pfistupné a
vefejné pfistupnymi se staly bez toho, Ze
by do3lo k porufeni této smlouvy
Poskytovatelem, a na informace, kterd
museji byt zpf{stupnény dle piisluinych
pravnich piedpisd.

VyB¥ moe, Z4dn4 ze smiuvnich stran
nenese odpovédnost za Z4dné nesplndni
svych povinnosti dle této smiouvy nebo za
prodlenf pfi jejich pingnl, jestliZe je
piitinou takového neplnéni povinnost
nebo prodieni s pInénim zdsah vy3i moci,
nZasahem vy moci“ se rozumf{ udalost,
kterd je mimo pFiméfenou kontrolu
smiuvni strany a kterou nebylo s ohledem
na jejl povahu moZné piedvidat nebo,
pokud ji bylo moZné pfedvidat, byla
nevyhnutelnd, jako napfiklad stavky,
vyluky z prdce nebo jiné pracovnépravni
spory (af jiz jsou do nich zapojeni
pracovnici smluvni strany nebo personél
tetf strany), vypadky v doddvce energii
nebo ve fungovéani dopravni sité, Zivelné
pohromy, vilka, teroristicky itok,
vzpoura, obanské nepokoje, zdsah organil
civilni ochrany nebo vojenskych orgénd,

20.2

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
personnel  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.

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,
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20.3

katastrofa celostatniho nebo
mezindrodniho  rozsahu,  ozbrojeny
konflikt, svévolné polkozeni, havarie v
zivod® nebo porucha stroje, jaderns,
chemickd nebo biologickd kontaminace,
aerodynamicky tfesk, vybuchy, zfcent
budovy, poZiry, potopy, boufe,
zemétleseni, ztroskotdni, epidemie nebo
podobné udélosti, pfirodni katastrofy nebo
extrémné nepi{znivé klimatické podminky,
pfipadng selhani na strang dodavateld &
subdodavateld.

Postoupenf priv a povinnesti a sub-

dodavatelé. Spolenost Gilead je
opravnéna smluvné svéfit viechny své
povinnosti dle této smlouvy nebo jejich
&ast libovolnému externimu subdodavateli,
piiemZ o takovém postupu je povinna
bezodkladné pisemng informovat
Poskytovatele. Spoletnost Gilead zlstiva
odpov&dnd za viechny Gkony a vSechna
opomenuti svych povolenych

subdodavatelil a za dkony a opomenuti
osob, které jsou takovymi povolenymi
subdodavateli zamé&stndny nebo najaty,
jako by 3lo o vlastnf ukony a opomenuti
spolegnosti Gilead. Je-li spole&nost Gilead
dle této smlouvy povinna cokoli vykonat
nebo se naopak urtitého konénl zdret, je
zdroveli povinna zajistit, aby jejf
zaméstnanci, pracovnici, zéastupci a
zaméstnanci a pracovnici a zastupci
povolenych subdodavateld byli rovn&z
povinni danou vé&c vykonat nebo se zdret
daného konéni. Poskytovatel je opravnén
smluvng svéfit viechny své povinnosti dle
této smlouvy nebo jejich &ast libovolnému
externimu  subdodavateli jedingé s
ptedchozim pisemnym souhlasem
spolenosti Gilead a po piedchozim
uzavieni dohody o kvalit¥, pfipadné
uzavienf ¢i obstardni dal§i dokumentace
vyZadované spoletnosti Gilead s takovym
subdodavatelem. JestliZe je Poskytovateli
povoleno smluvn svéfit své povinnosti dle
této smlouvy subdodavateli, Poskytovatel
zlstdvd odpovédny za viechny tkony a
viechna opomenuti svych povolenych
subdodavatelll a za ukony a opomenuti
osob, které jsou takovymi povolenymi
subdodavateli zaméstniny nebo najaty,
jako by Slo o Poskytovatelovy vlastn
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explosions, collapse of building structures,
fires, floods, storms, earthquakes, loss at
sea, epidemics or similar events, natural
disasters or extreme adverse weather
conditions, or default of suppliers or
subcontractors.

Assignment and __ 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 ot, 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
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Gkony a opomenuti. Je-li Poskytovatel dle
této smlouvy povinen cokoli vykonat nebo
se naopak urlitého kondni zdrZet, je
zAroveit povinen zajistit, aby jeho
zaméstnanci, pracovnici, zdstupci a
zaméstnanci a pracovnici a zastupci
povolenych subdodavatelti byli rovngZ
povinni danou véc vykonat nebo se zdrZet
dan¢ho konéni. Tato smlouva ani Zadn4
prava nebo povinnosti dle této smiouvy
nesméjf byt Zidnou ze smluvnich stran
postoupeny, jako celek nebo z &4sti, bez
pFedchoziho pisemného souhlasu druhé
smluvni strany; tento souhlas nebude
bezdivodné odepfen. Bez ohledu na vyse
uvedené skute€nosti je spolenost Gilead
opravnéna postoupit tuto smlouvu na svou
deefinou spoletnost (vetng, bez omezeni,
spoletnosti Kite) nebo v souvislosti s
prodejem viech nebo viech svych aktiv
nebo jejich podstatné &asti, vlastniho jméni
nebo podniku nebo v souvislosti s fizi,
reorganizaci nebo konsolidaci, kterd se
tykd nejmén& padesati procent (50 %)
majetkovych cennych papirii spolednosti
Gilead spojenych s hlasovacim pravem,
bez pfedchoziho souhlasu Poskytovatele.
O takovém postupu je viak povinna
bezodkladng pisemné informovat
Poskytovatele. Povinnosti a priva dle této
smlouvy pfechdzeji na néstupce a
nabyvatele priv smluvnich stran dle této
smiouvy. VSechna pfipadnd postoupeni
této smlouvy v rozporu s timto odstaveem
jsou neplatnd.

meny _smiouvy a
oddélitelnost ustanoveni, Ustanoveni této
smlouvy mohou byt zmé&n&na a prav dle
této smlouvy je moiné se vzdat jeding na
zékladé vyslovné pisemné dohody,
podepsané, a to i elektronicky, smluvni
stranou, vii niZ je takova Gprava nebo
vzdanf se prdv uplatiiovano. JestliZze
kterdkoli ze smluvnich stran neuplatn
n&které ze svych prav dle této smiouvy
nebo jej uplatni se zpoZd&nim, nem4 se za
to, Ze jde o trvalé vzdani se prév nebo
zménu prév této smluvni strany. Bude-li
jedno nebo vice ustanoveni této smlouvy
shleddno neplatnym nebo nezdkonnym,
nema4 to vliv na platnost nebo zdkonnost
viech zbyvajicich ustanoveni.

204

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
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.
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20.6

20.7

20.8

Celkovd  dohoda, Tato

predstavuje celkové ujednini smluvnich
stran ve vztahu k pfedmétu této smlouvy a
nahrazuje vlechny ptipadné ptedchozi
dohody tykajicf se tohoto pfedmétu, které
spolu tyto smluvni strany uzaviely.
Viechny pfipadné upravy této smlouvy
jsou plané a Gdinné jeding v pfipadé, Ze
jsou provedeny pfsemn a podepsény
zplnomocnénymi zéstupci obou smluvnich
stran. Poskytovatel si v souladu s § 100
odst. 1 zakona &. 134/2016 Sb., o zad4vani
vefejnych zakdzek, ve zné&ni pozdgjsich
pfedpis vyhrazuje pravo, Ze v piipadg, Ze
spole&nost Gilead upravi, inovuje, rozsiti
¢iselnou fadu pfipravkd pro autologni
buné&fnou terapii & pozméni katalogové
oznaleni, kéd VZP nabizenych ptipravki
pro autologni buné&nou terapii a podstata
zdvazku ze smlouvy a jednotkova cena
piipravkd pro autologni bund&nou terapii
se nezméni, bude moZné formou
pisemného dodatku ke smlouvé udinit tuto
zménu.

Absence vliva, Ob& smluvni strany

potvrzuji, Ze pki uzavirn{ této smlouvy se
nespoléhaly na 24dné jiné vyjadtent,
prohld¥eni,  ujisténi nebo  zdruky
poskytnuté, nebo ddajn poskytnuté,
druhou smluvni stranou nebo jménem
druhé smluvni strany (at’ jiz byly
poskytnuty v disledku nedbalosti nebo
neznalosti)} neZ jsou vyjadieni, prohl4seni,
yjiSténi a zdruky vyslovné uvedené v této
smlouvé, a obé strany berou na v&domi, Ze
ptipadnd prava a niroky (kromé& piipadi
poruleni smlouvy) jim vznikaji jeding ve
spojitosti s vyjadfenimi, prohl4Senfmi,
ujisténimi a zdrukami vyslovn& uvedenymi
v této smlouvé.

Vztah. 74dné ze skuteSnosti uvedenych v
této smlouvé neméd davat vzniknout
Zidnému partnerstvi nebo spoleénému
podniku mezi smluvnimi stranami, nem4 2
#adné smluvnf strany &init zdstupce druhé
strany a nemd Zddnou smluvnf stranu
opraviiovat k tomu, aby pfistupovala
jménem druhé smluvni strany na jakékoli
zavazky.

Préva tfetlch stran. Nenf-li v této

smlouvé vyslovné uvedeno jinak, neni
Z4dné  ustanoveni  této  smlouvy

20.6

20.7

20.8

smlouva 20.5 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
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 authotise any
Party to make or enter into any
commitments for or on behalf of any other

Party.

Third Party Rights. Unless otherwise

expressly stated in this Agreement, no
provision of this Agreement shall be
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20.9

vymahatelné  Zidnou tfeti  stranou.
Ustanoveni této smlouvy, kterd odkazuji
na spolenost Kite nebo na deefiné
spole¢nosti Gilead nebo Kite, predstavuji
opravnéni pro takové strany, a pokud to
dovoluji pFisluiné pravni predpisy, jejich
utelem je, aby byly vymahatelné t&mito
stranami.

Oznémeni. VSechna pfipadnd oznameni,
ktera maji byt dorucena smluvni strang dle
této smiouvy nebo ve spojitosti s ni, (a)
maji mit pisemnou podobu a byt
adresovana dané smluvni strané na adresu
jejfho sidla nebo hlavniho mista podnikani
nebo na jinou adresu, kterou smiuvni
strana uvedla druhé smluvni strang
pisemné v souladu s timto ustanovenim, a
(d) majf byt dorufena osobné nebo
komerénim  kuryrem nebo  zaslina
doporuéené s potvrzenim dorudenl v zemi,
v nfZ ma pifjemce své sidlo (nebo jinou
doruCovaci sluZbou v pfisluiné zemi
nabizejic{ dorudenf dal§l pracovni den).
Viechna takovéto pfipadnd ozndmenf jsou
povaZovana za obdrZend (i) okamiikem,
kdy byla dorufena na adresu uvedenou
vyse, pokud jde o osobni dorudent, (ii) v
9:00 hod, druhy pracovn{ den po odeslani,
jestliZe jsou odesléna doporucenou postou
nebo jinou dorucovaci sluZbou nabizejici
doruteni dalsi pracovni den, nebo (iii) v
den a v hodinu, kdy byla podepsina
dorudenka kuryra, pokud jsou dorutovana
komerénim kuryrem. Ozndmeni dorutené
dle této smlouvy neni platné, pokud je
zaslino e-mailem. Timto v¥ak nenf
zapovézeno pouZitf e-mailu pro ucely
béZné provozni komunikace mezi
smluvnimi stranami. Ustanoveni tohoto
odstavee 20.9 se nevztahujf na doruovén{
jakychkoli Zalob nebo jinych dokumentfi v
ramel jakychkoli prévnich spord.

20,10 Yyhotoveni, Tato smlouva je vyhotovena

ve dvou stejnopisech, pfidemZ kaZdd
smluvni strana obdrZ{ po jednom. Je-li tato
smlouva podepisovéna elektronicky, kazdd
ze smluvnich stran obdrZi jejf shodné
elektronicky podepsané vyhotoveni.

20.9

20,10 Counterparts,

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
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;
(i) 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 s
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 Rozhodné privo. Tato smlouva a viechny 20.11 Governing Law. This Agreement and any

piipadné spory nebo naroky, které z ni
vyplyvaji nebo s ni souvisejf nebo které
souviseji s pfedmétem této smlouvy

dispute or claim arising out of or in
connection with it or its subject matter
(including non-contractual disputes or
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20.12

20.13

20.14

(v€etnd mimosmluvnich spord &i nédrokd),
se ¥dl pravnim fadem Ceské republiky a v
souladu s nim jsou rovnd% vykladany,
oviem bez odkazu na ustanoveni o
koliznich norméch.

Jurisdikce. Obé smluvni  strany
neodvolatelné souhlasi s tim, Ze vyhradni
pravomoc vyfeSit pfipadné spory a néroky,
které vyplyvaji z této smlouvy nebo které s
ni souviseji nebo které souviseji s
pfedm&tem této smlouvy nebo s jejim
uzavienim (véetné mimosmluvnich spord
&i nérokd), maji soudy v Ceské republice a
timto se vzdavaji préava uplatnit jakékoli
némitky proti jejich pFislusnosti.

Jazykové verze. Tato smlouva je
vyhotovena v deské a anglické jazykové

verzi. P vykladu jakéhokoli ustanovenf
této smlouvy bude mit vidy prednost jeji
Ceskd jazykovd verze.

Sankce viiti Rusku a Bélornsku. Gilead

odpovidd za to, Ze platby poskytované
Poskytovatelem dle této smlouvy nebudou
pHmo nebo nepfimo  zpiistupnény
fyzickym osobdm nebo pravnickym
osobdm, subjektim &i organim nebo
v jejich prospéch ve smysltu &. 2 odst. 2
Natizeni Rady (EU) &. 208/2014 ze dne 5.
3. 2014 o omezujicich opatfenich vhdi
nékterym osobam, subjektim a organdim
vzhledem k situaci na Ukrajing a Natizeni
Rady (ES) &. 765/2006 ze dne 18. 5. 2006
o omezujicich opatfenich vzhledem k
situaci v B&lorusku a k zapojeni B&loruska
do ruské agrese proti Ukrajin& a které jsou
uvedeny na tzv. sank&nich seznamech (dle
pfiloh & 1 obou nafizeni); bude-li
kterékoliv. z nafizeni v budoucnu
nahrazeno jinou legislativou obdobného
vyznamu, uvedend povinnost se uplatn
obdobng. Gilead je povinna Poskytovatele
bezodkladné informovat o jakychkoliv
skutetnostech, které mohou mit vliv na
odpovédnost spole&nosti Gilead dle tohoto
odstavce. Spoletnost Gilead je soudasng
povinna kdykoliv poskytnout
Poskytovateli bezodkladnou souginnost
pro piipadné ovéfeni pravdivosti informaci
dle tohoto odstavce. Dojde-li k poruSeni
pravidel dle tohoto odstavee, jedn4 se o
podstatné poruSeni smlouvy 2ze strany
spoletnosti Gilead.

20.12

20.13

20.14

claims) shall be governed by and construed
in accordance with the laws of the Czech
Republic, without reference to its conflicts
of law provisions.

Jurisdiction. Each Party irrevocably
agrees that the courts of the Czech

Republic shall have exclusive jurisdiction
to seftle 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.

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.

anctions againg ia_and Arus.
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.
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Smluvni strany timto prostfednictvim osob
oprévnénych  podepsat  tuto  smlouvu
SOUHLAS.

GILEAD SCIENCES 8.R.O.

Misto/Place: Praha
Datum/Date:

Digitally signed by
# Date: 2025.03.31 11:33:32 +02'00

J/

AGREED by the Parties through their authorised
signatories.

Fakultnf nemochnice Ostrava

Misto/Place: [e]
Datum/Date: [e] -
MUDT. Jiti ior sisimvon

Datum: 2025.04.04
Havrlant 5.1s vor00

Jméno/Name-

Funkce/Position: prokurista

Jméno/Name: [e]

Funkee/Position: [e]
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EXHIBIT A / PRILOHA A
Autologous Cell Therapy Products / PFipravky pro autologni buné¥nou terapii

Yescarta 0.4 - 2 x 10® celis dispersion for infusion / Yescarta 0,4 — 2 x 10® bunik SI'J}(L code / Kéd
infuzni disperze SUKL: 0223073
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EXHIBIT B/ PRILOHA B
Price List of Autologous Cell Therapy Products / Cenik pfipravkii pro autologni bunéénou
terapii
CENOVE YARAKY
Nazayvoleind akizky (VZ): #Roaiviy Eiviho pHipravic YEBOARTA"
ClaipV2ve PN Osvavy JRIAG42S Plichs & 220 Conor
| dodevatel dopled
Nisev. |crans sctences sro,
o 290351 ==
$kllg, Pujmanave $753/108 Nusle, 140 00 Prana 4
GENDVA TABULEA
B [ oemnan [ s [ ] SRS,
Msov paindhy phedmit) pirs ATSsxu0na wn -
a fangn
|_|m Lo
ﬂ?’”ﬁmﬁ%ﬁ' LODUO3 | YESCARTA omm‘x‘;ﬁ'( LR
CELKOVA HABIDKOVA CEMA BEZ A VEETHE OPH 22 vigchny polodiy ¥ Jodpokiddant spotfebd 2 1 rok i
mAmWAcmmAmlwz;mmhumimﬂ ipotiebl zs 4 reky [ 288743 82040

one 2025 ! r1giaty signed by NN
/‘, Date: 20250331 14 3403 40200 raziio » podpis Godersly
£
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