AGENZIA ITALIANA DEL FARMACO
— —

Comitato Etico per le Sperimentazioni Cliniche relative alle Terapie Avanzate
0.d.G Seduta del 28/04/2026

Gli studi vengono inseriti all’Ordine del Giorno esclusivamente nel momento in cui risulta disponibile I'intera documentazione validata e
ritenuta idonea per avviare la fase di valutazione.

E importante sottolineare che I'inserimento in 0.d.G. non garantisce che la valutazione venga completata o deliberata nella stessa
seduta: esso rappresenta invece I'avvio formale dell’iter valutativo della procedura, che potra richiedere ulteriori approfondimenti,
integrazioni o successive discussioni in riunioni future.

000423 A phase 3b, Randomized, Controlled Trial of Nadofaragene Firadenovec vs.
CTIS ITALY - MS Interventistico con Observation in Subjects with Intermediate Risk Non-Muscle Invasive Bladder
2024-512029-10-00 farmaco - Profit Cancer (IR NMIBC)
SUBSTANTIAL Phase IlI
MODIFICATION SM-4  Promotore: Ferring
(Part ) Pharmaceuticals A/S
Multinational

DISH-SCC Development of immunotherapy strategies in head and neck squamous cell
Osservazionale senza carcinoma
farmaco e dispositivo -

CEN ATMP No Profit
RSO - 4260 Promotore: Fondazione
INITIAL Policlinico Universitario

Agostino Gemelli IRCCS
Mononational
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KT-US-982-5968 Long-term Follow-up Study for Participants of Kite-Sponsored Interventional
CTIS ITALY - MS Interventistico con Studies Treated With Gene-Modified Cells
2023-507041-28-00 farmaco - Profit
SUBSTANTIAL Phase Il
MODIFICATION SM-8 Promotore: Kite Pharma
(Part 1) Inc.
Multinational

SRP-9003-301 A Phase 3 Multinational, Open-label, Systemic Gene Delivery Study to Evaluate
CTIS ITALY - MS Interventistico con the Safety and Efficacy of SRP-9003 in Subjects with Limb Girdle Muscular
2022-503112-17-00 farmaco - Profit Dystrophy 2E/R4
SUBSTANTIAL Phase Il
MODIFICATION SM-4  Promotore: Sarepta
(Part 1 + Part 11) Therapeutics Inc.
Multinational

NA Open-label dose-finding and dose-expansion study to evaluate the safety,
CTIS ITALY - MS Interventistico con expansion, persistence, and clinical activity of UCART20x22 in subjects with
2022:50160727:00 farmaco - Profit relapsed or refractory B-cell Non-Hodgkin Lymphoma (B-NHL)
SUBSTANTIAL
Phase /11
e Promotore: Cellectis
(Part 1) Multinational
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OTL-200-11 Sample Collection Study to Monitor the Risk of Malignancy Due to Insertional
Interventistico con Oncogenesis in Early Onset Patients with Metachromatic Leukodystrophy Treated

CTIS ITALY - MS farmaco - Profit with OTL-200 in the Clinical Development Program

2025-522275-28-00 Phase IV
INITIAL Promotore: Orchard

(Part | + Part I1) Therapeutics (Europe)
Ltd
Multinational

U1111-1325-1245 An open-label, multi-center, phase 1/2 study to assess safety, cellular kinetics and
CTIS ITALY - MS Interventistico con exploratory efficacy of rapcabtagene autoleucel in participants with difficult-to-
2024-514596-18-00 farmaco - Profit treat rheumatoid arthritis and severe, refractory Sjogren's disease with organ
ADDED MEMBER STATE Phase /Il involvement
AM-2 Promotore: Novartis
(Part 1+ Part 1) Pharma AG
Multinational

V940-002 A Phase 3, Randomized, Double-blind, Placebo- and Active-Comparator-
CTIS ITALY - MS Interventistico con Controlled Clinical Study of Adjuvant V940 (mRNA-4157) Plus Pembrolizumab
2023-504923-20-00 farmaco - Profit Versus Adjuvant Placebo Plus Pembrolizumab in Participants With Resected Stage
SUBSTANTIAL Phase IlI I, 1A, 1IB (N2) Non-small Cell Lung Cancer (INTerpath-002)
MODIFICATION SM-6  Promotore: Merck Sharp
(Part | + Part 1) & Dohme LLC
Multinational
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CTIS ITALY - MS
2024-517335-46-00
SUBSTANTIAL
MODIFICATION SM-3
(Part | + Part I)

V940-011 A Phase 2 Open-label Randomized Study of V940 in Combination With BCG
Interventistico con Versus BCG Monotherapy in Participants With High-risk Non-muscle Invasive
farmaco - Profit Bladder Cancer (INTerpath-011)

Phase Il

Promotore: Merck Sharp

& Dohme LLC

Multinational

CEN ATMP
RSO - 4562
INITIAL

PR0OJ111905 Zamtoacabtagene Autoleucel External Comparator Study
Osservazionale con
farmaco - Profit
Promotore: Miltenyi
Biomedicine GmbH
Friedrich-Ebert-StraRe
68,

51429 Bergisch
Gladbach

Germany
Multinational
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