
 

 

Consulta琀椀on Response     
  

Health Ac琀椀on Interna琀椀onal (HAI) response to the European Commission public 
consulta琀椀on on  Intellectual property – revised framework for compulsory 
licensing of patents 

 

The European Commission proposal as contained in COM (2023)2241 and accompanying documents is 
an overdue step forward towards a more nuanced balanced between innova琀椀on and access as it aims 
to streamline and facilitate the use of Compulsory Licenses.  

It has been a longstanding posi琀椀on of Health Ac琀椀on Interna琀椀onal (HAI) that Compulsory Licenses are 
not only a legi琀椀mate legal instrument to manage the Intellectual Property (IP) rights but also a cri琀椀cal 
component of public interven琀椀ons to achieve health policy objec琀椀ves regarding access to health 
technologies and economic sustainability of public health systems2. 

Covid-19 pandemic and the di昀케cul琀椀es associated with access to health goods have highlighted the 
trouble faced by EU governments to expedite access to life-saving health technologies, while we 
welcome that the new regula琀椀on will address some of the obstacles and hurdles currently hindering 
the use of Compulsory Licenses such as na琀椀onal dispari琀椀es and the lack of an e昀昀ec琀椀ve Single Market 
for licensed products.  

 We must voice our concern regarding the fact that the measure would only be invokable as a last 
resource in an emergency context.  As we have repeatedly stated, we believe reasons to make use of  
a Compulsory Licence are to be determined by na琀椀onal authori琀椀es and can include excessive high 
pricing, an琀椀-compe琀椀琀椀ve prac琀椀ce or failure to exploit a patent among other instances; such approach 
has been endorsed by the Doha Declara琀椀on (2001) and  has not been challenged at the World Trade 
Organisa琀椀on dispute se琀琀lement mechanisms.  

This proposal, framed within an IP-package that also addresses essen琀椀al patents and Supplementary 
Protec琀椀on Cer琀椀昀椀cates (SPC), is being considered at the same 琀椀me as other ini琀椀a琀椀ves like the update 
of the European Pharmaceu琀椀cal Strategy or interven琀椀ons by the European Health Emergency 
Preparedness and Response Authority (HERA). It is cri琀椀cal that the legisla琀椀ve coherence is upheld and 
that the removal of obstacles for CL (like Data Exclusivity) is not impeded by new incen琀椀ves for speci昀椀c 
products such as an琀椀bio琀椀cs or drugs for rare diseases. 

Beyond the scope of this proposal, but of interest for EU lawmakers as regards coherence with external 
EU ac琀椀ons in the 昀椀eld of global health, is whether products manufactured under a EU-wide CL could 
be exported to ful昀椀l eventual demand in Low and Middle Income Countries (LMIC) with no or 
insu昀케cient pharmaceu琀椀cal manufacturing capabili琀椀es as stated in Regula琀椀on (EC) No. 816/2016; 
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currently this would not be possible as Ar琀椀cle 11 prohibits exports of licensed products, we ask the 
European Commission and EU lawmakers to reconsider. 

As part of HAI’s work towards greater use of CL as a policy tool to improve and secure access to 
medicines and other health technologies, a speci昀椀c tool was designed and set up; the TRIPS 昀氀exibili琀椀es 
navigator aims to provide policymakers, academics, advocates and other relevant stakeholders with 
the necessary legal and administra琀椀ve informa琀椀on in each EU jurisdic琀椀on to make use of CL3. This 
mechanism is going to be scaled up to widen its scope to cater to the needs of generic medicines 
manufacturers and include other o昀케cial EU languages, the community being built by access and use 
of the pla琀昀orm will be guiding next steps.  

We remain at the disposal of EU ins琀椀tu琀椀ons and concerned par琀椀es to engage in this and other 
important discussions regarding access to innova琀椀on and a balanced approach to IP and health. 
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