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Court Rulings Threaten Patent Protection For Diagnostic Methods

The nation’s top patent court issued two decisions last fall that signal a sharp 
cutback in what biomedical method inventions can be patented.  Both deci-
sions involved a basic question in patent law: what is patentable?  In both cas-
es, the U.S. Court of Appeals for the Federal Circuit decided that a large class 
of method inventions are no longer protectable with patents.  Significantly, 
methods involving diagnosis, prognosis, determinations of proper treatment, 
and monitoring of diseases and treatment potentially are all no longer patent-
able according to the court.  This determination would apply to both exist-
ing patents and new methods and could dramatically lower or eliminate the 
value of  a significant number of biomedical method patents and inventions.

In the first decision, In re Bilski, the court imposed a single, mandatory test for 
determining if a method invention can patented.  The test replaces a handful 
of other tests that had been applied flexibly in prior court decisions.  This test, 
called the “machine-or-transformation” requires either that a method inven-
tion involves the use of a “particular machine” or that the method “transforms 
an article to a different state or thing.”  Although the invention in Bilski was a 
method of hedging financial risk (a so-called “business method patent”) and 
did not involve transformation of an article or the use of a particular machine, 
the test adopted by the court can be, and already has been, applied to strike 
down a broad class of biotechnology and medical inventions.  These biotech-
nology and medical inventions have long been patented, have considerable 
value to the public, and require patent protection to insure they are devel-
oped and can benefit the public.  The Bilski decision (545 F.3d 943 (Fed. Cir. 
2008) (en banc)) can be found at http://www.cafc.uscourts.gov/opinions/07-
1130.pdf.

Although it would appear that many biomedical methods such as diagnostic 
methods would involve the transformation of an article, there is a significant 
danger that courts will not agree.  The second decision is illustrative.  Classen 
Immunotherapies, Inc. v. Biogen Idec, involved a method of determining if a im-
munization schedule reduced the risk of a chronic immune mediated disorder 
(such as diabetes).  This screening method supports the Classen inventor’s dis-
covery that particular immunogens and immunization schedules can reduce 
the risk of chronic immune mediated disorders.  The Classen screening meth-
od includes a step of immunizing mammals with an immunogen.  Immuni-
zation can have a number of effects including exposing the mammal to the 
immunogen (which changes the “state” of the mammal), inducing an immune 
response in the mammal (which causes the mammal to produce new mol-
ecules, such as antibodies, that it would not have otherwise produced), and 
changing the “state” of the mammal to one that is immunoprotected.  Despite 
this, the court in Classen applied the “machine-or-transformation” test from 
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Bilski and ruled that the Classen method did not transform an article into a different state or thing.  Based on 
this, the court ruled that the Classen method was not the type of method that could be patented.

It is possible that the court in Classen did not appreciate the transformative nature of the screening method 
(the decision was only one paragraph long and contained no analysis).  However, it is also possible that the 
effects in a body will not be considered in applying the “machine-or-transformation” test.  If so, many meth-
ods involving diagnosis, prognosis, determinations of proper treatment, and monitoring of diseases and 
treatment potentially are all no longer patentable unless they include the use of a specific machine or some 
other transformation of an article.  The Classen decision (2008 WL 5273107, *1 (Fed. Cir. 2008)) can be found 
at http://www.cafc.uscourts.gov/opinions/07-1130.pdf.

Application of these two decisions to other biomedical methods may not be so anti-patent because we have 
not yet seen a court’s analysis of the machine-or-transformation” test as applied to such methods.  However, 
courts appear to be biased to discount steps in a method that are transformative if those steps are not at the 
core of the inventor’s discovery.  For example, if the core discovery in a method invention is a correlation of a 
biomolecule to a certain disease, the presence of transformative steps in the method (such as detecting the 
biomolecule in a blood sample) may be ignored.  This may have occurred in a non-binding dissenting opin-
ion by Supreme Court Justice Breyer in Laboratory Corp. of America v. Metabolite Laboratories (543 U.S. 1185 
(2005)).  The Metabolite case involved a method of detecting vitamin B deficiency by detecting an elevated 
level of homocysteine in a sample and then correlating that level with vitamin B levels in the patient.  The 
dissent forcefully argued that this method claim should not be patentable because the correlation would 
occur whenever a physician viewed test results for homocysteine levels (thus covering every homocysteine 
test).  Significantly, Justice Breyer asked the rhetorical question: “Why should it matter if the test results 
themselves were obtained through an unpatented procedure that involved the transformation of blood?”  
The Metabolite dissent can be found at http://www.usdoj.gov/osg/briefs/2005/3mer/1ami/2004-0607.mer.
ami.pdf.

The Bilski decision may be reviewed by the Supreme Court, and if so, the Supreme Court could either modify 
or accept the “machine-or-transformation” test.  In the meantime, the Federal Circuit and the U.S. Patent and 
Trademark Office will apply the “machine-or-transformation” test to every type of method invention.
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