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Subject: Medicines for Europe feedbacks on the Pharmaceutical Strategy
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Subject Medicines for Europe feedbacks on the Roadmap on the pharmaceutical strategy “safe and affordable medicines (new EU

strategy)”

Informed Health responsible - Permanent Representations to the European Union

Attachements * Lessons leaned from Covid-19

* Policy Roadmap for Medicines Manufacturing Leadership

Medicines for Europe believes that to deliver equitable patient access to medicines and contribute to healthcare system

sustainability, the pharmaceutical strategy should prioritise sustainable economic, regulatory and industrial off patent medicines

policies. Generic, biosimilar and value added medicines {almost 70% of EU prescription medicines) are critical to access and to

public health, as demonstrated by our industry's role in dramatically increasing the supply of medicines for Covid-19. To align

public health and industrial policy agendas, the strategy will need to be based on a structured dialogue between industry, supply

chain actors and the EU Institutions and national authorities. Paying lip service to transparency will not suffice.

A sound functioning of the internal market can be achieved by promoting healthy competition, removing barriers that delay off-

patent medicines market entry at loss of exclusivity, allowing for rapid and sustainable uptake of medicines with robust policy
frameworks. For biosimilar medicines, efforts should target countries or segments where biosimilar uptake is low. In fields of high

unmet need such as orphan diseases, the removal barriers to follow-on competition, the need to harmonised rules such as the

Bolar Directive and an EU ban on patent linkage are essential to grant access to therapies for more patients.

To reinforce the mechanisms for cooperation and coordination between regulatory authorities, it should boost the optimisation of

regulatory system to focus finite resources on access. Concretely, this includes the implementation of the European Network

telematic strategy; the reduction of redundant administration (amend variations regulation); shifting resources to essential tasks

such as regulatory oversight and plant inspections; the implementation of electronic product information and the simplification

multilingual packs.
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Regarding the availability of medicines, the EU should address the root causes of medicines shortages, which are economic (price-

only procurement criteria; reference pricing policies; clawback policies; arbitrary price-cuts), high regulatory burden (Falsified
Medicines Directive implementation; Brexit), unforeseen surges in demand (as experienced during COVID-19). By securing existing

and encouraging new investments in off-patent medicine manufacturing, EU policies should cover public sustainable

procurement practices, pharmaceutical regulation, new pricing models and reimbursement (via Transparency Directive) and state

aid should secure and incentivise investment in supply reliability and in high-technology medicines manufacturing in Europe at

national level while stimulating multi-source medicine competition at expiry of exclusivities.

The COVID-19 outbreak has demonstrated the resilience of the European off-patent medicines industry which was able to

massively scale up supply to address demand surges. Therefore, the strategy should support the global competitiveness of the

industry by building on existing pharmaceutical manufacturing capacity (over 400 off-patent medicines manufacturing sites in EU)
to further increase security and resilience of supply. It should also create strong incentives for finished products and API in Europe

while rejecting national protectionism that would undermine the Internal Market and European solidarity. Supply chain resilience

and regulatory cooperation should also be part of a new medicines trade agenda based on security, access and mutual openness

with key trading partners. Advancing single global development of generic and biosimilar medicines is also of critical importance.

Finally, the strategy should also recognise value added medicines innovation which is needed to improve treatments for patient

with chronic and non-communicable (i.e. cancer) diseases, deliver on high unmet medical need (e.g. repurposing for Covid-19

treatments) at sustainable cost for health systems. The strategy should lay the foundation to sustain this innovation for public
health.

Please find enclosed two policy documents that Medicines for Europe has developed that are the support for our feedbacks to the

Pharmaceutical strategy Roadmap:

* Medicines for Europe Lessons Learned from Covid-19 policy paper. We believe that the COVID-19 outbreak in Europe has

catalysed some long-standing issues in the functioning of pharmaceutical policy, as well as the impact this can have on

patient access and hospital and pharmacy supply. These lessons should be included in the upcoming pharmaceutical

strategy.

* Policy Roadmap for Medicines Manufacturing Leadership that includes short, medium and long term policies for a

stronger and resilient medicines and active pharmaceutical ingredient manufacturing ecosystem.

You can also find our feedbacks directly on the European Commission website.

We remain at your disposal for any further information you may need.

| wish you a very nice day,
5.1.2e
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Disclaimer

The information contained in this communication from the sender Is confidential. It is intended solely for use by the recipient and others

authorized to receive it. If you are not the recipient, you are hereby notified that any disclosure, copying, distribution or taking action in relation

of the contents of this information is strictly prohibited and may be unlawful.
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This email has been scanned for viruses and malware, and may have been automatically archived by Mimecast Ltd, an innovator in Software as a

Service (SaaS) for business. Providing a safer and more useful place for your human generated data. Specializing in; Security, archiving and

cempliance. To find cut more Click Here.
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Help save paper! Do you really need to print this email?

Dit bericht kan informatie bevatten die niet voor u is bestemd. Indien u niet de geadresseerde bent of dit bericht

abusievelyjk aan u is toegezonden, wordt u verzocht dat aan de afzender te melden en het bericht te verwijderen. De Staat

aanvaardt geen aansprakelijkheid voor schade, van welke aard ook, die verband houdt met risico's verbonden aan het

elektronisch verzenden van berichten.

This message may contain information that is not intended for you. If you are not the addressee or if this message was sent

to you by mistake, you are requested to inform the sender and delete the message. The State accepts no liability for

damage of any kind resulting from the risks inherent in the electronic transmission of messages.


