Product-Specific Agreement

DOHODA KE SPECIFICKEMU PRIPRAVKU

They conclude this agreement (“Product-
Specific Agreement”) (“effective date the
product-Specific Agreement”) with each
other

Tuto dohodu (,,dohodu ke specifickému
pripravku®) uzaviraji (,,datum ucinnosti
dohody ke specifickému pripravku‘) mezi
sebou

EBMT, the European Group for Blood and
Marrow transplantation,

EBMT, Evropska
transplantace krve a kostni

spole¢nosti pro

legally represented by A. Gusi

dfeng, kterou pravné zastupuje A. Gusi

hereinafter referred to as “EBMT”.

dale jen ,,EBMT*.

AND A

Hospital name, address hospital | Fakultni nemocnice Plzen, Edvarda Benese
represented by name, CEO, hereinafter | 1128/13, 305 99 Plze, kterou zastupuje
referred to as “name hospital” or| MUDr. Vaclav Simének, Ph.D., dale jen

“Participating Site”.

,,FEN Plzen‘ a
XXX.

Hematologicko-onkologické oddéleni, alej
Svobody 80, 304 60 Plzen ,,za¢astnéné
pracovisté®.

University Hospital Pilzen and EBMT are
hereinafter individually referred to as a
“Party” or collectively referred to as
“Parties”.

Fakultni nemocnice Plzeni a EBMT jsou dale
jednotlivé oznacovany jako ,,strana‘“ nebo
spolecné oznacovany jako ,,strany*.

RECITALS

ODUVODNENI

WHEREAS, the Parties have concluded a
main agreement on data collection
(hereinafter referred to as “Agreement”);

VZHLEDEM K TOMU, ZE strany uzaviely
hlavni dohodu o sbéru dat (dale jen
,,dohoda®);

WHEREAS, the Parties wish to conduct a
Data Collection Initiative under the terms of
the Agreement, to support the PAS
imposed by the EMA and sponsored by
Novartis Pharma AG (the “Company”), for
Kymriah® (tisagenlecleucel) (“Kymriah”)
intended for the treatment of pediatric and

VZHLEDEM K TOMU, ZE si strany pieji
provadét iniciativu sbéru dat podle
podminek dohody, na podporu PAS uloZzené
agenturou EMA a sponzorovanou
spoleCnosti ~ Novartis  Pharma  AG
(,,spolecnost), pro piipravek Kymriah®
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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

(tisagenlecleucelum) (,,Kymriah®) urceny
pro lécbu  pediatrickych  a mladych
dospélych pacientit do 25 let s B-buné¢nou
akutni lymfoblastickou leukémii (ALL),
ktera je  refrakterni, v relapsu po
transplantaci nebo ve druhém ¢i pozdéjSim
relapsu; apro 1é¢bu dospélych pacientt
srelabujicim  nebo  refrakternim  (1/r)
difiznim velkobuné¢nym 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
provadéni iniciativy sbéru dat jsou
stanoveny Vv této dohod¢ ke specifickému
ptipravku spolu s dohodou.

NOW, THEREFORE, IT IS HEREBY
AGREED AS FOLLOWS:

NYNI JE PROTO TIiMTO DOHODNUTO
NASLEDOVNE:

. PURPOSE & SCOPE

LUCEL 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 k datu ti¢innosti dohody
ke specifickému piipravku.

- The recruitment target for
the PAS is 2500 patients globally (at least
1,000 patients for r/r pediatric/young adult
B-cell ALL and at least 1,500 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 approximately 2
patients per month.

Néborovy cil pro PAS je 2 500 pacientl po celém
svété (negjméné 1 000 pediatrickych / mladych
dospé€lych pacientd pro r/r B-bunéénou ALL
anejméne 1 500 pacientll pro velkobunécny B-
lymfom). Registrace konsekutivnich pacientt,
ktefi jsou zpusobili k registraci do iniciativy sbéru
dat je kompetitivni napfi€¢ vSemi pracovisti
zapojenymi do této iniciativy sbéru dat a oCekava
se, ze zucastnéné pracovisteé dosahne primérné
rychlosti registrace pfiblizn¢ 2 pacientii za mésic.

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

EBMT bude monitorovat registraci pacientd pro
iniciativu sbéru dat a informovat z(castnéné
pracovisté u kazdého pripadu o stavu zahrnuti
pacientt do iniciativy sbéru dat. Zucastnéné
pracoviste ukonc¢i registraci pacientt do iniciativy
sbéru dat okamzit¢ po obdrzeni oznadmeni od
EBMT, ze byl dosazen cilovy pocet pacientl,
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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.

ktery mél byt zaregistrovan pro iniciativu sbéru
dat naptic¢ vSemi zucastnénymi pracovisti.

Bez ohledu na vyse uvedené bude zG¢astnéné
pracovisté pokracovat ve sbéru dat na trovni
pacienti  podle standardnich  Cinnosti
Registru.

. 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 VIl 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 fadné plnéni
iniciativy sbéru dat v souladu s rozpoc¢tem
a platebnimi podminkami pfipojenymi jako
ptiloha 1l ktéto dohodé¢ ke specifickému
piipravku (,,rozpocet). V piipadé, ze
dohoda ke specifickému pfipravku bude
ukon¢ena podle ¢lanku VIII dohody nebo
¢lanku IV této dohody ke specifickému
pfipravku, budou platby zucastnénému
pracoviSti  pomeérné snizeny, aby
kompenzovaly zucastnénému pracovisti
praci skute¢né a fadné provedenou pro tuto
iniciativu  sbéru dat k aktualnimu datu
ukonceni.

M. PRODUCT-SPECIFIC
REQUIREMENTS

I.LPOZADAVKY 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.

V ramci svych poregistracnich zavazkl vii¢i
agentufe EMA musi spoleCnost provést
neintervenéni poregistracni bezpecnostni
studii. ~ (,,PASS¥). EBMT  uzavicla
samostatnou dohodu o vyzkumu pro PASS
na zaklad¢ sekundarniho vyuziti dat
ziskanych z Registru EBMT (,,dohoda
0 vyzkumu*) se spole¢nosti, aby spole¢nost
mohla vyuzit data z Registru jako zdroj dat
pro PASS aaby se EBMT zapojila do
poskytovani rtiznych sluzeb podle této
dohody 0 vyzkumu.

IV. TERM AND TERMINATION

IV.DOBA TRVANiI A UKONCENI
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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 ptipravku
vstoupi v ucinnost k datu G¢innosti dohody
ke specifickému ptipravku vyse a bude
pokracovat az do dokoncenti iniciativy sbéru
dat, pokud nebude ukonéena diive v souladu
s jednim z nasledujicich odstavcu.

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 mize byt
ukoncena ihned jednou ze stran na zaklad¢
pisemné vypovedi, jestlize se druha strana dopusti
zavazného poruseni této dohody ke specifickému
pfipravku a nenapravi toto poruseni do tficeti (30)
dnti od pfijeti oznameni od poskozené strany,
potom mize poskozend strana ukoncit tuto
dohodu ke specifickému ptipravku.

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

EBMT muze ukoncit tuto dohodu ke specifickému
pfipravku  na zakladé pisemné vypovédi
ziCastnénému pracovisti s vypoveédni lhitou tiicet
(30) dnii, v rozsahu povoleném platnymi pravnimi
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 vynaloZi strany
maximalni usili, aby minimalizovaly
jakékoli nepiijemnosti nebo Skody pacientii
zpusobené pred¢asnym ukoncenim
iniciativy sbéru dat.

Please sign below :/Podepiste prosim niZe:

For EBMT/ Za EBMT

Andreu Gusi
Excutive Director/ Vykonny feditel

Date/ Datum:
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For  PARTICIPATING
ZUCASTNENE PRACOVISTE

SITE/ Za

XXX. Date/Datum :

For FN Plzen/ ;a FN Plzen :
MUDr. Vaclav Simanek, Ph.D.
Director/reditel :

Date/ Datum :

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. 1000 euro
can be invoiced for Enrolled patients after all data
for year one has been completed and checked
and 1000 euro 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.

Payment recipients will issue an invoice
based on the materials sent by the sponsor.
Documents for issuing the invoice to medical
facilities will be sent to
registryfn@fnplzen.cz

Pament recipient:

University Hospital Pilsen

Platby budou provedeny instituci poté,
co budou odesléana vSechna data na
pfislusném formulafi moderni bunécné
terapie, uzavieny dotazy apoté, co
EBMT obdrzi fakturu. 1000 EUR Ize
fakturovat za registrované pacienty po
vypInéni a kontrole vSech dat za prvni
rok a1000EUR Ize fakturovat po
vyplnéni a kontrole vSech dat az do
5.roku, nebo v pfipadé, Ze pacient
zemre pred 5. rokem, podle platebniho
kalendafe nize. Faktury za vSechny
pacienty z pracovisté se zasilaji jednou
za rok.

Piijemci plateb vystavi fakturu, na
zaklad¢ podkladl zaslanych EBMT.
Podklady pro vystaveni faktury
Instituci budou zasilany na adresu
registryfn@fnplzen.cz.

Prijemce platby:

Fakultni nemocnice Plzen
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Address: Edvarda Benese 1128/13, 305 99
Pilsen, DIC: CZ00669806

Bank details:
account No.: 33739311/0710
IBAN: CZ21 0710 0000 0000 3373 9311

SWIFT: CNBACZPP

Adresa: Edvarda BeneSe 1128/13, 305 99
Plzen, DIC: CZ00669806

Bankovni spojeni:
Cislo uétu: 34534-33739311/0710
IBAN: CZ91 0710 0345 3400 3373 9311

SWIFT: CNBACZPP

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

Z4dné platby nebudou provedeny za nezpisobilé
pacienty ani po oficidlnim uzavieni 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 prévo snizit poplatky za pacienta
v pfipadé, Ze poskytnuta data budou
vyznamné neupina nebo nekvalitni.

The breakdown of costs, per patient is as follows:

Rozpis nakladu na pacienta je nasledujici:

Amount
(Euros)
Year 1 1000,-
Advanced Cellular therapy forms to

be completed:

Registration DO

D100

6 months

Year 5 or in case of death 1000,-
Advanced Cellular therapy forms to

be completed:

Annual Follow Up (year 1, year 2,

year 3, year 4, year 5)

Total per patient fee 2000,-

Payment

Castkak whradé (EUR)

1. rok
ViypInéni formulafd k moderni bunééné
terapii:

=>» Registrace DO

= D100

=>» 6 mésicl

5. rok nebo v pfipadé smrti

ViypInéni formulafd k modemni
bunécéné terapii:
=>» Rocni sledovani (1. rok,
2. rok, 3. rok, 4. rok, 5. rok)

Poplatek za pacienta celkem 2000,-

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,
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aby byla pfijata do nadeho finan¢niho
systému:

> The invoice address is:

» FakturaCni adresa je:

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

» Jedine€né 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 Cislo a jméno kontakini osoby

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

> Referenéni Cislo projektu a Cislo CIC (je-li
relevantni)

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

> Vase identifikacni Cislo pro DPH véetné
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

> Ugtovana ¢astka / udtované &astky v EUR

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

» VySe DPH, je-li relevantni, neni-li
relevantni, uvedte dlvod 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:
Pfeneseni dariové 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)

» Invoices need to be provided to EBMT no later
than 6 months after the last patient has completed

Faktury musi byt poskytnuty EBMT nejpozdé;i
6 mésicl poté, co posledni pacient dokongil
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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 | Lh0ta splatnosti je 30 dnul od data faktury,
date, provided the invoice is correct and complete. | pokud je faktura spravna a Uplna.

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

8z8
Dohoda ke specifickému ptipravku Kymriah Verze 1.0 4. srpna 2020 Fakultni nemocnice Plzen



