
  Compulsory License -
The Raltegravir case

presented at

26th Annual Fordham IP Law & Policy Conference
 

5 April 2018

by

Dr. Klaus Grabinski
Judge, Bundesgerichtshof (Federal Court of Justice of Germany)

  Compulsory License -
The Raltegravir case

presented at

26th Annual Fordham IP Law & Policy Conference
 

5 April 2018

by

Dr. Klaus Grabinski
Judge, Bundesgerichtshof (Federal Court of Justice of Germany)



Compulsory License - The 
Raltegravir case

I. Statutory requirements

The grant of a compulsory non-exclusive license requires 

1) An unsuccessful effort by the licence seeker

 within a reasonable period of time 

 to obtain a license from the proprietor of the patent to use 
the invention on reasonable commercial terms and 
conditions, and

2) a public interest in the grant of such a compulsory licence, 
sec. 24 (1) German Patent Act.

3) Preliminary authorization to use the patent

 may be granted by way of a preliminary injunction 

 if there is an urgent need, in the public interest, for the 
immediate grant of the permission, sec. 85 (1) German Patent 
Act.
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II. Facts of the case

 Claimants have sold the medicine “Isentress” in Germany 
since 2008.

 Isentress contains the substance “raltegravir”.
 “Raltegravir” is an integrase inhibitor that is used for the 

treatment of HIV.
 There are two more integrase inhibitors for the treatment of 

HIV available on the market. 
 Defendant is the proprietor of an EP that covers integrase 

inhibitors including “raltegravir”. 
 In opposition proceedings the EP was upheld in part. Appeal 

lodged by the defendant was pending before the EPO BoA.
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 Negotiations on a worldwide licensing agreement between the 
parties remained without result. 

 Defendant filed an action for infringement of the EP against 
the claimants before the Düsseldorf Regional Court. 

 In first instance the Federal Patent Court granted a preliminary 
compulsory license allowing claimants to sell “Isentress” in 
four forms of administration already on the market.

 Defendant filed an appeal to the Federal Court of Justice 
(Bundesgerichtshof). 
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III. Decision of the Federal Court of Justice (FCJ)

1) Unsuccessful effort to obtain a license

 The FCJ held that it is not inappropriate that claimants 

 let the possibility of a revocation of the patent 
influence their pricing notion and 

 did not agree to withdraw all opposition claims 
against the EP as required by the defendant.

 The FCJ also took into consideration that 

 claimants limited their offer to a lump sum but also 
made it clear that they would accept a licensing fee 
determined by the court that exceeds that limit. 
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2) Public interest

The FCJ held that

 all circumstances and interests of the individual case have to 
be weighed and

 it has to be taken into consideration that a patent confers an 
exclusive right to the patent proprietor.

 Public interest in the grant of a compulsory license in case of a 
medicament ... 

 is generally to be affirmed when the medicament is used to 
treat a serious illness and has therapeutic properties that 
other drugs available on the market

 do not possess at all or in the same degree or 

 come along with undesirable side effects, but

 has to be denied generally when the medicament may be 
substituted by an essentially identical drug.
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 A public interest can also be affirmed when 

 only a small group of patients is affected, 

 in particular when this group would be exposed to a 
high risk if the medicament were no longer available. 

 In the case at hand a public interest in the grant of a 
compulsory license was affirmed in particular with regard 
to the following facts:
 Alternative treatment attempts would entail special 

risks for infants and children.
 Raltegravir is considered and recommended as the 

preferred treatment for pregnant women.
 There is a general risk for patients that would have to 

switch from raltegravir to another medicament.
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3) Urgent need for a preliminary authorization to use the 
patent  

 The FCJ held that there is an urgent need for a preliminary 
authorization to use the patent.

 If the request for a preliminary authorization were 
dismissed but the complaint in the proceedings on the 
merits should prove to be founded, an indefinite 
number of patients would have to face a change in 
therapy with considerable risks and possibly severe 
consequences.

 That outweighs the fact that the patent-seeker was 
hesitant in filing the request for a preliminary 
injunction which – as such - could indicate a lesser 
interest in a provisional decision. 
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IV. Revocation of the EP after the FCJ decision

 The Board of Appeal revoked the EP. 

 There will be no case on the merits with regard to the complaint 
for a compulsory license. 
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Thank you very much for your attention!Thank you very much for your attention!

10


	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10

