
Repurposing of known pharmaceutical drugs for treatment of new 
therapeutic indications, which takes advantage of existing resources 
and knowledge, has become increasingly important as the develop-
ment of new drugs has become an expensive and challenging pursuit.

New use of a known drug can be highly beneficial because the drug has often already 
undergone toxicology studies and at least early phase clinical trials, which makes it easier 
to get to proof of concept studies in humans and obtain approval of the new indication. 
Therefore, the way to the market is often both cheaper and shorter. Although costs are 
often reduced, there are still considerable expenses associated with developing and mar-
keting known drugs for new indications. Further, the original patents covering the drug 
have often expired or will expire before approval of the drug.Therefore, to maintain the 
incentive to investigate new uses of known drugs, it is crucial that such new indications 
can be protected. 

In most countries, a so-called “second medical use patent” can be obtained for second 
and further medical uses of drugs that are already known to treat a different disease, pro-
vided that the use is novel and inventive. Obviously, in these cases, product protection is 
not available because the drug is known. The precise wording of patent claims for second 
medical use patents is a matter of national laws. In Europe, second medical use patents 
allow patent claims in the form “substance x for use in the treatment of disease y”. Second 
medical use patents often constitute an important strategy for pharmaceutical companies 
to extend patent protection and commercial life of drugs protected in product patents.

The value of second medical use patents is subject to continuous discussion in cases 
where the original drug has achieved marketing authorisation and the patent on the orig-
inal drug has expired. In these cases, generic drugs are allowed to enter the market for the 
indication covered by the first marketing authorisation. 

In many other cases, second medical use patents are used to provide new protection for 
drugs that have failed during clinical trials of another indication. In such cases, there is no 
original product on the market and thereby no generic competition. A second medical 
use patent for the new indication thus provides valuable protection for such drugs. Ac-
cordingly, there will be an incentive for investors to development the novel treatment.
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Skinny labelling

A method of avoiding infringement of second medical use patents is through labelling of 
medicinal products. In the European Union, a marketing authorisation (MA) is required for 
a drug to enter the market. The MA requires that all information concerning indications 
and dosages is submitted to the relevant regulator in the form of a Summary of Product 
Characteristics (SmPC), a package leaflet for patients and a medicinal product label. The 
same product information is required for generic drugs entering the European market. 

However, in situations where patent protection remains in the form of second medical use 
patents, the generic drug must exclude from the product labelling those parts referring to 
indications which are protected by the second medical use patents. This is often referred 
to as “carving-out” the patented indication or “skinny labelling”.

Substitution rules and infringement

In Denmark, the substitution rules prescribe that the pharmacies dispense the cheapest 
medicine when multiple alternatives exist. This leads to situations where pharmacies 
dispense generic medicine for use in indications that are not mentioned on the drug 
label. The use of a drug for an indication not mentioned in the approved labelling is 
called “off-label” use. Such off-label use may result in generic medicine being dispensed 
for a patented indication although the generic version is only marketed for non-patented 
indications (skinny labelling). However, based on a decision of the Danish Maritime and 
Commercial High Court, the substitution rules have been changed. The Court found that 
pharmacies dispensing Krka’s generic pregabalin drug for the treatment of pain consti-
tuted an infringement of Warner-Lambert/Pfizer’s second medical use patent covering 
this exact indication. Thus, the pharmacies were not allowed to dispense the cheapest 
medicine for a patented indication. The substitution rules now include a regulation requir-
ing that pharmacies must dispense the patented drug, even when doctors have made a 
prescription for a generic medicament for treatment of the patented indication (off-label). 

In the UK, the Court of Appeal concluded that Warner-Lambert’s patent directed towards 
pregabalin for pain management was invalid. However, the Court also concluded that 
when considering infringement of second medical use patents, the absence of a patent-
ed use from the drug label is not sufficient to conclude that there is no intention to use 
the drug for a patented use. The Court stated that the manufacturer is obliged to take 
all reasonable steps within its power to prevent use of a patented indication and avoid 
infringement. 

Second medical use patents are valuable

In view of the recent decisions, it is clear that second medical use patents are very valuable: 

First, the way to bring the drug to the market is often both cheaper and less time-con-
suming, than to start from scratch. 

Second, a patent filing strategy involving patent applications directed to second and fur-
ther medical uses of a known compound can extend patent protection and commercial 
life of a drug, even after original product patents have expired. 

Third, it can impose a burden on other manufacturers to try to prevent their generic prod-
ucts from being used for the patented indication.

Labelling

“Off-label” refers to 
the use of a drug for 
an unapproved indica-
tion, dosage or way of 
administration.

“Skinny labelling”  refers 
to label instructions 
that do not mention the 
patented indication, but 
only approved non- 
patented indications.

Patent claim  
drafting in Europe

Product:  
“Compound X”

First medical use: 
“Compound X for use in 
medicine”

Second medical use: 
“Compound X for use in 
treating disease Y”

Further medical uses: 
“Compound X for use in 
treating disease Z”


