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Relevant patent legislation 

Relevant patent legislation 

TRIPS  

• Article 27: patents may be obtained for any inventions in all fields of technology.  

• Article 30: members may only under certain conditions provide limited exceptions to 
the exclusive rights conferred by a patent. 

• Article 41: members shall ensure that enforcement procedures are available 
to permit effective action against any act of infringement.  

EPO practice, G-5/83 (EISAI Co., Ltd.) 

• Swiss-type claims: "Use of a known substance X in the manufacture of a 
medicament for the treatment of a new disease Y“ 

EPC-2000 article 54(5) allows for  

•  EPC-2000 claims: "Substance X for use in the treatment of disease Y" 
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Relevant patent legislation 

 

AIPPI Resolution Q238 (2014) 

  

"Each jurisdiction should recognize at least one claim format that provides patent 
protection for second medical uses, commensurate with this resolution" (para. 6) 
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The regulatory system –  
in Denmark 

The regulatory system – in Denmark 

Skinny-labelling/carve out 

• Generics are allowed to exclude indications still covered by patent when obtaining an MA 
under the abridged procedure. 

Indication on the prescription 

•  In Denmark any prescription must include information about the indication (§§ 8 and 28 
of the Prescription Order). 

Substitution did not respect patent rights 

•  The Danish Medicines Agency ("DMA") decides which medicinal products can be 
substituted with each other - in substitution groups.  

•  Patent rights were (previously) not taken into consideration.   

•  The pharmacies are under an obligation to dispense the cheapest medicinal product in 
the same substitution group, unless the doctor has stated “No substitution”/"Ej S" on 
the prescription, or the price difference is below certain limits. 
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The Lyrica®-case that changed 
Danish law: Facts 

The Lyrica®-case: Facts 

•  Pfizer’s second-medical use patent: 

"Use of [pregabalin] or a pharmaceutically acceptable salt thereof for the 
preparation of a pharmaceutical composition for treating pain."  

•  Pfizer markets Lyrica®, which contains pregabalin approved for three indications:  

A.  epilepsy,  

B.  generalized anxiety disorder and  

C.  neuropathic pain (still patent protection). 

•  The share of the sale of Lyrica® prescribed for the treatment of pain in Denmark 
amounted to approximately 60% of all sales of Lyrica®.  

• Krka marketed the generic product Pregabalin "Krka" approved and labelled only for the 
non-patent protected indications (a and b).  
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The Lyrica®-case:  
The regulatory jeopardy 



16-03-16 

4 

The Lyrica®-case: The regulatory jeopardy 

•  In summer 2014 Pfizer contacted the DMA to try to solve the problem that substitution 
between Lyrica® and generic pharmaceuticals might constitute patent infringement.  

•  The DMA asked the DKPTO for a memo about the scope of the second medical use 
patent in view of the substitution rules. The DKPTO found that:  

"When medicinal products are listed as substitutable and the pharmacist for 
that reason is obliged to hand over the least expensive of the medicinal 
products, then this will immediately lead directly to an infringement of the 
patent if the generic medicinal products are sold/put on the market for the use 
for the patented indication."    

• Despite the memo from the DKPTO the DMA - after consulting the Ministry - denied to 
alter the substitution rules at the time.  

•  The DMA decoded to place Lyrica® and Pregabalin "Krka" in the same substitution 
group. 

• Accordingly, the pharmacies were obliged to dispense Pregabalin "Krka" for the 
treatment of pain even if the doctors had prescribed Lyrica® for pain. 
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The Lyrica®-case:  
Krka’s efforts – to avoid use for pain 

The Lyrica®-case: Krka made efforts to avoid use for pain 
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01 
Krka contacted all general 
practitioners and all 
pharmacies in Denmark and 
encouraged them to abstain 
from prescribing, 
respectively from dispensing 
Pregabalin "Krka" for 
treatment of neuropathic 
pain.  

04 
Krka contacted all websites 
that described the use of 
Pregabalin "Krka" and asked 
them to delete any text 
mentioning that Pregabalin 
"Krka" could be used for the 
treatment of pain. 

02 
Krka contacted the DMA 
urging that a practical 
solution should be found as 
soon as possible to ensure 
harmonisation of the rules 
on patents and substitution. 

03 
Krka contacted the two 
Danish medicinal products 
wholesalers Nomeco A/S and 
Tjellesen Max Jenne A/S 
informing them of the 
matter, and provided them 
with a copy of the letter sent 
by Krka to all pharmacies in 
Denmark. 

01 
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The Lyrica®-case: Claims and main allegations 

The Lyrica®-case: Claims - the pharmacies part 

•  Pfizer's principle claim in relation to all the Danish pharmacies:  

"Defendants 3-222 are to be enjoined from dispensing the medicinal product 
Pregabalin "Krka" for the treatment of the indication pain as long as Danish 
patent DK/EP 0 934 061 T6 is in force." 

 

•  The pharmacies argued they were not the right defendant and that there was no 
infringement .  
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The Lyrica®-case: Allegations 

! Pfizer:  

I.  By dispensing Pregabalin "Krka" for pain and placing a pain indication label on the 
product, the pharmacies commit a separate and direct patent infringement  

II.  Krka commits indirect patent infringement  as: 

a)  Krka will be aware of the infringement of Pfizer's patent rights.  

b)  Krka's intention when the product was manufactured is not decisive. It is sufficient 
that Krka has knowledge of the fact that the medicinal product will also be 
dispensed for the treatment of pain. 

! The pharmacies and Krka: 

I.  As Pfizer's patent is a Swiss-type claim - a purpose related method claim - the 
decisive factor is whether the pharmacies manufacture/prepare the products for the 
patent protected indication. However, the pharmacies do not use pregabalin to 
manufacture/prepare a pharmaceutical composition for the treatment of pain. 

II.  It is crucial for finding infringement under Article 3(2) that a subjective intention 
with the manufacturer is current, which is not the case as Pregabalin "Krka" is not 
intended for any patent infringing use. 
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The Lyrica®-case: Allegations 

 

! Pfizer:  

  

The fact that the claim is a Swiss-type claim - thus a purpose related method claim - does not 
affect the assessment.  

The reason given for the patent protection of a second medical use patent is the new use of an 
otherwise known substance. The protection has in reality nothing to do with manufacturing/ 
preparation of a pharmaceutical composition as such and accordingly it is legal fiction created in 
case law.  

The pharmacies' actions amount to manufacture/preparation of a medicinal product as pharmacists 
determine that Pregabalin "Krka" is to be dispensed for pain and thus carry out the last stage of 
the preparation of the product by adding the decisive pain indication label. 
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The Lyrica®-case: Claims – Krka part 

•  Pfizer claimed:  

"Primarily, Krka, d.d., Novo mesto and Krka Sverige AB are to be enjoined from selling 
the medicinal product Pregabalin "Krka" in Denmark without ensuring, at the same 
time, that the product is not distributed and/or dispensed for the treatment of 
the indication pain as long as Danish patent DK/EP 0 934 061 T6 is in force. 

 

In the alternative, Krka, d.d., Novo mesto and Krka Sverige AB are to be enjoined 
from selling the medicinal product Pregabalin "Krka" to Danish wholesalers, 
pharmacies and branches of pharmacies without providing, at the same time, 
express written instructions that the product Pregabalin "Krka" must not be 
distributed and/or dispensed for the treatment of the indication pain as long as 
Danish patent DK/EP 0 934 061 T6 is in force" 

• Krka claimed judgment in favour of the defendants.  
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The Lyrica®-case: Allegations 

 

! Krka :  

The primary claim is too unclear to be adjudicated and can only be complied with if Krka 
completely removes Pregabalin "Krka" from the market, which de facto will imply that 
also an indisputably lawful activity is prohibited. 

Moreover, the alternative claim has already been fulfilled. 

! Pfizer:  

There was no "indisputable lawful activity" when Krka does not ensure in connection 
with marketing and sale of its medicinal product that it was not used in a patent 
infringing manner. Furthermore, it must be considered certain that the rules on 
substitution will be amended if an injunction is granted. 

It was disputed that Krka had acted correctly in every respect. 
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The Lyrica®-case:  
Judgment  

The Lyrica®-case: Judgment  

•  The pharmacies were enjoined from dispensing Pregabalin "Krka" for the treatment of 
pain as long as Pfizer's patent is in force: 

"In consideration of the fact that the Patent in Suit is a second medical use patent 
with a Swiss-type claim aimed at protecting the use of an already known 
substance for the treatment of a new indication, the court concurs that the 
pharmacies' dispensing of Pregabalin "Krka" with a label stating that the 
medicinal product is intended for the patent protected treatment of the 
indication pain constitutes infringement of the Patent in Suit, see section 3(1)(iii) of 
the Danish Patents Act." 

•  The claim for an injunction against Krka was not allowed. 

!  The primary claim was not found to be clear enough to later on be enforced by the 
Enforcement Court. 

!  In relation to the secondary claim that court found that Krka already had fulfilled the 
claim. 

20 

mars 16, 2016 

Billedstørrelse 
H 17,3 x B 26,8 

21 

  
The Lyrica®-case that changed Danish law: 
Consequences of the judgment  
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The Lyrica®-case that changed Danish law:  
Consequences of the judgment  

•  Following the granted preliminary injunction, the DMA informed all doctors and pharma-
cies that the obligatory substitution between Lyrica ® and Pregabalin "Krka" was 
annulled. 

• Subsequently the substitution rules were changed and now respect second medical use 
patent rights when pharmacies substitute and dispense medicinal products; 

"§ 38a. When processing a prescription for a medicinal product that due to a patented 
indication is not included in a substitution group with medicinal products synonymous 
with the medicinal product, the pharmacy shall dispense the cheapest synonymous 
medicinal product in compliance with the rules laid down in section 38, but see (2). 

(2) If a prescription for a medicinal product specified in (1) above has been 
issued for the treatment of the patented indication, the pharmacy shall 
dispense the medicinal product with the patented indication.  

(3) The Danish Health Authority notifies the pharmacies when a medicinal product 
has a patented indication, see (1) and (2) above." 
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The Lyrica®-case:  
Unanswered questions 

•  It is not clear from the law whether the substitution rules also applies to hospital 
pharmacies.  

• What about medicinal products not on prescription?  

•  Is an injunction fair if part of the sales are for unpatented purposes? 

• Should the injunction remedy depend on a balance of interests/equity, considering eg. 
the efforts done to prevent infringement and the amount of “cross” sales? 

• Should the remedy be limited to damages for the infringing part of sales? 

• Who should bear the effects of known but non-induced cross use? 
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