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Thinking Twice About “Comprising” 

Since 1976, the term “comprising” or a derivative thereof (e.g., comprises) has been 
recited in the claims of over 5,220,000 patents.  Indeed, “comprising” is so prevalent in 
claim drafting that its use is “recommended simply because it has become a 
standardized word of the patent art.”  Robert Faber, Faber on the Mechanics of Patent 
Drafting 2-20 (6th ed. 2014).  It is well-settled that “comprising” allows for “the inclusion 
of other steps, elements, or materials.”  In re Baxter, 656 F.2d 679, 686 (CCPA 1981) (the 
term ‘comprises’).  As a result, patent practitioners routinely draft claims that recite 
“comprising” with little thought of any negative consequences. 

 

However, a recent Federal Circuit case demonstrates that the term “comprising” should 
be used with caution.  In Promega Corp. v. Life Technologies Corp., 773 F.3d 1338 (Fed. 
Cir. 2014), the Federal Circuit held that Promega’s claims were not enabled because the 
claim’s use of “comprising” covered unpredictable embodiments.  

 

The case involved patents that relate to multiplex amplification of repeating sequences 
called “short tandem repeats” (STR), and the region of the DNA strand where they occur, 
the “STR locus.”  The claims involved methods or kits for determining the alleles present 
in a set of STR loci from DNA samples.  A particular set of alleles at multiple loci within 
an individual’s DNA can be used to create a DNA “fingerprint” unique to that individual.  
This “fingerprint” can be used in many fields, including forensic science. 

 

The patent claims each recite a limitation of “a set of…loci” and include a specific list of 
STR loci multiplexes, ranging from a 3-plex to a 14-plex.  For example, claim 23 of U.S. 
Patent No. 6,221,598 recites:  

23. A kit for simultaneously analyzing short tandem repeat sequences in a 
set of short tandem repeat loci from one or more DNA samples, 
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comprising: a single container containing oligonucleotide primers for each 
locus in a set of short tandem repeat loci which can be co-amplified, 
comprising HUMCSF1PO, HUMTPOX, and HUMTH01 (emphasis added). 

The district court interpreted the phrase “a set of short tandem repeat loci…comprising” 
to mean that the set of STR loci must include the recited loci, but can also include any 
number of unrecited loci.  The parties did not dispute this construction.  Life 
Technologies argued that Promega’s claims failed to satisfy the enablement 
requirement, but the district court disagreed, holding that the claims need not enable 
“unrecited elements.” 

 

The Federal Circuit reversed the district court’s decision and concluded that the 
unrecited loci are part of the claim scope and that the claims lack enablement because 
“introducing even a single STR locus to an existing loci multiplex significantly alters the 
chemistry of, and has an unpredictable effect on, whether the resulting multiplex will 
successfully co-amplify.” Promega Corp., 773 F.3d at 1347.  In support, the court cited to 
Promega’s own prosecution statements that the prior art could not “provide any 
direction as to which of many possible [STR loci combination] choices is likely to be 
successful,” and that the addition of even a single locus to an existing loci combination 
rendered that new loci combination patentable.  Id.  As such, the court concluded that 
Promega could not take advantage of the unpredictability in the technology to 
distinguish the prior art, while reciting “comprising” to allow for the inclusion of 
additional loci. 

 

Promega argued that nearly every claim using the transitional phrase “comprising” 
would be invalidated if the court were to reject Promega’s position and agree with 
LifeTech.   The court called these fears “unfounded,” distinguishing the use of 
“comprising” in a claim’s preamble versus its use within a specific limitation in the body 
of the claim:  

Promega’s claims differ from customary ‘open-ended’ claims in that 
Promega’s usage of ‘comprising’ in its ‘open loci set’ limitation, as 
construed, expands the claims at a key limitation in order to cover what 
are indisputably advances in this unpredictable art. Under the 
circumstances here, the numerous embodiments covered by Promega’s 
claims cannot be merely regarded as ‘unrecited elements’ in a standard 
‘open-ended’ claim. 

Promega Corp., 773 F.3d at 1350.    

Patent applicants in the biotechnology field are familiar with enablement rejections 
made by patent examiners.  Typically, an examiner evaluates the breadth of a claim by 
simply considering the claim’s transitional phrase, such as “comprising.”  What may be 
surprising to applicants is that the use of the term “comprising” in combination with a 
specific limitation may likewise raise enablement issues.  In Promega, the Federal Circuit 
held that the recitation “comprising” in the body specific loci did not enable additional 



loci.  Therefore, applicants should use the term “comprising” carefully when drafting 
claims in the biotechnology field, especially in combination with unpredictable 
technology.   

  

Nothing herein should be construed as legal advice or legal representation. Click here 
for an expanded disclaimer. 
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