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General comments

The report is an effort towards improving understanding of the medicines shortages situation, and is most interesting perhaps in relation to its examination of small country use of EU legal mechanisms (e.g. Cyprus clause, Common Baltic Package).

However, due to difficulties with its terms of reference (over-focus on the authorisation aspect), it doesn’t contribute a significant improvement in understanding about root causes of shortages, and how these can be addressed. In this sense, there is obviously still more study and research required.

The two year delay in publication, and low key nature of publication, is not sufficiently explained, and must be a source of regret to all interested stakeholders, including those who ultimately funded the work, and responded to the questions.

Positives

The 4 recommendations on p9 and p64 appear reasonably well formed and deserve follow-up and take-up. This included “Ensure more effective transposition and implementation of Article 81”. Connected to this, note the issues of lack of clarity about Article 81 described on p82-83.

The report also signals some interesting new research questions in relation to both its recommendations, as well as its exposition on causes of shortages, and medicines at risk of shortage. 

Definitions on p13 have utility for supply chain stakeholder considerations.

Stakeholder suggestions on p59 could also be worth further exploration, including the notion of ‘common pricing policy’, though further description of what this might mean in practice is required.

To note p64: “there is evident scope for improvement in the European pharmaceutical acquis”

Negatives: As well as the time delay to publication, the failure to secure participation in the study of major NCAs such as France, Germany and Poland is a notable weakness.

Next steps: Invite authors to a meeting with supply chain stakeholders, for discussion and interrogation of aspects of interest? With Commission invited as well? This might help direct next steps at the inter-Governmental level.
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