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Plausibility in the Netherlands

 Patent must render plausible that the technical effect disclosed in the patent is achieved

 Is part of examination and prosecution process

 Relatively new topic in Dutch case law

 Applied in context of inventive step, sufficiency (and novelty or priority)

 Courts apply plausibility with reference to EPO Case law

 Low threshold test to prevent speculative patents

 Post-filed evidence cannot be relied upon to support inventive step when the effect has 
not been made plausible in the patent application



Plausibility

Inventive Step

Plausibility can come up when formulating the objective technical problem as part of the 
problem-solution approach:

 it needs to be plausible to the skilled person, reading the patent as a whole on the 
priority date against the background of the common general knowledge, that the 
asserted effect occurs through the claimed invention

Plausibility can be based on the experimental data, a substantiated explanation of the 
effect in the patent application, reference to prior art and/or common general knowledge

Data need to be verifiable; mere statement that effect may be achieved is not sufficient

Post-published evidence can only be taken into account if the effect was at least made 
plausible to some extent in the patent application



Plausibility

Inventive Step (continued)

Court of Appeal 7 November 2017 (calcipotriol and betamethasone (dipropionate). Leo Pharma 
v Sandoz)

 Was synergic effect of combination of two active substances made plausible?

 Scope of the patent monopoly must correspond to the contribution that the patent makes 
to the art (AgrEvo, T 939/92):

 In principle, (substantially) all the products covered by the scope of the patent must 
show the technical effect;

 Contribution to the art and inventive step must be assessed from the perspective of the 
average skilled person on the application date: effects that would not have found 
plausible on the basis of the patent specification must be disregarded in the 
assessment of inventive step

 It cannot be expected that the patentee provides complete evidence of the effect at the 
filing date

 But threshold needs to prevent that inventive step is being assessed on the basis of an 
invention that was done after the filing date or on the basis of information regarding the 
effect that the skilled person would have considered speculative on the filing date



Plausibility

Inventive Step (continued)

Court of Appeal 25 October 2016 (copaxone, Teva v Synthon)

 It needs to be sufficiently plausible that the claimed effect of the invention is 
obtained. This – low – threshold test is referred to as the plausibility requirement.

District Court 7 September 2016 (tiotropium, Teva v Boehringer)

 Not: immediately implausible

 Lack of plausibility may not be a ground for invalidity in itself, but it can lead to a lack 
of inventive step (or insufficiency, when the relevant effects have been claimed)

 Post-published evidence can only be taken into consideration for assessing 
inventive step, if the technical effect has been made plausible in the patent at the 
filing date 



Plausibility

Sufficiency

The invention must be disclosed in the patent in such a way that the skilled person is able 
to reproduce the invention at the priority date 

Plausibility in the context of sufficiency particularly can play a role in second medical use 
claims (asserted effect is a functional feature of the claim)

If the patent lacks of information or substantiation that the claimed effect is not at least 
plausible to the skilled person, this will lead to a lack of sufficiency



Plausibility

Sufficiency

Court of Appeal 31 October 2017 (fulvestrant, Sandoz v Astrazeneca)

 Invention has to be disclosed in the patent in such a way that the skilled person was 
able to reproduce the invention on the priority date

 Plausibility is a - low - threshold test; which had been met due to

 Reference to clinical trials in the patent application

 In vivo tests on rabbits

 It is not required that the patent application contains complete (experimental) 
substantiation of the research, to which the patent application referred. 

District Court 29 June 2016 (pembrolizumab, MSD v Ono)

 The effect had been made sufficiently plausible in the priority document as this 
document contained examples of in vivo tests on mice. 

 It was insufficiently proven that the effect was therefore speculative

 The skilled person was enabled to arrive at the claimed invention



Plausibility

Dasatinib (T 0488/16)

Dutch courts have relied upon EPO case law such as AgrEvo and John Hopkins and the 
decisions are in line with the TBA’s landmark decision in Dasatinib (T 0488/16)

Dasatinib:

 OD: subject-matter not sufficiently disclosed as it had not been plausibly 
demonstrated at the application date that the compounds were suitable for the 
claimed use

 TBA on inventive step: not always required to include experimental data or results in 
the patent application. But patent application lacked any verifiable data regarding the 
asserted technical effect.  Post-published evidence in support that the claimed 
subject matter solves the technical problem may only be taken into account of it is 
already plausible from the disclosure of the patent that the problem is indeed solved 
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