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The new guidelines are here and there is cause for 

cautious optimism 

 

The new guidelines have been expected since early 

autumn and finally they were issued 16 December 

2014. The guidelines are still open for debate and 

may be changed following public debate and 

feedback which will take place in January. At the same 

time there is also news from the US on Myriad 

Genetics’ attempt to enforce their method-claims 

against competitors who have started marketing 

BRCA1 tests following the Supreme Court’s decision 

that the claims directed to the isolated BRCA1 gene 

was invalid.  

 

 

Background for new guidelines 

Following a series of US Supreme Court decisions in 

2012 and 2013 (Mayo vs. Prometheus; Myriad) 

limiting the possibility to patent products that are 

isolated or purified form nature and inventions 

involving diagnostics, the United States Patent and 

Trademark Office (USPTO) in March 2014 issued 

examination guidelines for determining whether 

claims were patentable under US patent law, i.e. 

patent eligible subject matter according to USC 35 § 

101. These guidelines were heavily criticized by users 

of the patent system as they severely limited the 

possibility to patent any invention utilizing any 

product that could also be found in nature and went 

beyond the limits imposed by the Supreme Court. To 

mention an example, gunpowder consisting of three 

ingredients each being a “product of nature” was 

considered not patentable. The guidelines also made 

it practically impossible to patent therapeutic 

methods relying on products of nature without 

limiting the claims to narrow dosages and dosage 

regimens. Patenting diagnostic methods likewise 

appeared practically impossible.  

 

 

The New Guidelines 

Apart from implementing the above-mentioned 

Supreme Court cases the guidelines also address the 

patentability of inventions involving mathematical 

formulae, algorithms and business methods, which 

are considered “abstract ideas” or “laws of nature”. 

This part of the guidelines is based on the Alice Corp 

decision from the Supreme Court issued last summer.  

 

The good news is that the guidelines represent an 

improvement in the situation for many applicants 

over the prior guidelines.  

 

The guidelines in themselves are relatively 

uninformative and mainly summarize the conclusions 

that can be drawn from the Supreme Court cases. 

What is made clear is that a claim cannot be objected 

to if it simply recites a product of nature or a law of 

nature. The claim must be directed to the law or 

product of nature in order to fall within the forbidden 

area.  

 

Fortunately, the USPTO has published some examples 

of how the guidelines will be applied to a number of 

different inventions. Until now the published 

examples only relate to products of nature. The 

USPTO has promised to publish examples relating to  

abstract ideas but there is no indication that any 

examples relating to diagnostic methods (laws of  



 

 

 

nature) are in the pipeline. In fact, the guidelines 

provide very little in the way of guidance for 

diagnostic methods.  

 

 

Products of nature 

What remains clear from the guidelines is that a 

product that is of the exact same chemical 

composition as a product existing in nature is still not 

patentable. The guidelines state that a different 

function can be used to establish that a product is 

different from the counterpart in nature, but it is not  

enough to argue that the product as it exists in 

nature cannot be used for e.g. therapy or diagnosis, 

whereas the purified or isolated product has a 

tangible use.  

 

However, it appears that even the slightest difference 

would make a product patentable. For example a 

small molecule differing from its naturally occurring 

counterpart by one simple chemical modification 

would be patentable. A mutated gene or a protein 

with an amino acid substitution, addition or deletion 

would differ enough from the naturally occurring 

counterpart to make it patentable. A recombinant 

protein having a different glycosylation pattern from 

the naturally occurring protein would be patentable. A 

chimeric antibody, a humanized antibody or an 

antibody with a different constant region would be 

patentable over a naturally occurring antibody. 

Finally, as made clear by the Myriad decision a cDNA 

molecule is patentable if the gene contains introns.  

 

The examples also state that the examiner will have 

to show that a certain product exists in nature before 

making the rejection.  

 

Other good news is that any method claim involving 

the use of a naturally occurring product is patentable. 

One example is methods of treatment involving 

administering a naturally occurring product to a 

subject. These are now clearly patentable. Other 

examples would be methods involving use of 

microorganisms or cell lines. A method of 

manufacturing a recombinant protein should in 

principle also be patentable and such a claim would 

provide an indirect product protection in the US.  

Mixtures of naturally occurring products are now also 

considered patentable provided the products of the 

mixture somehow interact. This is the reason why 

gunpowder is now considered patentable. Another  

 

 

 

 

example from the guidelines is pomelo juice with a 

naturally occurring preservative. As the preservative 

conserves the pomelo juice the combination is 

markedly different from each ingredient.  

 

 

Laws of nature 

The term “law of nature” as used by the Supreme 

Court encompasses the physical laws such as the law 

of gravity but also encompasses the correlation 

between a given marker and a certain disease 

condition. Even in the case where the marker is a 

metabolite of a synthetic drug. This was made clear 

from the Mayo vs Prometheus decision. Therefore, 

practically all diagnostic inventions to some extent 

rely on “laws of nature”.  

 

Diagnostic methods are likely to still face serious 

challenges in the US. For this type of inventions the 

new guidelines do not provide any news, but new 

examples may change this. One possible positive hint 

is that the guidelines make it clear that any method 

involving the use of a machine is patentable. This 

exception can be of some help in diagnostic cases, 

where a step of determining the amount of a 

diagnostic marker can be carried out by a machine  

which may render the claim patentable. It appears 

from the guidelines that simply applying a diagnostic 

method to a computer is not enough. It is likely that 

the machine must be involved in the actual 

measurement of the diagnostic marker. From our own 

practice we have experienced that a gas 

chromatograph or mass spectrometer can make a 

diagnostic method patentable. There is no reason 

why a flow cytometer, cell counter, multi-plate reader 

or spectrophotometer would not do the same, but 

this remains to be demonstrated in practice.  

 

 

BRCA1 patents 

Very shortly after the Supreme Court had decided that 

Myriad Genetics’ claims to isolated BRAC1 genes were 

invalid, competitors started marketing BRCA1 tests. 

Myriad Genetics sued for patent infringement and 

requested a preliminary injunction from the District 

Court. The District Court denied the request because 

it was likely that the claims were directed to non-

patentable subject-matter. Myriad appealed to the 

Court of Appeal of the Federal Circuit (CAFC) that has 

now decided on the appeal. The decision only 

concerns the request for a preliminary injunction. 

  

 



 

 

 

The CAFC has upheld the decision of the District 

Court and found that the claims at stake were not 

directed to patentable subject-matter. One of the 

claims was directed to primers, which have the same 

sequence as found in the BRCA1 gene and hence were 

not patentable for the same reasons as the BRCA1 

gene was not patentable. Two other claims were 

broadly directed to methods for screening for 

alterations in the BRCA1 gene. The claims did not 

identify any specific mutations and did not correlate 

the presence of mutations to breast cancer. For this 

reason the CAFC found the claims directed to an 

abstract idea involving the use of products of nature. 

Seen from a European perspective the claims likewise 

do not appear patentable but merely directed to a 

comparison of two sequences. In Europe such a claim 

would either be non-inventive (does not solve a 

problem) or be considered directed to a mental act or 

abstract idea.  

 

Other claims which were not involved in the case list 

specific mutations and the CAFC - between the lines - 

indicate that these would probably be patentable. The 

CAFC also points out that none of the claims were 

directed to diagnosis of the risk of breast cancer. The 

claims before the CAFC suffer the same deficiencies 

as the claims before the Supreme Court in the Mayo 

vs Prometheus in that they are very broad and do not 

contain the conclusory step of the diagnosis, only the 

analysis and comparison.  

 

 

Conclusion 

While the new guidelines certainly mark a step in the 

right direction for applicants filing in the US, it is 

clear that applicants will still face serious challenges  

within the life sciences area. The decisions from the 

Supreme Court have suddenly and effectively changed  

decades of patent practice where any compound 

isolated from nature and any diagnostic method 

involving a correlation could be patented. With the 

revised guidelines, the USPTO has gone as far as it 

could possibly go with respect to patenting of 

products of nature. The rules cannot be more 

generous to applicants until another case makes it to 

the Supreme Court and if the Court can be convinced 

that it made a mistake.   

 

The decision from the CAFC suggests that if a claim is 

worded as a true diagnostic claim with conclusory 

steps and identifies specific markers it would 

probably pass the test and be patentable.  
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