
 

 

  

Brussels, 16 October 2018 
 

Access to Health and IP Rules in the EU: 

Statement on the EC proposal to amend the Supplementary Protection 

Certificates Regulation 
 
On 28 May 2018, the European Commission proposed to amend the Supplementary Protection 
Certificates (SPCs) Regulation1 with the introduction of a manufacturing waiver for export purposes. 
The objective of the amendment is to resolve some unintended effects of the application of the 
current Regulation.   
As outlined in the European Commission’s impact assessment report, EU-based manufacturers’ 
competitiveness on the international market is severely restricted by the SPC. The Regulation 
currently: 
 

- disadvantages EU-based manufacturers of generic and biosimilar medicines in international 

markets compared to manufacturers in third countries, where the SPC protection period has 

expired or does not exist, 

- undermines generic and biosimilar competition inside the EU, as EU-based manufacturers 

are not ready to commercialise their product at day-1 of the SPC’s expiry.   

As a result, manufacturers may decide to manufacture outside the EU, potentially resulting in 
migration of jobs and research (in the biologics/biosimilars sector) to third countries and a higher 
dependency on those products in the EU.  
 
As indicated in the impact assessment report, generic and biosimilar manufacturers in the EU who 
want to export their products to third countries would benefit from the waiver. This should have a 
positive effect on investors’ behaviour and on the industry of the sector in general, resulting in greater 
competition between products on the market. 
 
The European Social Insurance Platform (ESIP) represents the national statutory social insurance 
organisations in 16 EU Member States and Switzerland covering 250 million insured persons. Many 
of our members are public health care payers, i.e. they are at the forefront of ensuring universal 
access to an adequate level of healthcare based on the principle of solidarity. ESIP members are 
confronted with sharply increased prices for new drugs and demand fair competition after expiry of 
the IP protection period. Improved competition in the pharmaceutical sector leads to lower prices, 
faster access to the market of generics and biosimilars, better access to affordable and quality 
healthcare and thus contributes to the sustainability of healthcare systems. In addition, savings can 
be redirected towards health priorities and unmet medical needs.  
 
We therefore strongly welcome and support the proposal of the Commission, which will have 
positive effects on competition in the generic and biosimilar markets.  
 
 

                                                      
1 Regulation (EC) No 469/2009.of the European Parliament and of the Council of 6 May 2009  
concerning the supplementary protection certificate for medicinal products. https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX%3A32009R0469  

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R0469
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R0469
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However, as pointed out by the Hungarian delegation during the latest EPSCO meeting on 22 June 
20182, the current proposal fails to fully deliver on the goals it sets out to achieve since: 
 

1. EU-based manufacturers would not be able to stockpile during the SPC protection period with 

a view to marketing their products in the EU immediately (day-1) after the SPC expires. 

Particularly in the case of biosimilars, which require more complex production procedures, this 

will delay access to biosimilars in the EU.  
 

2. Many products that are already on the market or will reach the market soon would not be 

covered by the new rules, as they would apply only to SPCs granted after the Regulation enters 

into force. This means that the effects of the new Regulation would not be realised for 

approximately another 10 years! This represents a huge missed opportunity for access to 

healthcare and to the financial sustainability of health systems in Europe.  

Further, the aim of the new rules is to resolve unintended consequences of the current 
Regulation on general interest and public health.  It cannot therefore be reasonably argued 
that immediate application of the new rules to existing SPCs would deprive the originator 
companies of their due rights. It is also worth noting that the introduction of SPCs in the 
1990s gave pharmaceutical companies the opportunity to apply for SPCs regarding their 
already patented products, with retroactive effect.  
 
Therefore, national statutory social insurers urge the Council and the European Parliament to 
take into consideration the above concerns and:  
 

1. include a stockpiling waiver in the regulation, with view to speeding up access to 

biosimilars in the EU 
 

2. apply the Regulation also to existing SPCs, as it is not acceptable for patients and 

healthcare systems to wait 10 years to benefit from the revised Regulation, when the impact 

assessment report has identified the problem as urgent. 

We call on the legislators to ensure that patients’ access to high quality and affordable healthcare 
is put at the centre of the discussions on the review of this Regulation.  

 
About the European Social Insurance Platform (ESIP)  

The European Social Insurance Platform (ESIP) represents 50 national statutory social insurance 
organisations (covering approximately 250 million citizens) in 16 EU Member States and 
Switzerland, active in the field of health insurance, pensions, occupational disease and accident 
insurance, disability and rehabilitation, family benefits and unemployment insurance. The aims of 
ESIP and its members are to preserve high profile social security for Europe, to reinforce solidarity-
based social insurance systems and to maintain European social protection quality. ESIP builds 
strategic alliances for developing common positions to influence the European debate and is a 
consultation forum for the European institutions and other multinational bodies active in the field of 
social security.  
Note: ESIP members support this position in so far as the subject matter lies within their field of 
competence.  

                                                      
2 http://data.consilium.europa.eu/doc/document/ST-10187-2018-INIT/en/pdf 

http://data.consilium.europa.eu/doc/document/ST-10187-2018-INIT/en/pdf

