
INTRODUCTION
• Patents are legal instruments intended to encourage innovation 
by providing time limited exclusive rights to the inventor. 

• Since patents rights have a limited validity period, ‘evergreening’ 
is the best tool for extending market monopoly, especially in 
pharmaceutical sector. 

• Originators generally do ‘evergreening’, by filing second medical 
use patent application for existing molecules to show novelty. 

• The focus in this article would be the medical use patents as a 
new trend of ‘evergreening’ in oncology.

MATERIALS AND METHODS 
Materials:
- Antineoplastic drugs: Celgene’s antineoplastic, Bristol-Myers 

Squibb’s antineoplastic, BTG’s prostate cancer drug
-  Patent search tools: Ark Patent Intelligence, PatSnap, Espacenet, 

EPO.
- European Patent Convention (EPC)
- Public Assessment Reports (PAR) of originator’s products
 Methods:
- Patent search and patent analysis of medical use patents, and 

their comparison with originator’s Public Assessment Reports 
(PAR)

RESULTS 
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cancer)

Table 1. Medical use patents analysis 

DISCUSSION
• For a long period of time, the second medical use patents were 
considered as not patentable in Europe.
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• The Munich Convention of 1973 rejected the patentability of second 
medical uses, because they were assimilated to a method of 
medical treatment.

• The second medical use patent in Europe is patentable only in form 
of Swiss claims, otherwise it will be excluded from patentability 
under Art. 53 (c) EPC. 

• European Medicine Agency (EMA) has implemented regulations 
regarding the medical use patents and registrations of generic 
drugs. According EMA regulations the patented indications can 
be deleted from sections 4.1., 4.2. and 5.1. of the Summary of 
Product Characteristics (SmPC). 

• Although according to EMA regulations the generic companies 
could register the product with curve-out of patented indication, 
the risk of legal disputes is still present, since the indirect 
infringement of the medical use patents could be done by medical 
practitioners.

• In Table 1. has been shown that the originators monopoly is 
extended for an average of 28 years for the mentioned drugs 
representing the real situation that many generic companies are 
facing. 

CONCLUSION
• With patenting the second medical use of known compounds, 
originator’s monopoly is extended for compounds that are already 
a prior art. 

• Since there is a risk of indirect infringement, we assume that only 
major generic companies would take the risk to market products 
with non-patented therapeutic indications. 

• Therefore, we propose that stricter patentability standards should 
be applied when assessing the inventive contribution of second 
medical use patents in Europe. 

• Additionally, national laws should clearly determine the bounds 
of originator’s monopoly position on one hand and generic 
companies should indicate clearly in their patent information 
leaflets and SmPCs the therapeutic indication for which the drugs 
could be prescribed on the other hand. 
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