Pharmacutical strategy; review of pharmaceutical
legislation - hvilken betydning kan dette arbeidet ha
for produktinformasjonen?
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A pharmaceutical strategy for Europe EUROPE’S BEATING CANCER PLAN

Adopted on 25 November 2020, the Pharmaceutical Strateqgy for Europe (reader-friendly version [k 4 ) aims at creating a future proof LET’S 5TR|VE FOR MORE
regulatory framework and at supporting industry in promoting research and technologies that actually reach patients in order to fulfil their
therapeutic needs while addressing market failures. It will also take into account the weaknesses exposed by the coronavirus pandemic #EUCancerPlan

and take appropriate actions to strengthen the system.
It will be based on 4 pillars, which include legislative and non-legislative action:

» ensuring access to affordable medicines for pafients, and addressing unmet medical needs (in the areas of antimicrobial resistance CORONAVIRUS
and rare diseases, for example) CoviD-19

» supporting competitiveness, innovation and sustainability of the EU's pharmaceutical industry and the development of high
quality, safe, effective and greener medicines

» enhancing crisis preparedness and response mechanisms, diversified and secure supply chains, address medicines shortages
» ensuring a strong EU voice in the world, by promoting a high level of quality, efficacy and safety standards

This initiative is in line with the new Industrial Strategy for Europe (reader-friendly version) and the priorities outlined in the European
) ' ) o - pe { ! ! . . ding on solid foundations to face COVIL
Green Deal, Europe’s Eeating Cancer Flan, the European Digital Strategy.

e-newsletter Fri, 12172021

https://ec.europa.eu/health/human-use/strategy_en
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-+ Consultation activities

Since the publication of the strategy roadmap in June 2020, the Commission has conducted a series of consultations and meetings to
inform the designing of the sirategy.

The Commission has taken account of the positions and priorities raised by interested parties and the public and has been working
closely with Member State authorities in the context of its consultative committees.

Additional consultation activities are planned in the implementation phase.
Consultation activities related to the revision of the general pharmaceuticals legislation:

« Consultation strategy 'S
« Online public consultation - The OPC will be open for replies from 28 September until 21 December 2021.
+ Thematic Worlkshops 2021 s [:

Consultation activities related to the Communication on a Pharmaceutical Strategy for Europe:

« Online public consultation

« Stakeholders workshop of 14/15 July 2020 [i| {==+]

« Have your say weh page

» Factual summary of the feedback to the roadmap | ==+

« Report of the analysis of the Online Public Consultation 'S :j

= Synopis report of all consultation activities annexed to the Communication A<| {==+]
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Have your say > Published initiatives > Revision of the EU general pharmaceuticals legislation

About this initiative

© In preparation

Summary As part of the EU pharmaceuticals strategy, and drawing lessons from the COVID-19 pandemic,
the Commission plans to evaluate and revise the EU's general legislation on medicines for human
0 Roadmap use to ensure a future-proof and crisis-resistant medicines regulatory system.

Feedback period
30 March 2021 - 27 April 2021

The revision will aim to:

=D LTSRS * ensure access to affordable medicines

= foster innovation, including in areas of unmet medical need

0 PUinC COI‘ISU“HtIDI‘I - imp[ove Securiw of Suppw

Consultation period

28 September 2021 - 21

* adapt to new scientific and technological developments

December 2024 * reduce red tape.
FEEDBACK CLOSED Topic Public health
Type of act Proposal for a regulation

UPCOMING

Commission adoption Roadmap

Planned for

Fourth quarter 2022 FEEDBACK: CLOSED

FEEDBACK: UPCOMING .
Feedback period

30 March 2021 - 27 April 2021 (midnight Brussels time)
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Flagship initiatives on regulatory
efficiency

Propose to revise the pharmaceutical
legislation to provide for simplification,
the streamlining of approval procedures
and flexibility for the timely adaptation
of technical requirements to scientitic
and technological developments, in order
to address the challenges relating to-the
interplay of medicines and devices| and
to strengthen pro-competitive elemernts
- 2022,

Propose to revise the variation
framework for medicines, through

changes in legislation and guidelines,

to make the lifecycle management of
medicines more efficient and adapted to
digitalisation - 2021-2023

Other actions

Proposal for revised EMA fee legislation
= 2021

Provide for a Sll'lglE as5es55ment process
across Member States for active
substances used for different generic
medicines (active substance master
files) to facilitate their authorisation and
life-cycle management - 2022,

Consider adapting regulatory
requirements in the pharmaceutical
legislation, applicable to medicines for
human use that contain or consist of
genetically modified organisms (GMOs)
- 2022,

Upgrade the Commission’s Union
Register of centrally authorised products
to Include a statistical dashboard and
make data fully available for secondary
use as part of the EU open data initiative
- 2021,

Develop and implement electronic
product information (ePl) for all EU
medicines with involvement of Member
States and industry, evaluate and revise
relevant provisions in the legislation -
2022,

Propose to ievica lanislation to glve
regulatory authorities more power to
adapt on their own initiative the terms o
marketing authorisations on the basis of
scientific evidence = 2022,

E
]

Simplify and streamline the system of
penalties to address non-compliance In a
proportionate and efficient way - 2024.

https://ec.europa.eu/health/sites/default/files/human-use/docs/pharma-strategy report en.pdf



https://ec.europa.eu/health/sites/default/files/human-use/docs/pharma-strategy_report_en.pdf

Concept papers

e Kommisjonen har bedt om innspill til flere punkter, bade hos
legemiddelmyndigheten, industrien, akademia og
allmenheten.

* Produktinformasjonen er ett av disse temaene (SmPC,
labelling og PL)

e Blant annet har det veert nevnt ePl, flerspraklige pakninger,
nasjonalt sprak pa fysisk pakning, elektronisk PL vs. trykt PL.
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Mange har gitt innspill, veien videre er opp til kommisjonen

Statens
o/ legemiddelverk



helsenorge.n

legemiddelverket.no n legemidde

Statens
o/ legemiddelverk



	Pharmacutical strategy; review of pharmaceutical legislation - hvilken betydning kan dette arbeidet ha for produktinformasjonen?
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Concept papers
	Mange har gitt innspill, veien videre er opp til kommisjonen
	Slide Number 8

