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Drug Shortage Prevention
The complexity and responsibility to make a pharmaceutical product available to patients

To enable access to treatment for patients a medicinal product must be manufactured and distributed.
This includes all the operations and the quality controls that are required to produce and distribute an Active
Pharmaceutical Ingredient (API) and subsequently the drug product?. This is a highly regulated process ending
in the release decision to make the product available. Marketing Authorization Holders (MAH) make sure
that the product is ready for wholesale distribution.

The complexity and responsibility to make the One product has different marketing
product available to patients? channels

Raw Materials, X/ APl KA Bulk &,/ FinishedDrug X/ Manufacturer & MAH
\ \ / Product (FDP) /" %

Components W VA~ ¢S

Manufacturer & B
Marketing Authorisation Holder 186 Make available. . Hospital

! . — A
m X ma ke -

Patient —
Company

Government/payer

Wholesale Distribution: e.g., Agents, Brokers, Traders, -E
—_m

. Wholesaler import
Distributors, Wholesalers, Repackers, and Relabellers ¢ --.at the right place

Governments, media, and other stakeholders

—_— e

Wholesale distribution

Examples of the diversity of factors and stakeholders that could contribute to drug shortage?
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LEFPIA infographic on manufacturing https://efpia.eu/media/lsbbeaze/20230914 efpia-leaflet-compressed.pdf
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Drug Shortage Prevention
Communication drives knowledge and understanding to manage and prevent drug shortages.
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= Bi-directional communication
* Transparency means to understand the impact in the complex environment

Mind the knowledge GAPs due to fragmented data and information from different sources to be collected and analysed.?
Synchronized information flow is necessary for knowledge analysis, decision-making and consistent communication.

Risk Triage model® Drug Shortage Prevention and Response Plan?
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Which patient population
could be impacted and how?

1. Identify Hazards

What E2E controls will be implemented
to enable

« prevention of shortages
= proactive “resilience and flexibility”

* “return to normal operations” in the
event of a shortage

Drug Shortage
Prevention &
Response Plan
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Call to action

Transparency
Holistic,
multi-stakeholder

Requirements
Science & risk-based
approaches

Solutions
Each stakeholder shall realize
their influence
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