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BACKGROUND i,

The central manufacturing model is based on a large-scale

— Decentralized

approach, in which drug production is limited to a single site Manufacturing

and sent to hospital centers around the world via international
transportation, resulting in a complex and expensive supply /
ll% Centralized '& chain and in longer wait times for patient treatment.

M EELINE Development toward decentralized manufacturing, that
occurs locally and close to the site of patient treatment, has
led to Iimproved and expanded clinical trials to different
countries with evolution of decentralized clinical trials (DCT)
and has allowed the creation of point-of-care (POC) units.
POC units are a set of members included the manufacturing 2 4 g

facility and hospital authorized for a clinical trials study. d
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Advantages: Advantages: Advantages:
* reduction of the supply chain complexity and scale * Implementation of innovative technology * augmented patient recruitment
production costs * enrichment of Operator’'s know-how * Implementation of networking with other clinical centers
« improvement of collected data (product, clinical) and * proximity back-up sites (POC) and netwotking  hospital team involvement on ATMP (pharmacist, nurse,
. %Tlg\slzgiglzsigr:iﬁ: tI\r/nvi?h clinic centers Challenges: R
P . increase in document management, qualification | | Challenges:
Challenges: and validation activities » increased management burden by the hospital
« POC comparabllity * enforcement of country-specific regulations
« POC oversight (QMS, equipment management, training (GMO) Patients
iIn/out, audit, overall control strategy) * critical vendor management (Central site)
« POC master file management and regulatory * Infrastructure readiness (revamping, essential * Only advantages for Patients
documentation change) and Operators

CONCLUSIONS

In conclusion, the decentralized model is a challenge for the extension of clinical studies in different country and for engaging new manufacturing centers. For patients, it is an
opportunity to have access to personalized and innovative therapies, especially for rare pathologies, and improved patient monitoring thanks to relationship with the clinical
centers due to the proximity to their house. Overall, it has an important potential to speed up data collection and Market Access and to improve patient’s life.
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