Product-Specific Agreement

DOHODA KE SPECIFICKEMU
PRIPRAVKU

This agreement (“Product-Specific
Agreement”) is made and entered into as of

<<insert date>> (“Product-Specific
Agreement Effective Date”) by and
between

Tuto dohodu (,,dohodu ke specifickému
pripravku‘) uzaviraji ke dni posledniho podpisu
smluvnich stran a ke dni uvefejnéni v registru
smluv ~ (,,datum Gc¢innosti dohody ke
specifickému pripravku‘) mezi sebou

EBMT, the European Group for Blood and
Marrow transplantation,

EBMT, Evropska spole¢nosti
transplantace krve a kostni

pro

legally represented by ||

dfené, kterou pravné zastupuje ]

hereinafter referred to as “EBMT”.

déle jen ,,EBMT*.

AND

A

Fakultni nemocnice Hradec Kréalové, adresa
nemocniceSokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kraloveé represented
by CEOprof. MUDr. Vladimir Pali¢ka, CSc.,
dr. h. c., feditel, hereinafter referred to as
“Poskytovatel” or “Participating Site”.

Fakultni nemocnice Hradec Kralové,
Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, kterou zastupuje
prof. MUDr. Vladimir Palicka, CSc., dr. h.
c., feditel, dale jen ,,Poskytovatel* nebo
,,Zucfastnéné pracovisté®.

Poskytovateland EBMT are hereinafter
individually referred to as a “Party” or
collectively referred to as “Parties”.

Poskytovatel a EBMT jsou déle jednotlivé
oznacovany jako ,,strana* nebo spole¢né
oznacovany jako ,,strany*.

RECITALS

ODUVODNENI

WHEREAS, the Parties have entered into a
Data Collection Master Agreement as of
(hereinafter

referred to as “Agreement”);

VZHLEDEM K TOMU, ZE strany uzaviely
hlavni dohodu o neinterveéni studii ke dni
(dale jen ,,dohoda‘“);

Neintervencni studie se bude provadétna IV.
Interni hematologické klinice, odpovédna

osoba — [

WHEREAS, the Parties wish to conduct a
Data Collection Initiative under the terms of
the Agreement, to support the PAS imposed

VZHLEDEM K TOMU, ZE si strany preji
provadét iniciativu sbéru dat podle
podminek dohody, na podporu PAS
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by the EMA and sponsored by Novartis
Pharma AG (the “Company”), for Kymriah®
(tisagenlecleucel) (“Kymriah”) intended for
the treatment of pediatric and young adult
patients up to 25 years of age with B-cell
acute lymphoblastic leukemia (ALL) that is
refractory, in relapse post-transplant or in
second or later relapse; and for the
treatment of adult patients with relapsed or
refractory (r/r) diffuse large B-cell ymphoma
(DLBCL) after two or more lines of systemic
therapy and; and

uloZzené agenturou EMA a sponzorovanou
spoleCnosti ~ Novartis  Pharma  AG
(,,spolecnost*), pro ptipravek Kymriah®
(tisagenlecleucelum) (,,Kymriah*) urcéeny
pro 1écbu  pediatrickych  a mladych
dospélych pacienti do 25 let s B-bunécnou
akutni lymfoblastickou leukémii (ALL),
ktera je refrakterni, vrelapsu po
transplantaci nebo ve druhém ¢i pozdé€jSim
relapsu; apro 1écbu dospélych pacienti
s relabujicim nebo refrakternim  (r/r)
difuznim velkobunéénym B-lymfomem
(DLBCL) po dvou nebo vice liniich
systémové terapie; a

WHEREAS, terms and conditions for the
conduct of the Data Collection Initiative are
laid out in this Product-Specific Agreement
together with the Agreement.

VZHLEDEM K TOMU, ZE podminky pro

......

stanoveny v této dohod¢ ke specifickému
piipravku spolu s dohodou.

NOW, THEREFORE, IT IS HEREBY

NYNI JE PROTO TIMTO DOHODNUTO

AGREED AS FOLLOWS: NASLEDOVNE::
I. PURPOSE & SCOPE L UCEL A OBLAST PUSOBNOSTI

It is agreed that:

Je dohodnuto, Ze:

- The Data Collection Initiative
will  begin on the Product-Specific
Agreement Effective Date.

iniciativa sbéru dat zacne kdatu udcinnosti
dohody ke specifickému piipravku.

- The recruitment target for the
PAS is [llloatients globally (at least ||l
patients for r/r pediatric/young adult B-cell
ALL and at least [l patients for large B-
cell lymphoma). The enrolment of
consecutive patients who are eligible to be
enrolled in the Data Collection Initiative is
competitive across all sites participating in
this Data Collection Initiative and
Participating Site expects to achieve an
average enrolment rate of
patients per month.

Néborovy cil pro PAS je -Bacientﬁ po
celém svété (nejméné [ lpediatrickych /
mladych dospélych pacientli pro r/r B-bunécnou
ALL  anejméné pacientl  pro
velkobunécny B-lymfom). Registrace
konsekutivnich pacienti, ktefi jsou zpusobili
k registraci do iniciativy sbéru dat je
kompetitivni napii¢ v§emi pracovisti zapojenymi
do této iniciativy sbéru dat a ocCekava se, zZe
zGc¢astnéné  pracovist¢  dosdhne  primérné
rychlosti registrace || Nl pacienta za mesic.
Predpokladany pocet zarazenych subjektt...

- EBMT shall monitor the
enrolment of patients for the Data Collection

EBMT bude monitorovat registraci pacientti pro
iniciativu sbéru dat ainformovat ziCastnéné
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Initiative and inform Participating Site on a
case-by-case basis of the inclusion status of
the patients in the Data Collection Initiative.
Participating Site shall immediately cease
enrolling patients for the Data Collection
Initiative upon receipt of notification from
EBMT that the target number of patients
have been enrolled for the Data Collection
Initiative across all participating sites, has
been met. Notwithstanding the foregoing,
Participating Site shall continue to collect
patient-level data as per its commitment to
the standard Registry activities.

pracovisté u kazdého piipadu o stavu zahrnuti
pacientd do iniciativy sbéru dat. Zicastnéné
pracovist¢ ukon¢i registraci pacientd do
iniciativy sbéru dat okamZit¢ po obdrZeni
ozndmeni od EBMT, Ze byl dosaZen cilovy pocet
pacientt, ktery mél byt zaregistrovin pro
iniciativu sbéru dat napfi¢ vSemi zdcastnénymi
pracovisti.

Bez ohledu na vySe uvedené bude
zicCastnéné pracovisté pokracovat ve sbéru
dat na urovni pacienti podle standardnich
¢innosti Registru.

II. COMPENSATION

ILKOMPENZACE

Parties agree that Participating Site shall be
paid by EBMT for the proper performance of
the Data Collection Initiative in accordance
with the budget and payment terms
attached as Schedule 1 to this Product-
Specific Agreement (“Budget”). In the event
this  Product-Specific ~ Agreement is
terminated pursuant to Article VIII of the
Agreement or Article IV of this Product-
Specific ~ Agreement, payments  to
Participating Site shall be pro-rated to
compensate Participating Site for work
actually and properly performed for this
Data Collection Initiative up to the actual
date of termination.

Strany souhlasi, Ze EBMT zaplati
zuCastnénému pracoviSti za fddné plnéni
iniciativy sbéru dat v souladu s rozpoctem
a platebnimi podminkami pfipojenymi jako
piiloha 1 k této dohodé ke specifickému
ptipravku (,,rozpofet®). V piipadé, Ze
dohoda ke specifickému piipravku bude
ukoncena podle ¢lanku VIII dohody nebo
Clanku IV této dohody ke specifickému
pfipravku, budou platby zuacastnénému
pracoviSti ~ pomérné  sniZeny,  aby
kompenzovaly zucastnénému pracovisti
praci skutecné a fddn¢é provedenou pro tuto
iniciativu  sbéru dat k aktudlnimu datu
ukonceni.

111 PRODUCT-SPECIFIC
REQUIREMENTS

III;I?Q?ADAVKY KE SPECIFICKEMU
PRIPRAVKU

As part of their post-marketing obligations to
EMA, the Company must complete a non-
interventional  post-authorisation  safety
study (“PASS”). EBMT has entered into a
separate Research Agreement for the
PASS Based on Secondary Use of Data
Obtained from the EBMT Registry (the
“Research Agreement”) with the Company
in order for the Company to use the Registry
as a data source for the PASS and to
engage EBMT to provide various services
under the Research Agreement.

Vrdmci svych poregistracnich zdvazkl
vici agenture EMA musi spolecnost
provést neintervencni poregistracni
bezpecnostni studii  (,,PASS*). EBMT
uzaviela samostatnou dohodu o vyzkumu
pro PASS na zdkladé sekunddrniho vyuZiti
dat ziskanych z Registru EBMT (,,dohoda
ovyzkumu“) se  spoleCnosti, aby
spoleCnost mohla vyuZzit data z Registru
jako zdroj dat pro PASS a aby se EBMT
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zapojila do poskytovani rGznych sluZeb
podle této dohody o vyzkumu.

IV. TERM AND TERMINATION

IV.DOBA TRVANi A UKONCENI

This Product-Specific Agreement shall enter
into effect on the Product-Specific Effective
Date above, and shall continue until
completion of the Data Collection Initiative,
unless early terminated in accordance with
one of the below paragraphs.

Tato dohoda ke specifickému piipravku
vstoupi v ucinnost k datu tc¢innosti dohody
ke specifickému pfipravku vySe abude
pokraCovat az do dokonceni iniciativy
sbéru dat, pokud nebude ukoncena diive
v souladu s jednim z nésledujicich
odstavcu.

Tato neintervencni studie bude probihat od

i) This Product-Specific Agreement
may be terminated immediately by either
Party upon written notice if the other Party
commits a material breach of this Product-
Specific Agreement and fails to remedy the
same within thirty (30) days of receipt of
notice from the aggrieved Party specifying
the breach, then the aggrieved Party may
terminate this Product-Specific Agreement.

Tato dohoda ke specifickému piipravku muize
byt ukoncena ihned jednou ze stran na zdklad¢
pisemné vypoveédi, jestlize se druha strana
dopusti zdvazného poruseni této dohody ke
specifickému  pfipravku  anenapravi toto
porusenti do tficeti (30) dnli od pfijeti ozndmeni
od poskozené strany, potom miZe poskozena
strana ukoncit tuto dohodu ke specifickému

piipravku.

ii) EBMT may terminate this Product-
Specific Agreement upon thirty (30) days’
written notice to Participating Site, to the
extent permitted under Applicable Laws.

EBMT miiZe ukoncit tuto dohodu ke specifickému
zaklade
zucastnénému pracovisti s vypovedni lhlitou tiicet
(30) dnti, v rozsahu povoleném platnymi pravnimi

pfipravku  na pisemné vypoveédi

predpisy

In all circumstances the Parties will use their
best efforts to minimize any inconvenience
or harm to patients caused by the premature
termination of the Data Collection Initiative.

Za vSech okolnosti

maximalni

vynaloZi strany

usili, aby minimalizovaly
jakékoli neptijemnosti nebo Skody pacientii
ukoncenim

zpuisobené pfedCasnym

iniciativy sbéru dat.

The Contracting Parties acknowledge that
there will be no initial visit until the final

Smluvni strany berou na védomi, Ze nedojde

.....

kone¢ného dokumentu v registru smluv.
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document is published in the Register of
Contracts.

This contract is governed by Czech law.
Before taking any legal action, the Parties
shall endeavor to settle any dispute arising
out of this Agreement amicably. If the
parties do not reach amicable settlement,
the competent courts will be the courts in
Hradec Kralové in the Czech Republic and
the parties waive any other forum to which
they may be entitled because of their current
or future address or for any other reason.
This contract is made in Czech and English
language  versions. In case  of
discrepancies, the Czech version shall
prevail.

Tato smlouva se fidi ¢eskymi
pravnimi piedpisy. Pred
podniknutim jakychkoli
pravnich krokti vynaloZi strany
usili, aby urovnaly jakékoli
vzniklé spory ohledné¢ této
dohody smirnou cestou. Pokud
strany nedosdhnou smirného
feSeni, ptisluSnymi soudy budou
soudy v Hradci Kralové
v Ceské republice a strany se
ztikaji jakéhokoli jiného fora, na
néZ mohou mit ndrok z diivodu
své soucasné nebo budouci
adresy nebo z jiného divodu.

Tato smlouva je vyhotovena
v Ceské a anglické jazykové
verzi. V pfipadé rozpori ma
pfednost verze Ceska.

The Contracting Parties acknowledge that
this contract will be published in the register
of contracts in accordance with Act No.
340/2015 Coll., On the register of contracts,
and the publication of the contract will be
performed by the Provider.

Before signing the contract, the Provider
requires to send the agreed final version of
the contract in a machine-readable format
with highlighted text, which the EBMT
considers to be a trade secret. The Provider
is obliged to obtain the consent of the EBMT
before further changing the final version of
the contract beyond the colored text by the

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

Poskytovatel vyzaduje pred podpisem
smlouvy zaslat odsouhlasenou findlni verzi
smlouvy ve strojové Ccitelném formatu s
podbarvenym textem, ktery EBMT povazuje
za obchodni tajemstvi. Poskytovatel je
povinen ziskat souhlas EBMT pfed tim, nez
bude konec¢nou verzi smlouvy dale ménit nad
ramec podbarveného textu ze strany EBMT.

Predpoklddand maximélni hodnota této
EBMT. smlouvy je 48 000 EUR.
Please sign below: Podepiste prosim nize:
For PARTICIPATING SITE /
For EBMT / Za EBMT Za POSKYTOVATELE
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Name / Jméno : Name / Jméno: prof. MUDr. Vladimir
Palicka, CSc., dr. h. c.

Title / Funkce : Title / Funkce : feditel

Date / Datum : 9. 2, 2022 22.2.2022

Date / Datum :

Svym podpisem bere na védomi :

Name / Jméno : [ IEEEEEEEE
|

Date / Datum : 21. 2. 2022

Schedule 1 — Data Collection Initiative
Specific Budget

Ptiloha 1 — Rozpocet k iniciativé sbéru dat

Schedule 1 — Data Collection Initiative
Specific Budget: Payment Form and
Invoicing Instructions

Priloha 1 — Rozpocet k iniciativé sbéru dat:
Platebni formular a pokyny k fakturaci

PAYMENT FORM

PLATEBNI FORMULAR

Payments will be made to the Institution after all
data on the applicable Advanced Cellular Therapy
Form is submitted, queries are closed, and after
an invoice is received by the EBMT. | NN
can be invoiced for Enrolled patients after all data
for year one has been completed and checked
and [ can be invoiced after all data until
year 5 has been completed and checked, or in
case the patient died before year 5, as per the
payment schedule below. Invoices for all site
patients should be send on a yearly basis.

Platby budou provedeny instituci poté,
co budou odeslana vSechna data na
pfisluSném formulafi moderni bunécné
terapie, uzavieny dotazy apoté, co
EBMT obdrzi fakturu. “ Ize
fakturovat za registrované pacienty po
vyplnéni a kontrole vSech dat za prvni
rok a lze fakturovat po
vyplnéni akontrole vSech dat az do
5.roku, nebo v pfipadé, Ze pacient
zemfe pred 5. rokem, podle platebniho
kalendare nize. Faktury za vSechny
pacienty z pracovité se zasilaji jednou
za rok.

No payments will be made for ineligible patients or
after the enrolment phase is officially closed.

Z4dné platby nebudou provedeny za nezptsobilé
pacienty ani po oficidlnim uzavfeni registraéni
faze

EMBT has the authority to reduce the per patient
fees in case the data provided is in significant
incomplete or poor quality.

EMBT ma pravo snizit poplatky za pacienta
v pfipadé, Ze poskytnuta data budou
vyznamné neuplna nebo nekvalitni.

The breakdown of costs, per patient is as follows:

Rozpis nakladu na pacienta je nasledujici:
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Amount
(Euros)

Payment

Year 1

Advanced Cellular therapy forms to
be completed:

Registration DO

D100

6 months

Year 5 or in case of death
Advanced Cellular therapy forms to
be completed:

Annual Follow Up (year 1, year 2,
year 3, year 4, year 5)

Total per patient fee

Castkak dhradé (EUR)

1. rok
Vyplnéni formul&fi k modemi bunééné
terapii:

=> Registrace DO

=> D100

=>» 6 mésicu

5. rok nebo v pfipadé smrti

VypInéni formulard k moderni
bunécéné terapii:
=>» Rocni sledovani (1. rok,
2. rok, 3. rok, 4. rok, 5. rok)

Poplatek za pacienta celkem|il}

The fee for negotiating the contract in the amount
of i will be invoiced after signing the
contract and will be charged even if, despite

previous negotiations on the contract, this contract
is not concluded.

The provider will be paid a one-time non-
refundable start-up fee of after
signing the contract. The fee will be charged even
if, despite previous negotiations on the contract,
this contract is not concluded.

A one-time non-refundable fee for negotiating an
amendment to the contract in the amount of
il be paid upon receipt of the invoice after
signing the amendment.

Poplatek za projedndni smlouvy ve vysi

bude fakturovdn po podpisu
smlouvy a bude uctovan 1 v ptipadé, Ze i pies
pfedchozi jedndni o smlouvé nedojde k
uzavieni této smlouvy.

Poskytovateli bude uhrazen jednordzovy
nevratny zahajovaci poplatek (start-up fee)
ve Vvysi po podpisu smlouvy.
Poplatek bude uctovan i v piipad¢, ze i pres
pfedchozi jednani o smlouvé nedojde k
uzavieni této smlouvy.

Jednordzovy nevratny poplatek za projednani
dodatku ke smlouvé ve vysi bude
uhrazen po obdrZzeni faktury po podpisu
dodatku.

Version 20-07-2020

Verze 20-7-2020

INVOICING INSTRUCTIONS

POKYNY K FAKTURACI

The invoice should be send in PDF format and
must include the following to be accepted in our
financial system:

Faktura bude zaslana ve formatu PDF
a musi obsahovat nasledujici udaje,
aby byla pfijata do naseho finanéniho
systému:

> The invoice address is:

» FakturaCni adresa je:
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o Foundation EBMT o Foundation EBMT

o Rijnsburgerweg 10 o Rijnsburgerweg 10

o 2333 AA Leiden o 2333 AA Leiden

o The Netherlands o The Netherlands

o Finance-office @ebmt.org o Finance-office@ebmt.org

> The word ‘Invoice’ or ‘Credit Note’ in English
and local language

> Slovo ,Invoice - Faktura“ nebo ,Credit
Note — Dobropis* v angli¢tiné a mistnim
jazyce

» A unique invoice number and invoice date

» Jedinecné Cislo faktury a datum faktury

» The name of your organization, address and
contact information

Nazev vasi organizace, adresa a kontaktni
Udaje

> Registration number Chamber of Commerce

» Registracni Cislo obchodni a primyslové
komory

» A telephone number and name of contact
person

» Telefonni ¢islo a jméno kontaktni osoby

> The reference number of the project and CIC
number (if applicable)

» Referenéni islo projektu a Cislo CIC (je-li
relevantni)

» Your VAT registration number including the
two-letter country prefix

» Vase identifikacni Cislo pro DPH vetné
dvoupismenného narodniho prefixu

» EBMT’s VAT registration number, which is NL
8143.70.822.B01

» ldentifikaéni Cislo pro DPH EBMT, coz je
NL 8143.70.822.B01

> A clear description of what is charged,
including the quantity and unit price in Euro
(excluding VAT)

» Jasny popis toho, co se Uctuje,
véetné mnozstvi a jednotkové
ceny v EUR (bez DPH)

» The amount(s) being charged in Euro

> Uttovana &astka / Utované ¢astky v EUR

> VAT amount if applicable, if not applicable
mention reason why

» VySe DPH, je-li relevantni, neni-li
relevantni, uvedte divod pro¢

o Dutch hospitals VAT according the Dutch
rules

o DPH pro nizozemské nemocnice
podle nizozemskych pravidel

o EU hospitals VAT Cross borders services:
VAT reversed charges

DPH pro pfeshranicni sluzby u nemocnic v EU:
Preneseni darové povinnosti u DPH

o Outside EU no VAT

o Mimo EU Zadna DPH

> The total amount owed inclusive VAT if
applicable

» Castka celkem véetné DPH, je-li relevantni

» Bank details (IBAN and SWIFT/BIC)

» Bankovni spojeni (IBAN a SWIFT/BIC)

When changing invoicing data or VAT number,
the Contracting Authority / Company is obliged to
immediately inform the Provider (Dasa
Prokipkovd - Legal Department, e-mail:
dasa.prokupkova@fnhk.cz, Jitka HaleSovd -
Finance and Analysis Department, e-mail:

Pii zméné fakturaénich udaji nebo DIC je

zadavatel/Spole¢nost  povinen  neprodlené
informovat Poskytovatele (DadSa Proktipkova —
pravni odbor, e-mail :

dasa.prokupkova@fnhk.cz, Ing. Jitka HaleSova
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jitka.halesova @ fnhk.cz). — Odbor financi a analyz, e-mail:
jitka.halesova@fnhk.cz).

> Invoices need to be provided to EBMT no later | Faktury musi byt poskytnuty EBMT nejpozdéi
than 6 months after the last patient has completed | 6 mésicu poté, co posledni pacient dokoncil

the 5 year evaluation of after all patients have hodnoceni za 5. rok nebo poté, co vsichni paCienti
died. zemreli.

The payment term is within 30 days of the invoice | Lhita splatnosti je 30 dni od data vystaveni
date, provided the invoice is correct and complete. | faktury, pokud je faktura spravna a uplna.

Version 20-07-2020 Verze 20-07-2020
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