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Infringement of second medical use 

patents - German approach

I. Patentability

1) German law allows patent claims directed to

o a specific use in general and

o a second medical use in particular. 

2) No exclusion from patentability 

Second medical use patents do not fall under the exclusion 

from patentability of methods to treat the human body by 

therapy pursuant to Sec. 2a (1) 2 German Patent Act and Art. 

53 c EPC (BGH, 20 September 1983 – Hydropyridin). 

• Since 2007 the patentability of a second medical use patent is 

explicitly provided for in Sec. 3 (4) German Patent Act and Art. 

54 (5) EPC.
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3) Industrial application

o Second medical use patents are regarded to being 

susceptible of industrial application (BGH -

Hydropyridin).

4) Purpose bound protection of the substance

o In recent case law the subject matter of a second medical 

use patent was seen in the suitability of the known 

substance for the new medical use and, to that extent, 

as an inherent property of the substance (BGH, 25 Feb 

2014  – Kollagenase I; 14 June 2016 - Pemetrexed).
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II. Infringement

1) Manifest arrangement of the substance for the second 

medical use without the consent of the right holder

... has always been regarded as an infringement of the patent.

o Thus ensuring that the industrial part of the claimed 

use is covered by the exclusive right of the proprietor 

(BGH – Hydropiridin).

o Examples:

Manifest arrangement for the second medical use by

o formulation, confectioning, dosage, repacking of 

the medicament or  

o labelling or accompanying leaflets.
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2) Recent case law of the Düsseldorf Court of Appeal

... extends the protection of a second medical use patent to 

forms of use beyond “manifest arrangements” when the 

use can be related to the protected purpose of the 

substance.

This requires:

o The generic medicament has to be suitable for the 

protected second medical use. 

o The use of the generic medicament for the protected 

purpose (e.g. cross label use) has to be of some 

significance.

o The implementer knows about it or, at least, blinds 

himself of the fact

o and, by this way, takes advantage of circumstances 

that allow that the generic medicament is used for 

the protected purpose.
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3) Example: The Fulvestrant case

The patent protects

o use of fulvestrant in the preparation of a medicament 

o for the treatment of a patient with breast cancer 

o where the previous treatment of that patient with an 

aromatase inhibitor and tamoxifen has failed.

Number of patients that used fulvestrant after a 

previously unsuccessful treatment with an aromataxe

inhibitor and tamoxifen was on average 4,1 % of all 

patients (2007-2014) but 0 % in the last years (2015/2016).

The Düsseldorf Court of Appeal (9 January 2019 –

Fulvestrant) decided:

o No expectation of a future patent infringing use. 

o No injunctive relief.
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III. Injunctive relief

1) Unrestricted injunctive relief is not available when such an 

order would ...

o not only cover the second medical use

o but also the use of the substance for purposes not

protected by the second medical use patent.

2) How can an injunction then be tailored when the court 

found that the second medical use patent has been infringed?
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3) In some cases plaintiffs have requested that defendants should only 

be allowed to market the medicament when

o it is mentioned in the patient information (accompanying 

leaflet, etc.) that the medicament may not be used for the 

second medical purpose.

However, it is a controversial legal issue whether such an order 

would be compatible with EU law on the authorisation of 

medical products.

See Art. 11 sentence 2 Dir. 2001/83/EC  as amended by Dir. 2004/27/EC 

(national authorisation procedure):

For authorisations under Article 10, those parts of the summary of product 

characteristics of the reference medicinal product referring to indications or dosage 

forms which were still covered by patent law at the time when a generic medicine 

was marketed need not be included.

See Art. 3 (3b) Reg. 726/2004 (centralised authorisation procedure before 

the European Medicines Agency [EMA]):

The summary of the product characteristics is in all relevant respects consistent with 

that of the medicinal product authorised by the Community except for those parts of 

the summary of product characteristics referring to indications or dosage forms which 

were still covered by patent law at the time when the generic medicine was marketed.
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4) Plaintiffs have also requested that defendants should only be allowed 

to market the generic medicament after they have

o written to professional associations of doctors or 

pharmacists and other “multipliers” and 

o asked them to inform their members 

o that generic medicaments may not be prescribed for the 

patented second medical use and 

o prescriptions of the original medicament require that a 

substitution by a generic medicament (aut-idem

substitution) is not allowed.

However, such an order requires willingness of the professional 

associations since there are no legal provisions that oblige these 

association to do so. 
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5) Plaintiffs have also requested that defendants should only be allowed 

to market the generic medicament after they have

o written to databanks that are used for marketing 

medicaments (like in Germany AMIS, Rote Liste) and 

o required them to inform users of the database 

o that generic medicaments may not be prescribed for the 

patented second medical use.

However, it is unclear whether these databases are obliged to follow 

such a request or whether such an order requires willingness of the 

databases. 
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Thank you very much for your attention!
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