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Eveline Trachsel, farmacista, dr.sc.nat., eMBA
Capo settore Omologazione e vigilanza Medicamenti

M’impegno per un’assistenza sanitaria eccellente e orientata al futuro in Svizzera, che garantisca a tutte
le persone un accesso rapido a medicamenti sicuri, efficaci e di alta qualita.

Per me & importante che la Svizzera rimanga all’avanguardia a livello internazionale anche in futuro nel
settore della salute e tragga beneficio dalle migliori innovazioni.
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e Team impegnato con quasi 200 collaboratrici e collaboratori
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e Impegno per il benessere delle pazienti e dei pazienti

e Divisione Sicurezza dei medicamenti ormai nel settore «Omologazione e vigilanza Medicamenti»

—> Sinergie sull’intero ciclo di vita del medicamento
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Il nostro obiettivo comune
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Swissmedic gioca nella serie A delle autorita di omologazione.

New active substance (NAS) median approval time for six regulatory authorities in 2014-2023
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Approval time is calculated from the date of submission to the date of approval by the agency. This time includes agency and
company time. EMA approval time includes the EU Commission time. N1 = median approval time for products approved in 2023; (N2)
= median time from submission to the end of scientific assessment (see p.20) for products approved in 2023.
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CIRS R&D Briefing - New drug approvals by 6 authorities 2014-2023
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Come possiamo fare di piu insieme per le/i pazienti

e Ridurre i tempi di elaborazione
— Ottimizzare la fase di etichettatura (maggiore scambio informale)
— Sfruttare le procedure internazionali

— Ottimizzare i meeting aziendali

e Ridurre il submission gap

— Sfruttare le procedure internazionali
— Ampliare il dialogo scientifico precoce per evitare rifiuti
— Intensificare la ricerca clinica in Svizzera
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Le procedure internazionali riducono il submission gap

Figure 13: Median submission gap and median approval time for all NASs approved compared to those
approved via the Access Consortium between 2018-2022
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Submission gap is calculated as the time from the date of submission at the first regulatory agency (out of EMA, FDA, PMDA, Health

Canada, Swissmedic and TGA) to the date
submission to the date of approval by the

of regulatory submission to the target agency. Approval time is calculated from the date of
agency. This time includes agency and company time. Rollout time is calculated from the

date of submission at the first regulatory agency to the date of requlatory approval at the target agency.
*The timelines for other NASs were obtained from Industry via the CIRS Growth and Emerging Markets Programme.
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Figure 15: Median submission gap and median approval time for NASs approved by Project Orbis compared
to other anti-cancer NASs approved between 2019-2022 © 2023 CIRS, R&D Briefing 88
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Submission gap is calculated as the time from the date of submission at the first requlatory agency to the date of requlatory
submission to the target agency. Four products were considered MLEs to FDA and considered NAS to other agencies within the Project
Orbis initiative, for these cases, the FDA submission date was used instead of the date of submission at the first regulatory agency.
Approval time is calculated from the date of submission to the date of approval by the agency. This time includes agency and
company time. Rollout time is calculated from the date of submission at the first regulatory agency to the date of regulatory approval
at the target agency.

*The timelines for other Non-Orbis NASs were obtained from Industry via the CIRS Growth and Emerging Markets Programme



Direzione del settore Omologazione e vigilanza Medicamenti
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