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The importance of being able to protect further medical uses of known substances or
compositions is growing, especially in the wake of the COVID-19 pandemic.

Second (and further) medical use patents refer to the protection of a novel and
inventive therapeutic use of a known pharmaceutical substance.

In many jurisdictions, this is possible through second medical use claims.

However, there are significant differences in legislation regarding claiming second
medical uses.

The typical formats for claiming second medical uses are the EPC2000, methods of
medical treatment and Swiss-type claims.

For example, in Europe, second medical uses may be claimed using the EPC2000
format.

However, in Australia, claims of this format are considered to be claims to the
compound per se, with no limitation to the specified use other than that the compound need only
to be suitable for the recited purpose.

In the US, second medical use may be validly claimed in the format of a method of
medical treatment claim.

In New Zealand, methods of treatment of human beings are not patentable and Swiss-
type claims are typically used for second medical uses.

Under Australian law, both of the above claim types are patentable.

In fact, a number of decisions have recently highlighted the importance of including
method of treatment claims alongside Swiss-type claims.

It is settled under Australian law that Swiss-type claims are directed to the method or
process rather than to the product.

Accordingly, importation into Australia of an infringing product, where the product
was manufactured outside of Australia, could result in infringement of a Swiss-type claim
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directed to manufacture of the product.

The Full Court observed in Mylan' and it was reaffirmed in Neurim’ , that the
“infringement of a Swiss-type claim is concerned with what the allegedly infringing manufacturer
has done, not what it intended to do” and that “the most important consideration in determining
whether a Swiss-style claim is infringed are the physical characteristics of the product including
its packaging, dosage and product information”.

In Neurim, the approved indication of the infringing product was the same as the
patented product.

However, as the approved indication was found to be broader than the claimed
indication, infringement of the Swiss-type claims was not established even though it was found
that at least some clinicians would prescribe the generic product for the same indication as the
patented product.

Ultimately, this turned on what the medication had been manufactured for, rather than
what the clinicians might use it for.

While a product may not infringe a Swiss-type claim because it cannot be shown that
it was manufactured for that use, it may still infringe a method of treatment claim through the
contributory infringement provisions.

In determining infringement of a method of treatment claim, the question is whether
the supplier of the alleged infringing product has reason to believe that the product will be used in
the claimed method of treatment.

Accordingly, in Neurim, the evidence established that the supplier of the infringing
product would have reason to believe that the medication would be prescribed by a “not
insignificant number” of clinicians for the same indication as the patented product and the method
of treatment claims were found to be infringed.

Infringement may also be established if the patentee can provide evidence that there is
a substantial market for the use of the products for the claimed condition, even where the products
are skinny-labelled.

In light of the above, to increase the chance of capturing all possible infringers, we
recommend that patent applications in Australia include both Swiss-type claims and method of
treatment claims.

1 Mylan Health Pty Ltd v Sun Pharma ANZ Pty Ltd [2020] FCAFC 116
2 Neurim Pharmaceuticals (1991) Ltd v Generic Partners Pty Ltd (No 5) [2024] FCA 360



