Sistema Socio Sanitario

XX/// Ospedale * Regione
Papa Giovanni XXIII Lombardia
ASST Papa Giovanni XXIII
DELIBERAZIONE NR. 437 DEL 27/03/2024

OGGETTO: STIPULA DEL PRODUCT SPECIFIC AGREEMENT RELATIVO AL
FARMACO IDE-CEL BB2121 CON L’EUROPEAN GROUP FOR BLOOD
AND MARROW TRANSPLANTATION (EBMT)

IL DIRETTORE GENERALE
nella persona del Dott. Francesco Locati

ASSISTITO DA:

IL DIRETTORE AMMINISTRATIVO DR. GIANLUCA VECCHI

IL DIRETTORE SANITARIO DOTT. MAURO MORENO
IL DIRETTORE SOCIO SANITARIO DR.SSA SIMONETTA CESA

Premesso che The European Group For Blood and Marrow Transplantation e I’ASST hanno
stipulato il “Data Collection Master Agreement” adottato con deliberazione n. 1029 del
21/07/2022 per la condivisione dei dati inseriti nel “EBMT Registry” presso la SC Ematologia
di questa azienda;

Premesso che la SC Ematologia € membro del (GITMO) - Gruppo Italiano per il Trapianto di
Midollo Osseo cellule staminali emopoietiche e terapia cellulare e di (EBMT), The European
Group For Blood And Marrow Transplantation;

Tenuto conto che a GITMO ¢ affidata la gestione dei rapporti con il Centro Nazionale Trapianti
e TEBMT (European Bone Marrow Transplantation);

Rilevato che in data 08/11/2021, il Comitato etico di Bergamo ha approvato 1’”Informativa e
modulo di consenso” (Version 1.1 - Modification: Section 3.4. Date of approval GITMO/CNT
17th march 2021) presentata da GIMTO per la condivisione con EBMT dei dati dei pazienti;

Precisato che:

- I’EBMT, ¢ un’organizzazione senza scopo di lucro composta da professionisti che lavorano
nel campo del trapianto di midollo osseo e della terapia con cellule effettrici del sistema
immunitario;

- il Registro EBMT é di un database internazionale, che raccoglie i dati clinici dei pazienti,
utilizzati nelle ricerche scientifiche e nelle valutazioni della sicurezza e dell’efficacia dei
trattamenti che gli stessi ricevono;



il “Data Collection Master Agreement” regola i termini e le condizioni del “Product Specific
Agreement” necessario per supportare uno studio Post-Authorization Study (PAS) richiesto
dalla Agenzia Europea per i Medicinali (EMA) sul farmaco IDE-CEL, BB2121
(Idecabtagene Vicleucel) e finanziato da Celgene Europe B.V.;

- in base ai contributi previsti, EBMT riconoscera all’azienda una somma pari a € 1.250,00
per ogni paziente che completera il primo anno, e di ulteriori € 1.250,00 per ogni paziente
al termine del quinto anno o in caso di morte anticipata;

Vista la proposta di convenzione in esame, ritenuta idonea a disciplinare gli impegni delle parti;

Preso atto che il DPO aziendale ha valutato la documentazione fornita da EBMT relativa al
“Data Collection Master Agreement” ¢ ha espresso parere favorevole alla condivisione dei dati
nel contesto degli studi PAS richiesti da EMA;

Ricordato che ogni determinazione in merito alla ripartizione delle somme messe a
disposizione da EBMT sara contenuta in successivi provvedimenti;

Dato atto che la dr.ssa Monia Maria Beatrice Lorini, direttore della SC Ricerca clinica,
sviluppo e innovazione é responsabile del procedimento;

Acquisito il parere del direttore amministrativo, del direttore sanitario e del direttore
sociosanitario;
DELIBERA

1. di sottoscrivere con The European Group For Blood and Marrow Transplantation il
“Product Specific Agreement”, nel testo allegato al presente atto, al quale si fa espresso
rinvio (all. A);

2. di precisare che ogni determinazione in merito all’utilizzo dei contributi messi a
disposizione da EBMT sara contenuta in successivi provvedimenti;

3. di dare atto che la dr.ssa Monia Maria Beatrice Lorini, direttore della SC Ricerca clinica,
sviluppo e innovazione é responsabile del procedimento.

IL DIRETTORE GENERALE
Dott. Francesco Locati

Documento prodotto in originale informatico e firmato digitalmente dal direttore generale ai sensi del “Codice
dell’amministrazione digitale” (d.lgs. n. 82/2005 e s.m.i.)



Product-Specific Agreement

This agreement (“Product-Specific Agreement”) is made and entered into as of the date of
last signature (“Product-Specific Agreement Effective Date”) by and between

EBMT, the European Group for Blood and Marrow transplantation, legally represented by
Mirjam Steinbuch, hereinafter referred to as “EBMT”.

AND

ASST Papa Giovanni XXIIl, Piazza OMS, n.1, 24127, Bergamo, Italy represented by Dr.
Francesco Locati, Director General, hereinafter referred to as “PG23” or “Participating Site”.

PG23 and EBMT are hereinafter individually referred to as a “Party” or collectively referred to
as “Parties”.

RECITALS
WHEREAS, the Parties have entered into a Data Collection Master Agreement as of
26/07/2022 (hereinafter referred to as “Agreement”);

WHEREAS, the Parties wish to conduct a Data Collection Initiative under the terms of the
Agreement, to support the EMA imposed PAS sponsored by Celgene Europe B.V.
(“Company”), for Ide-cel, BB2121 (idecabtagene vicleucel) (‘BB2121”) intended for a Registry
study of patients with multiple myeloma (MM) treated with idecabtagene vicleucel (ide-cel,
bb2121) in the postmarketing setting; and

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

NOW, THEREFORE, IT IS HEREBY AGREED AS FOLLOWS:

. PURPOSE & SCOPE

It is agreed that:
- The Data Collection Initiative will begin on the Product-Specific Agreement
Effective Date.

- The recruitment target for the PAS is 300 patients. The enrolment of eligible
consecutive patients is competitive across all sites participating in this Data
Collection Initiative. Patients are eligible to be enrolled in the Data Collection
Initiative when they have signed the EBMT informed consent form or when they
died before they were able to sign the updated EBMT informed consent form
(stating explicitly that the patient's data may be shared with the Marketing
Authorisation Holder (MAH) of the Immune Effector Cell therapy). Participating
Site expects to achieve an average enrolment rate of approximately 2 patients
per month.

- 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
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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 recruitment period has ended. Notwithstanding
the foregoing, Participating Site shall continue to collect patient-level data as
per its commitment to the standard Registry activities.

. COMPENSATION

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 1V 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.

Below are the Participating Site's bank details:

Institution: ASST Papa Giovanni XXIII

Bank: Banca Popolare di Sondrio

IBAN: IT7520569611100000008001X73

SWIFT CODE: PosolT2105E via poso 1T22

The referent on behalf of PG23 for billing procedures is the Clinical Trial Center (CTC) email
address: ctc@asst-pg23.it

lll. PRODUCT-SPECIFIC REQUIREMENTS

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.

IV. TERM AND TERMINATION

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.

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.

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

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.
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V. DATA PROTECTION

All personal data communicated by the parties are processed by themselves on the basis of
the assumption of lawfulness set out in Article 6 par. 1, lett. b) of the EU Regulation 679/2016
on data protection. By signing this Agreement, each Party declares to be informed on the use
of their personal data functional to the stipulation and execution of the contractual relationship
between the Parties. Such data may also be disclosed to third parties in Italy and/or abroad,
even outside the European Union, if such disclosure is necessary according to the rights and
obligations connected with the execution of this Agreement. The complete information drafted
pursuant to Articles 13 and 14 of Regulation 679/2016 / EU can be consulted on the website
of the entity at: www.asst-pg23.it/amministrazionetrasparente/privacy. The Parties also
recognize the rights granted them by the current legislation on the matter. The Parties mutually
recognize that for the activity covered by the agreement they will act as independent Data
Controllers, each with regards to their own area of competence. The Company and EBMT wiill
use only anonymous data, and won’t be able to retrieve the identity of enrolled patients.

VI. FISCAL OBLIGATIONS

This Agreement is signed digitally in accordance with Article 24 of legislative decree 82/2005,
in accordance with the provisions of Article 15 paragraph 2A of Law 241/1990 as supplemented
by article 6, decree law 18/10/2012, no. 179, converted into Law no. 22 of 17/12/2012. All the
taxes and duties relating to or resulting from the stipulation of this Agreement, including the
revenue stamp on the digital original as referred to in Article 2 of the table in Annex A — tariff
part | of Presidential Decree 642/1972, and the registration tax, must be paid in accordance
with the applicable regulations.

Signatures:

For EBMT For PARTICIPATING SITE
Name : Mirjam Steinbuch Name : Dr. Maria Beatrice Stasi
Title : EBMT Executive Director Title : General Director
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Schedule 1 — Data Collection Initiative Specific Budget: Payment Form and Invoicing
Instructions

EBMT

PAYMENT FORM

Payments will be made to the Partecipating Site after all data on the applicable Advanced Cellular
Therapy Form is submitted, queries are closed, and after an invoice is received by the EBMT. 1250 euro
can be invoiced for patients who gave their consent or for patients who died before they were able to
sign the updated EBMT informed consent form (stating explicitly that the patient's data may be shared
with the MAH of the Immune Effector Cell therapy), after all data up to day 100 has been completed.
Another 1250 euro can be invoiced after all data until year 5 has been completed and checked, orin
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.

EBMT has the right to reduce the per patient fees in case the data provided is significantly incomplete or
of poor quality.

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

The breakdown of costs, per patient is as follows:

Payment Amount (Euros)

Year 1 1250,-
Advanced Cellular therapy forms to be completed:
=>» Registration DO
= D100

Year 5 or in case of death 1250,-*
Advanced Cellular therapy forms to be completed:
=> If applicable, 6 months, annual follow-up (year 1, year 2, year 3,
year 4, year 5)

Total per patient fee 2500,-*

*Will be reduced when data provided is significantly incomplete or of poor quality
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EBMT

INVOICING INSTRUCTIONS

The invoice should be send in PDF format and must include the following to be accepted in our
financial system:
> The invoice address is:
o Foundation EBMT
o Rijnsburgerweg 10
o 2333 AA Leiden
o The Netherlands
o finance-office@ebmt.org

The word ‘Invoice’ or ‘Credit Note’ in English and locallanguage

A unique invoice number and invoice date

The name of your organization, address and contact information

Registration number Chamber of Commerce

A telephone number and name of contact person

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

Your VAT registration number including the two-letter country prefix

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

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

» The amount(s) being charged in Euro

vV V V V VYV V VYV VY VY

> VAT amount if applicable, if not applicable mention reason why
o Dutch hospitals VAT according the Dutch rules
o EU hospitals VAT Cross borders services: VAT reversed charges
o Outside EU no VAT

> The total amount owed inclusive VAT if applicable

> Bank details (IBAN and SWIFT/BIC)

> Invoices need to be provided to EBMT no later than 6 months after the last

patient has completed the 5 year evaluation or after all patients havedied.

The payment term is within 30 days of the invoice date, provided the invoice is correct and
complete.
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ATTESTAZIONE DI REGOLARITA’ AMMINISTRATIVO-CONTABILE (proposta n. 0474/2024)

Oggetto: STIPULA DEL PRODUCT SPECIFIC AGREEMENT RELATIVO AL FARMACO IDE-CEL
BB2121 CON L’EUROPEAN GROUP FOR BLOOD AND MARROW TRANSPLANTATION (EBMT)

SC PROPONENTE

Si attesta la regolarita tecnica del provvedimento, essendo state osservate le norme e le procedure previste
per la specifica materia.

Si precisa, altresi, che:
A. il provvedimento:

(1 prevede
non prevede

COSTI diretti a carico dell’ASST
B. il provvedimento:

prevede
(1 non prevede

RICAVI da parte dell’ASST.

Bergamo,

Dr. / Dr.ssa




GESTORE DI BUDGET

Si attesta che i RICAVI previsti:
v sono contabilizzati su:

] finanziamenti SSR e/o ricavi diretti

fondi di struttura e/o contributi vincolati

polo rete

ospedaliero | territoriale

importo imponibile

importo IVA

importo totale

X

€ 2.500,00

€ 0,00

€ 2.500,00

Si attesta, altresi, che i RICAVI relativi al presente provvedimento sono derivanti da:

(indicare centro di costo e autorizzazione se esistente)

1 cessione beni

[ cessione servizi

1 libera professione
[ solvenza aziendale
(1 contributi pubblici
(1 contributi privati
1 erogazioni liberali
altro

[ vedi allegato

Bergamo,

cdc
cdc
cdc
cdc
cdc
cdc
cdc

cdc.

aut /anno
aut /anno
aut /anno
aut /anno
aut /anno
aut /anno
aut /anno
aut /anno

Dr. / Dr.ssa




SC BILANCIO PROGRAMMAZIONE FINANZIARIA E CONTABILITA
Viste le attestazioni del gestore di spesa, si certifica che:

B i RICAVI derivanti dal presente provvedimento saranno contabilizzati al/ai seguente/i conto/i del
bilancio:

descrizione n. n. sub- importo importo | importo
n. conto . ; : . . s
del conto autorizzazione/anno | autorizzazione | imponibile IVA totale
Sperimentazione “Da
402210030 P x - € 2.500,00 versare € 2.500,00
armacil ) PRT)
all’Erario
Bergamo, 21/03/2024 Il Direttore

Dr.ssa Coccoli Antonella




PARERE DIRETTORI

all’adozione della proposta di deliberazione N.474/2024

ad oggetto:

STIPULA DEL PRODUCT SPECIFIC AGREEMENT CON L’EUROPEAN GROUP FOR BLOOD AND

MARROW TRANSPLANTATION (EBMT)

Ciascuno per gli aspetti di propria competenza, vista anche I’attestazione di regolarita amministrativo-

contabile.

DIRETTORE AMMINISTRATIVO :
Ha espresso il seguente parere:

X FAVOREVOLE

Vecchi Gianluca

Ha espresso il seguente parere:

X FAVOREVOLE
NON FAVOREVOLE
ASTENUTO

NON FAVOREVOLE
ASTENUTO
Note:
DIRETTORE SANITARIO : Moreno Mauro

Note:

DIRETTORE SOCIOSANITARIO :
Ha €Spresso il seguente parere:
X FAVOREVOLE
NON FAVOREVOLE
ASTENUTO

Cesa Simonetta

Note:




CERTIFICATO DI PUBBLICAZIONE

Pubblicata all’Albo Pretorio on-line
dell’Azienda socio sanitaria territoriale

“Papa Giovanni XXIII” Bergamo

per 15 giorni
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