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The implementation of the Pharmaceutical Strategy involves a major deliverable, which is the
revision of the general pharmaceutical legislation (Regulation (EC) No 726/2004 and
Directive 2001/83/EC) by the end of 2022. The steps leading to this revision
(Roadmap/Inception Impact Assessment, study supporting the evaluation — impact
assessment, consultation process etc.) will be briefly outlined in the meeting. Along the
process for this revision the Commission will consult the Committee and therefore a work
plan needs to be discussed.

We propose to focus the discussions of the Committee on the key policy interventions of the
revision. In addition, we propose having a series of workshops in the course of March-April.
These will be open to the participation of members of the committee and other policy makers
from fields such as P&R, HTA, medical devices where relevant and their aim will be to use
the participatory method to make the relevant links across policies in cross cutting issues
relating to the revision of the general pharmaceutical acts. Later on, the meetings of the
Committee will be extended on an ad hoc basis to other relevant stakeholders.

In addition, we would like to discuss the best way to bring into our discussions, where
relevant, the results/ recommendations of work conducted by EMA/HMA on specific issues
under the Network Strategy to 2020. This will help avoid duplication of discussions and build
on existing results.

Annex: Draft work plan for the Committee

t This document has notbeenadopted by the European Commissionand, therefore, it does not reflect an official
position ofthe European Commission. It is only meant to be atool for discussionandthe views expressed
therein do not necessarily reflect those of the Commissionand its services.
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Annex - Work plan

Work plan with MS - revision of general pharmaceutical acts
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*Post meeting note: the workshop topics and dates may be adjusted to focus on areas where policy discussions are most needed and avoid
duplication with discussions taking place in ad-hoc working groups of the Committee. The workshops will span from March to June 2021.

**Post meeting note: The dates of the deliverables are indicative, study deliverables may differ to the ones included in the terms of reference
of the evaluation/impact assessment study.




