Comitato Etico per le Sperimentazioni Cliniche relative alle Terapie Avanzate
0.d.G Seduta del 24/03/2026

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.

INFO GENERALI Info Studio Titolo
QOL-ONE PRO-CT A Real-World Observational Study on Patient-Reported Outcomes in Allogeneic
Osservazionale con Stem Cell Transplantation (Allo-SCT) and CAR-T Therapy
CEN ATMP farmaco - No Profit
RSO -3770 Promotore: Associazione
INITIAL Culturale e di Ricerca
(Part | + Part ") QOL-ONE

Mononational

1504-0003 A clinical trial to evaluate the long-term safety and durability of efficacy of Bl
Interventistico con 3720931, an inhaled lentiviral vector gene therapy, after single dose
CTISITALY - MS farmaco - Profit administration in a previous clinical trial in people with cystic fibrosis rolled-over
2023-504909-37-00 Phase I/II from a previous clinical trial with BI 3720931 (LenticlairTM-ON).
SUBSTANTIAL Promotore: Boehringer
MODIFICATION SM-3 Ingelheim International
(Part I + Part 1) GmbH
Multinational

agina 1 di



AR,

Comitato Etico per le Sperimentazioni Cliniche relative alle Terapie Avanzate

0.d.G Seduta del 24/03/2026

INFO GENERALI Info Studio Titolo

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

IOV-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
2023-506267-33-00
SUBSTANTIAL
MODIFICATION SM-8
(Part I + Part Il)

90014496LYM1001 A Phase 1b Multicenter, Open-label, Study of JNJ-90014496, an Autologous

Interventistico con CD19/CD20 Bi-specific CAR-T Cell Therapy in Adult Participants with Relapsed or
farmaco - Profit Refractory B-cell Non-Hodgkin Lymphoma
Phase I/11

Promotore: Janssen -
Cilag International
Multinational

CTIS ITALY - MS
2022-501607-27-00
SUBSTANTIAL
MODIFICATION SM-13
(Part I)

NA Open-label dose-finding and dose-expansion study to evaluate the safety,
Interventistico con expansion, persistence, and clinical activity of UCART20x22 in subjects with
farmaco - Profit relapsed or refractory B-cell Non-Hodgkin Lymphoma (B-NHL)

Phase I/11

Promotore: Cellectis
Multinational
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CTIS ITALY - RMS
2024-514501-57-00
SUBSTANTIAL
MODIFICATION SM-3
(Part I + Part 1)

CTIS ITALY - MS
2025-521349-25-00
SUBSTANTIAL
MODIFICATION SM-1
(Part I + Part I1)

SGT-003-101 A Phase 1/2, Multicenter, Open-Label Study to Investigate the Safety, Tolerability,
Interventistico con and Efficacy of a Single Intravenous Dose of SGT-003 in Ambulant Males with
farmaco - Profit Duchenne Muscular Dystrophy

Phase I/11

Promotore: Solid
Biosciences Inc.
Mononational

4D-150-C004 A Phase 3, Randomized, Double-Masked, Active-Controlled Trial of a Single
Interventistico con Intravitreal Injection of 4D-150 in Adults with Macular Neovascularization
farmaco - Profit Secondary to Age-Related Macular Degeneration (4FRONT-2)

Phase IlI

Promotore: 4d
Molecular Therapeutics
Inc.

Multinational

CTIS ITALY - RMS
2025-522647-17-00
INITIAL
(Part I + Part Il)

FB Plus-01-23 A two-part study: open label, dose escalation phase aimed to evaluate the safety
Interventistico con and tolerability of two different doses of allogeneic fibroblasts for the treatment of
farmaco - Profit chronic refractory wounds and identifying the best dose for subsequent cohort
Phase | expansion phase aimed to assess efficacy and confirm safety and tolerability
Promotore: Hmg

Biologics S.r.l.

Mononational
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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 AM. Phase I/11 involvement
2 Promotore: Novartis
(Part | + Part II) Pharma AG

Multinational

BTHAL-FT007-01 A single arm, open label, multicenter, single-dose, phase 2b clinical study
Interventistico con evaluating efficacy and safety of gene therapy using autologous CD34+
CTISITALY - RMS farmaco - Profit hematopoietic stem cells transduced with the GLOBE lentiviral vector using an

2025-522160-32-00 Phase Il improved transduction protocol in subjects with transfusion-dependent beta-

SUBSTANTIAL Promotore: Fondazione thalassemia.
MODIFICATION SM-1 Telethon Ets

(Part |+ Part i) Mononational

VX21-522-001 A Phase 1/2 Dose-escalation Study Evaluating the Safety, Tolerability, and Efficacy
CTIS ITALY - MS Interventistico con of VX-522 in Subjects 18 Years of Age and Older With Cystic Fibrosis and a CFTR
2023-504786-23-00 farmaco - Profit Genotype Not Responsive to CFTR Modulator Therapy
SUBSTANTIAL Phase I/1l
MODIFICATION SM-15 ~ Promotore: Vertex
(Part | + Part 1) Pharmaceuticals Inc.

Multinational
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FTO4CARCIK Phase I/l Trial to Determine Persistence, Safety and Clinical Activity of Allogeneic
Interventistico con CIK Cells Transduced with a Transposon CD19-chimeric Antigen Receptor (CARCIK-
CTISITALY - RMS farmaco - No Profit CD19) in Adult and Pediatric Patients with Relapsed/Refractory B-cell Non-Hodgkin
2023-505511-20-00 Phase I/Il Lymphoma and B-cell Chronic Lymphocytic Leukemia
SUBSTANTIAL Promotore: Fondazione
MODIFICATION SM-2  Tattamanti
(Part 1) Mononational
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