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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.

INFO GENERALI Info Studio Titolo
M-2021-389 A single-arm, multi-center, open-label Phase Il study to determine the safety and
CTIS ITALY - RMS Interventistico con efficacy of MB-CART2019.1 in pediatric subjects with relapsed/refractory (r/r)
2023-506348-17-00 farmaco - Profit mature B-cell neoplasms who have relapsed after one or more prior therapies,
SUBSTANTIAL Phase Il including subjects with primary refractory disease
MODIFICATION SM-3 Promotore: Miltenyi
(Part | + Part I) Biomedicine GmbH
Multinational

dS-BA-PIII A multicentre, intra-patient randomised controlled Phase Il study to confirm the
CTIS ITALY - MS Interventistico con efficacy and safety of denovoSkin™, a bilayer engineered collagen-based skin graft
2023-507717-94-00 farmaco - Profit composed of autologous fibroblasts and keratinocytes, for the treatment of
SUBSTANTIAL Phase IlI patients with deep partial and full-thickness burns

MODIFICATION SM-2
(Part I + Part 1)

Promotore: Cutiss AG
Multinational

Pagina1di5



AR,

Comitato Etico per le Sperimentazioni Cliniche relative alle Terapie Avanzate

0.d.G Seduta del 10/02/2026

INFO GENERALI Info Studio Titolo
V940-013 A Phase 2, Randomized, Double-Blind, Placebo-Controlled Study of V940 in
Interventistico con Combination With Pembrolizumab and Chemotherapy as First-Line Treatment for
CTIS ITALY - RMS farmaco - Profit Participants With Metastatic Squamous NSCLC (INTerpath-013)
2025-520902-37-00 Phase I
INITIAL Promotore: Merck Sharp
(Part I + Part 1) 2 Dobmel LlC

Multinational

CTIS ITALY - MS
2025-522054-40-00
SUBSTANTIAL
MODIFICATION SM-1
(Part I + Part Il)

I0V-MEL-202 A Phase 2, multicenter, open-label study of lifileucel (tumor-infiltrating
Interventistico con lymphocytes [TIL]) in participants with previously treated advanced melanoma
farmaco - Profit

Phase Il

Promotore: lovance
Biotherapeutics Inc.
Multinational

CTIS ITALY - MS
2023-503823-24-01
SUBSTANTIAL
MODIFICATION SM-8
(Part I + Part Il)

CA061-1001 A Phase 1 Study of CD19-targeted NEX-T CAR T Cells in Participants with Severe,
Interventistico con Refractory Autoimmune Diseases

farmaco - Profit

Phase |

Promotore: Celgene

Corp.

Multinational
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SGT-003-101 A Phase 1/2, Multicenter, Open-Label Study to Investigate the Safety, Tolerability,
CTIS ITALY - RMS Interventistico con and Efficacy of a Single Intravenous Dose of SGT-003 in Ambulant Males with
2024-514501-57-00 farmaco - Profit Duchenne Muscular Dystrophy
SUBSTANTIAL Phase I/l

MODIFICATION SM-3
(Part I + Part 1)

Promotore: Solid
Biosciences Inc.
Mononational

CTIS ITALY - MS
2023-505043-39-00
SUBSTANTIAL
MODIFICATION SM-7
(Part I + Part Il)

SRP-9001-305 A Phase 3, Multinational, Long-Term Follow-Up Study to Evaluate Safety and
Interventistico con Efficacy in Subjects Who Have Previously Received SRP-9001 in a Clinical Study
farmaco - Profit

Phase IlI

Promotore: Serepta
Therautics Inc.
Multinational

CTIS ITALY - MS
2025-522207-15-01
INITIAL
(Part I + Part Il)

039-101 An Open-label, Multicenter, Two Part, Ascending Dose Followed by a Controlled
Interventistico con Trial to Assess the Safety and Efficacy of a Subretinal Administration of AAVB-039
farmaco - Profit in Participants with Stargardt Disease (STGD1) (CELESTE)

Phase I/11

Promotore: Aavantgarde

Bio S.r.l.

Multinational
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CTIS ITALY - MS
2025-523660-21-00
INITIAL
(Part I + Part I)

C0371017 A Phase 3, Non-Investigational Product, Multi Country Cohort Study to Describe
Interventistico con the Long-Term Safety and Effectiveness of a Prior Single-Dose Treatment With
farmaco - Profit Investigative Giroctocogene Fitelparvovec or Fidanacogene Elaparvovec in
Phase IlI Participants With Hemophilia A or Hemophilia B, Respectively

Promotore: Pfizer Inc.

Multinational

CTIS ITALY - MS
2025-522949-22-00
INITIAL
(Part I + Part Il)

SGT-003-301 A Phase 3, Multicenter, Randomized, Double-Blind, Placebo-Controlled Study to
Interventistico con Investigate the Efficacy of a Single Intravenous Dose of SGT-003 in Ambulant Males
farmaco - Profit With Duchenne Muscular Dystrophy

Phase IlI

Promotore: Solid
Biosciences Inc
Multinational

CTIS ITALY - MS
2025-523448-10-00
INITIAL
(Part I + Part 1)

KTE-C19-104 Efficacy of cell therapy with allo-MSCs in patients with gvhd resistant to ruxolitinib
Interventistico con second line therapy: a Phase IIB Clinical Trial - MSC-GRR2 Study

farmaco - Profit

Phase Il

Promotore: Gvhd
Resistant to ruxolitinib
and steroids
Multinational
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CAB-201-002 A Phase 1/2, Open-Label Study to Evaluate the Safety and Efficacy of Autologous
Interventistico con CD19-specific Chimeric Antigen Receptor T cells (CABA-201) in Subjects with Active
CTIS ITALY - MS farmaco - Profit Idiopathic Inflammatory Myopathy or Active Juvenile Idiopathic Inflammatory
2025-521145-24-01 Phase I/Il Myopathy
INITIAL Promotore: Cabaletta
(Part I + Part 1) Bl

Multinational

Pagina 5di 5



