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The pharmaceutical industry is distinct from most other sectors in its reliance on intellectual property 

rights - in particular the need to make the most of the full duration of patent protection. This can be 

attributed to the very strict regulatory requirements that must be fulfilled before a new drug can enter 

the market place, the relative speed with which generic producers can enter the market once the patent 

has expired and the very high cost of developing a new drug. In particular, the regulatory burden placed 

on innovative pharmaceutical companies means that the patent application is often made long before the 

product can be placed on the market, thus reducing its period of market exclusivity in which R&D 

investments can be recouped.  

 

For this reason the industry has come to rely on a number of sector-specific IP rights designed to 

compensate for the delays inherent in the regulatory system, namely Supplementary Protection 

Certificates and regulatory data protection. Both are measures designed to allow developers of new drugs 

sufficient time to recover their investments and make enough profit to re-invest in future R&D efforts. 

The SPC does this by granting pharmaceutical products up to five years extra patent protection while the 

regulatory data protection, also known as ‘data exclusivity’, gives pharmaceutical companies proprietary 

rights over the clinical data relating to their products.  

 

However, and as the paper goes on to explore, although welcome to the R&D based pharmaceutical 

industry, neither of these measures address the fundamental issue – the delays inherent in the regulatory 

system, which effectively lead to shortened patent lifetimes. There is a growing consensus that the current 

regulatory system is struggling to keep pace with breakthroughs in medical science, and that new methods 

of evaluation are needed to bring innovative products tht are safe and effective to market in as short a 

time as is possible. 

 

To this end both the US and the EU have launched long term initiativies, aimed at modifying and adapting 

their regulatory systems in an attemt to reduce the delays in getting pharmaceutical produscts to market. 

In the EU this has taken the form of the Innovative Medicines Initiative which attempts to remove the 



bottlenecks that hamper the efficiency of new medicines, thereby providing faster access to medicines for 

European citizens and supporting the European bio-pharmaceutical industry in its goal of becoming world 

leader in its area. 

 

If these initatives are successful then there may be cause to revisit the special IP protection offered to the 

pharmaceutical sector. But, as the paper concludes, they are a long way from fruition, and for the 

foreseeable future there will be a strong continued need for special rules like SPC and data exclusivity to 

enable the research-based pharmaceutical companies to re-invest in future R&D. 

  
To view the full publication, please visit:  
 
http://www.stockholm-
network.org/downloads/publications/The_Special_IP_Regime_for_Pharmaceuticals.pdf 
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