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Infringement of Second Medical Use Claims
direct infringement of a swiss type claim before:

Pemetrexed

• Directly infringing acts:

- use of the product in respect to the patented indication

- purposefully preparing for the patented use
(e.g. formulation, dosage, packaging, labelling, package leaflet and/or SmPC of the 
medicament which specifically direct towards the patented use)

- offering, putting on the market, importing and possessing of products that had 
been purposefully prepared

• Not directly infringing acts:





Infringement of Second Medical Use Claims
indirect infringement of a swiss type claim before:

Pemetrexed

offering or supplying within Germany
a drug suitable for the patented indication

for purposefully preparing within Germany for the patented indication
by e.g. label instructions, confectioning, ready-to-use preparation or dosage

not: for using the not purposefully prepared drug within Germany for the patented 
indication (under dispute)

if the person offering or supplying the drug knows or it is obvious from the circumstances 

- that the drug is suitable for getting purposefully prepared for the patented indication 
and

- that the customer intends to purposefully prepare the drug for the patented indication

- not: that the customer intends to use the not purposefully prepared drug for the 
patented indication (under dispute)
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Infringement of Second Medical Use Claims
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Infringement of Second Medical Use Claims
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• Operational part of the judgment:

“Hexal must not enter into a rebate agreement on 
Pregabalin or supply Pregabalin in course of such a rebate 
agreement if the use of Pregabalin for treating pain is not 
excluded in that rebate agreement without explicitly 



Infringement of Second Medical Use Claims
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Infringement of Second Medical Use Claims
direct and indirect infringement of a swiss type claim after: 



Infringement of Second Medical Use Claims
direct infringement of a swiss type claim after: 

Pemetrexed

• - use of the product in respect to the patented indication 
• - purposefully preparing for the patented use

(e.g. formulation, dosage, packaging, labelling, package leaflet 
and/or SmPC of the medicament which specifically direct 
towards the patented use)

• - offering, putting on the market, importing and possessing of 
products that had been purposefully prepared

• - new: 
no purposeful preparation but protected use is ensured "in 
some other way“

12



Infringement of Second Medical Use Claims
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New requirements for the direct infringement of a second-
medical-use claim:

• Suitability of the medicament for the patented purpose
• Taking advantages of circumstances by the supplier of the 

medicament, which – similar to an "active" purposeful 
preparation by the infringer himself – ensure that the 
medicament offered and distributed is used for the 
patented therapeutic purpose:

- sufficient and not only occasional use of the medicament 
according to the patent 
-
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supplier of the medicament is liable, if:

- he knows or should have known the prescription and 
substitution practice, which is favorable for him

- takes advantage of this practice nevertheless by supplying 
wholesalers with skinny labeled drug
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Patent: Swiss type dosage regime, including a loading dose

package information: do not apply a loading dose for medicinal 
reasons

No proof that knowledge or reason to know that users ignore the 
package information 

→ no direct infringement!
(case stayed in respect to auxiliary request (patent as granted –
without loading dose - but invalidated by Federal 
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Defendant manufactures the known 
medicament in Germany and
- purposefully prepares it for the patented use 
abroad

→ no direct infringement and no indirect 
infringement?
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Manufacture and labeling (in English) in Germany for the 
patented use but export to the US and – undisputed - danger of 
first infringement within Germany

manufacture for US exports = infringement in Germany?

→ Case stayed in respect to opposition proceedings; but doubts 
as to US exports 
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Example
Regional Court Munich I – 12 July 2017 – 7 O 9110/17 – Esterase Inhibitor

not published





Late Amendments

Sec. 83 Patent Act:

(4) The Federal Patent Court may reject means of challenge or defence introduced by 
a party or a change to the action or a defence brought forward by the defendant by 
means of an amended version of the patent which are brought forward only after the 
expiry of a time limit set for this under subsection (2) and may decide without further 
examination if

1. giving consideration to the new submission would require the postponement of 
the scheduled oral proceedings, and
2. the party affected does not sufficiently excuse the delay, and
3. the party affected has been instructed about the consequences of failing to observe 
a time limit.

The ground of excuse shall be substantiated. 

(at FCJ: Sec. 117 Patent Act; Sec. 529-531, 296 Code of Civil Procedure)
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Late Amendments
Federal Court of Justice - 2 Dec. 2014 – X ZR 151/12 


