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Countries with the highest level of IP right protection for pharmaceuticals, including SPC, attract 
the lion's share of R&D investments1.

The SPC regime also exists in the USA and Japan, global leaders in pharmaceutical innovation and 
the EU’s main competitors in this area2.

China is currently considering the introduction of an SPC regime to increase its global 
attractiveness for pharmaceutical R&D investments3.  

Illustrating the economic value of the EU’s SPC regime, research has shown that the reduction of 
IP rights results in job losses. One particular study evaluated the reduction of the SPC to lead to 

the loss of more than 120,000 jobs4.

Generic companies employ 160.000 employees5.
Innovative pharmaceutical companies employ 745,000 people and generate three to four times 

more employment indirectly6. Innovative companies also invest an estimated
€35 billion in R&D per year in Europe.

90% of EU trade stems from IP right-intensive industries, generating a trade surplus of €96b per 
year for the EU7.

As part of the Single Market Strategy review, the European Commission is proposing 
an “SPC manufacturing waiver”. This would allow generic manufacturers to produce a 

pharmaceutical product during the exclusivity period granted by the SPC. 

A better way to describe the waiver would be to call it a “manufacturing exemption”. 
The term “waiver” indicates the willingness of the property holder to

relinquish exclusive rights.

A QUICK REFRESHER:

an extension of the patent term to partially compensate innovators for the substantial patent 
time lost during the lengthy clinical tests and trials required to secure regulatory approval. 

SPCs are a critical part of the European Intellectual Property rights framework. They have 
played a key role in the development of innovative medicines for European patients. At the 

end of the SPC, these innovative medicines become generic.
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HOW DOES IT WORK? TWO CASES TO ILLUSTRATE
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FACT:MYTH:

The SPC waiver would generate 
thousands of jobs in Europed.

Leading economists contested this claim 
in a number of critical reviewse. 
According to one study, the SPC waiver 
would lead to significant annual job losses 
(direct job losses 4,500-7,700; indirect 
job losses 19,000-32,000) in the 
innovative industry and to a decrease of 
investments in R&D (€215m-€363m)f.
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FACT:MYTH:

The shift to exporting low-priced 
generics instead of high-value 
treatments would reduce the value 
level of European tradee.

An SPC waiver would increase the 
EU’s trade balancea.
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FACT:MYTH:

The most sophisticated part of 
manufacturing drugs is the production of 
the active substance (as opposed to 
packaging). The active substance is often 
and increasingly sourced from outside 
the EU where manufacturing costs are 
lowerh. The SPC waiver will not change 
the ability of generic companies to 
source APIs from outside the EU.

The SPC waiver will allow generic 
manufacturers to produce in the EU g.

EU
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FACT:MYTH:

Biosimilar manufacturers welcome 
the introduction of an SPC waiver.

The majority of biosimilar products are 
produced by innovative companiesi.
These companies support a system 
that promotes innovation and allows 
competition after expiry of exclusivity.

OFF

OFF

7

FACT:MYTH:

The SPC waiver does not erode or 
change Intellectual Property (IP) 

protection in any waya.

By allowing manufacturing during the 
exclusivity period, the SPC waiver 
would in fact be rolling back on the 
level of IP rights granted to 
innovators.
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FACT:MYTH:

Reducing IP rights would accelerate 
access to medicinesb.

Robust standards of IP protection 
enable investments in R&D needed 
to develop innovative treatments. 
Greater investments in healthcare 
accelerates access to medicinesc.
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Reducing the scope of the SPC will 
accelerate the launch of generic 

products in the EU.

Today, generic products can legally be 
launched in the EU on day one after 
the expiry of exclusive rights.

FACT:MYTH:
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THERE ARE NEARLY 7,000 MEDICINES
IN DEVELOPMENT TODAY.

74% ARE POTENTIALLY FIRST IN CLASS
AND 100% ARE BASED ON STRONG

IP RIGHTS.
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