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S
t a keholders  in 

biotechnology long awaited 

the U.S. Supreme Court’s 

Bilski v. Kappos decision, 

hoping for guidance on 

patentability of inventions relating 

to diagnostic methods. In Bilski, 

the court held that the machine-or-

transformation test is a useful indicator 

of patentability of method claims but 

that it is not the sole test. The court 

reiterated that laws of nature, abstract 

ideas, and physical phenomena are not 

patentable. 

Bilski constrained its discussion 

to business-method patents and did 

not comment on patentability of 

other technologies, such as diagnostic 

methods. At the time of Bilski, two cases 

on diagnostic assays had filed petitions 

to be heard by the U.S. Supreme Court 

pursuant to rulings by the U.S. Court of 

Appeals for the Federal Circuit (CAFC): 

Classen Immunotherapies Inc. v. Biogen 

Idec, and Prometheus Laboratories Inc. 

v. Mayo Collaborative Sciences. 

Right after Bilski came out, the 

Supreme Court vacated and remanded 

both Classen and Prometheus to the 

CAFC signaling that they want 

the CAFC to clarify patentability of 

diagnostic methods. 

Prometheus and Classen relied on 

the machine-or-transformation test 

but came to different conclusions. In 

Classen, the CAFC held that the claims 

failed the machine-or-transformation 

test because they were neither “tied to 

a particular machine or apparatus” nor 

did they “transform a particular article 

into a different state or thing.” The 

Classen claims related to a method of 

determining whether an immunization 

schedule affects disease comprising 

immunizing mammals according to 

the schedule and comparing results of a 

treatment group with a control. 

In contrast, in Prometheus the 

CAFC held that the machine-or-

transformation test was satisfied. The 

Prometheus claims related to a method 

of optimizing therapeutic efficacy 

comprising admin-istering a drug and 

determining the drug’s level, wherein 

the level indicates a particular treatment 

protocol. The CAFC held that both the 

“administering” and the “determining” 

steps were transformative. Since most 

diagnostic methods do not include an 

“administering” step, the conclusion 

on the “determining” step is very 

significant. In particular, the CAFC 

noted the determining step involved a 

transformation as the levels could not 

be determined by mere inspection. 

Complicating the landscape is the 

recent decision by the District Court of 

New York in Association for Molecular 

Pathology v. USPTO (Myriad). The case 

has been appealed and its outcome will 

have implications not only to diagnostic 

method claims but also to basic 

composition claims in biotechnology. 

In particular, Myriad Genetics Inc.’s 

patents had claims to isolated DNA 

encoding two breast cancer genes as 

well as to methods of detecting the gene 

mutations. The District Court held 

that claims to isolated DNA are not 

“markedly different” from native DNA 

and purification of a product of nature 

cannot transform it into patentable 

subject matter. This was the first time a 

court found claims to isolated genes to 

be unpatentable on that basis. It further 

held that the diagnostic method claims 

failed the machine-or-transformation 

test. The Myriad claims use terms 

such as “analyzing” and “comparing” 

for identifying the presence of the 

mutations. Importantly, Myriad is not 

binding on the United States Patent and 

Trademark Office unless it is affirmed 

by the CAFC.

Since the CAFC held that Prometheus 

passed the machine-or-transformation 

test, it is hoped it will uphold the 

patentability of the Prometheus claims 

although there are those who think 

this case could be used to show that the 

test is not definitive. For Classen and 

Myriad (diagnostic claims), we expect 

the CAFC to affirm the machine-or-

transformation test is not satisfied and 

hopefully provide further guidance 

on what other factors need to be 

considered. 

Until the courts provide more guidance 

on the patentability of diagnostic 

claims, we recommend avoiding terms 

like “analyze” or “compare” and using 

terms such as “determining,” “assaying,” 

“measuring,” etc., which arguably 

amount to more than mere inspection. 

Further, we recommend including 

dependent claims that further define 

the methods (such as specific probes, 

primers, etc.) to further differentiate 

the method from a mere abstract idea. 

With respect to composition claims, 

any alterations from naturally occurring 

substances should be emphasized and 

claimed, for example, any unnatural 

modifications, portions of sequences 

not normally found in nature (with 

a specific functionality), differential 

glycosylation, gene fusions, etc. 

Thus, biotechnology stakeholders 

must wait in limbo for the decision in 

Classen and Prometheus as well as the 

appeal decision in Myriad for further 

guidance on the patentability of claims 

to diagnostic methods and isolated 

genes. It is hoped that the CAFC will 

affirm the patentability of such claims 

to provide incentive for inventors, 

owners, and investors to continue to 

pursue biotechnology research. IH
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