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Stop the delocalisation of medicine manufacturing: Make the SPC manufacturing waiver a success for jobs, access to medicines and savings for sustainable healthcare budgets
 

Joint Stakeholders letter from generic and biosimilar medicines industry, generic veterinary medicines industry, payers, SMEs, trade and API representatives to the European Legislators on the SPC manufacturing waiver proposal
The negotiations on the SPC manufacturing waiver are entering in the core stages and we wish to share with the different EU legislators our concerns on the European Commission proposal for the introduction of the Supplementary Protection Certificate (SPC) manufacturing waiver. 

The European Union should care about creating work places, increasing access to medicines for European citizens and it should be also fundamental to put in place policies that can decrease expenditures of healthcare systems. The SPC manufacturing wavier can bring all this but it can happen only if the European Commission proposal will be amended in the following three key aspects:
· Allow stockpiling under the waiver for European launch on Day-1 after the SPC expiry so that we can produce in Europe for European patients as well as for export. Without this provision European manufacturers will only be able to supply the European market after a significant delay even if an export line is already in place.

· Remove the anti-competitive aspects of the notification system by empowering judges and courts to ensure compliance with EU law. No company should be forced to disclose confidential business information to its competitor simply because it chooses to manufacture in Europe.

· Apply the waiver as soon as possible to take advantage of the “2020 patent cliff”, which would create opportunities to bring competition to €90 billion of medicines coming off patent, and stop further delocalisation of production, which can be documented product by product.

Amended accordingly, the SPC manufacturing waiver will not weaken the SPC monopoly rights of the originator industry nor would it signal any weakening European IP. On the contrary, it would give the message that the European Union wants to support a robust medicines manufacturing ecosystem.
We are pleased to see that a vast majority of Member States recognised the importance of this proposal and have called for a rapid introduction of the SPC manufacturing waiver at the Competitiveness Council on November 29th.  The latest IQVIA data shows that the generic and biosimilar industry supplies over 67% of Europe’s medicines. The total turnover of European manufacturers of generic veterinary medicines accounts for 25% of the total global business for animal health. It is therefore critical that we facilitate the manufacture of these medicines in Europe.
This can be achieved while maintaining the up-to-5 years of extended monopoly that originators benefit from without eroding the European IP system in any way. 

We welcome also the latest developments in the European Parliament. The leading committee on the file is the Legal Affairs Committee (JURI) that has not yet presented its amendments yet but in the meantime the two shadow committees, the Environment, Public Health and Food Safety Committee (ENVI) and the International Trade Committee (INTA), tabled important amendments on the European Commission proposal giving a strong political signal. We hope that the JURI committee will follow the lead of the other committees, since they have indicated a strong majority calling for: the introduction of the possibility to stockpile for EU Day-1 launch of medicines, a quicker applicability of the SPC manufacturing waiver and the non-publication of Confidential Commercial Information (CCIs). There is still room for improving several aspects i.e. not sharing confidential information with the SPC holder or the applicability of the SPC manufacturing waiver in the next 2-3 years on existing SPCs but there is already a clear intention for improving the European Commission proposal. 

The SPC manufacturing waiver offers a rare opportunity for the EU to secure the supply of medicines, to stimulate access to medicines through fair competition after SPC expiry and to make Europe the global hub for pharmaceutical manufacturing. 

We are sure that the European Union will be forward-looking and will not waste this great opportunity. 
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