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Supplementary Analysis

In this supplementary section, six indicators are shown to describe the time elapsed for the main
milestones for each ATMP authorised at EMA level (Figure S1), all times were expressed in days. In
Figure S2, the clinical development, regulatory assessment and patient access times are represented
for all EC authorised ATMPs in Italy.

Figure S1: Timeline leading to patient access in Italy

I

First phase 1 Submission of MAHs EC decision Submission of P&R Decision First purchase by
clinical trial dossier to EMA dossier to AIFA publication in INHS
Italian OG
Clinical EMA assessment Lag time between EC  AIFA assessment Patient access
development time decision and P&R time time
time submission

Regulatory time

Legend:

INHS: Italian National Health System, AIFA: Italian Medicines Agency; EMA: Eurcpean Medicines Agency; MAHs: Marketing Authorization Holders; 0G: Official Gazette of the Italian Republic; PER: Pricing
and Reimbursement; EC: Eurcpean Commission.



Figure S2: Time of clinical development, regulatory assessment and patient access for ATMPs in
Italy (data shown in days, therapies ordered by year of EC authorization).
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Legend:
AIFA: Italian Medicines Agency, EMA: European Medicines Agency
*in 8 cases the dossier has been submitted to AIFA before the EC decision was published.



