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General: In the District Court for the District of Colorado, a jury found that Laboratory Corporation 
indirectly infringed Metabolite Laboratories, Inc.'s (Metabolite’s) ‘658 patent.  The district court 
doubled the infringement award for willful infringement and issued a permanent injunction.   
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I. Facts 
 
The ‘658 patent claims methods for detecting deficiency of cobalamin or folate, which are both B vitamins, 
commonly known as B12 and folic acid, respectively.  A deficiency in these vitamins can cause serious illnesses.  If 
detected early enough, however, vitamin supplements readily treat the deficiency.   Relying on the fact that these B 
vitamins assist in metabolizing the amino acid homocysteine, the researchers (inventors of the ‘658 patent) at 
University Patents Inc. (UPI) discovered a relationship between elevated levels of total homocysteine and a 
deficiency in either cobalamin or folate.  Claim 13 of the ‘658 patent recites: 
 

 A method for detecting a deficiency of cobalamin or folate in warm-blooded animals 
comprising the steps of: 
 assaying a body fluid for an elevated level of total homocysteine; and 
 correlating an elevated level of total homocysteine in said body fluid with a deficiency of 
cobalamin or folate. 

 
UPI’s successor, Competitive Technologies Inc., licensed the patent to Metabolite, which in turn sublicensed the 
patent to Roche Biomedical Laboratories (now Laboratory Corporation or LabCorp).  LabCorp, a laboratory testing 
company, originally performed total homocysteine assays under the sublicense.  However, in 1998, LabCorp 
switched to a total homocysteine assay developed by Abbott Laboratories, and discontinued royalty payments to 
Metabolite.   In response, Metabolite sued LabCorp for infringement.  After the district court construed the disputed 
claim term “correlating,” a jury found that LabCorp breached its license with Metabolite and that LabCorp willfully 
infringed the ‘658 patent.  In light of the finding of willfulness, the district court doubled the jury’s infringement 
award, and also permanently enjoined LabCorp from using the total homocysteine test.  LabCorp appealed. 
 
 
II. Issues 
 
1. Did the district court err in by construing the claim term “correlating” to be limited to a dictionary 
definition and to not require a showing of a separate hematologic or neuropyschiatric symptom? 
 
2. Does the record show the presence of direct infringement by physicians and active inducement by LabCorp 
to support the jury verdict of indirect infringement? 
 
3. Does the record support the jury verdict that claim 13 is not invalid with regard to indefiniteness (§ 112, 
¶2), the written description requirement (§ 112, ¶1), anticipation (§ 102), and obviousness (§ 103)? 
 
4. Did the district court err in granting enhanced damages (based on the jury’s finding of willfulness) because 
the district court did not discuss the Read factors for enhanced damages? 
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III. Discussion 
 
1.   No.  The district court was correct to adopt only the dictionary definition of the verb “correlating,” which is 
“to establish a mutual or reciprocal relationship.”  The claim language does not require a further association 
between the level of total homocysteine and a hematologic or neuropsychiatric abnormality.  The claim only 
requires association of homocysteine levels with vitamin deficiencies.  No additional confirmation step is required.  
Further, the preamble supports the district court’s reading of the claim (that the invention detects vitamin deficiency) 
and does not require the invention to show a further association with an abnormality.  In addition, the prosecution 
history supports this interpretation of the claim language and preamble by clarifying that the preamble (an intended 
use of detecting a vitamin deficiency) is clearly tied to the claim step of correlating.  Lastly, the specification 
supports that the claim language does not require (as part of the method) a confirmation that the elevated 
homocysteine level causes some deleterious symptoms or abnormalities.  LabCorp points to portions of the 
specification that discuss the relationship between the elevated levels and either clinical or hematologic symptoms.  
The specification, however, does not require a confirmatory step.  Indeed, the specification at one juncture 
acknowledges that the method can show vitamin deficiency without any clinical symptoms. 

 

2.  Yes.  Physicians directly infringed, and LabCorp actively induced such direct infringement.  Therefore, 
LabCorp is liable for indirect infringement.  With regard to direct infringement, the record contains sufficient 
circumstantial evidence to permit the jury to infer that physicians performed the correlating step and thus directly 
infringed.  The circumstantial evidence showed that physicians ordered assays and then correlated the results. The 
jury appropriately concluded that the physicians received assay results from LabCorp and then carried out the 
correlating step.  One of the inventors (a physician) testified that it would be malpractice for a doctor to receive a 
total homocysteine assay without determining cobalamin/folate deficiency.   

With regard to active inducement of infringement, section 271(b) of title 35 provides: “Whoever actively induces 
infringement of a patent shall be liable as an infringer.”  Although not express in the statute, this section requires 
proof of intent to induce infringement.  A patentee may prove such intent through circumstantial evidence, much 
like direct infringement as discussed above.  LabCorp’s own publications supply much of this circumstantial 
evidence.  LabCorp published articles that specifically targeted the medical doctors ordering the LabCorp assays.  
These publications state that elevated total homocysteine correlates to cobalamin/folate deficiency and that this 
deficiency can be treated with vitamin supplements.  LabCorp clearly promoted total homocysteine assays for 
detecting cobalamin/folate deficiency.  Accordingly, a reasonable jury could find intent to actively induce 
infringement. 

 
3.  Yes.  Claim 13 is not indefinite because the claim construction exercise at the trial court produced a 
discernible and clear meaning to one of ordinary skill in the art.  Only when a claim remains insolubly ambiguous 
without a discernible meaning after all reasonable attempts at construction must a court declare it indefinite.  In this 
case, no material ambiguities cloud the meaning of “correlating.” 

Further, the written description requirement is satisfied because the specification adequately describes the claimed 
invention.  Sufficient information in the disclosure shows that the inventors possessed the invention at the time of 
the original filing (from the viewpoint of one of skill in the art).  Physicians in homocysteine research, i.e., persons 
of ordinary skill in the art, would understand from the specification that the ‘658 patent inventors possessed the 
“correlating” step at the time they filed the patent application.  For example, the examiner suggested the word 
“correlating” to the ‘658 patentee, showing that the PTO read the specification to include that feature.  Additionally, 
the record reflects that LabCorp’s own expert and employees understood the meaning of “correlating.” 

Moreover, the prior art reference (Refsum) does not anticipate claim 13 under 35 U.S.C. § 102.  The Refsum article 
does not recite all of the claim 13 limitations, namely the “correlating” limitation, and does not inherently disclose 
such a limitation.  When the reference is silent about an asserted inherent characteristic, such a gap in the reference 
may be filled if extrinsic evidence makes clear that the missing descriptive matter is necessarily present (so 
recognized by persons of ordinary skill in the art).  Refsum does disclose that total homocysteine should be used to 
investigated but does not specifically mention cobalamin or folate deficiencies.  While the reference invites 
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investigation, the correlation of total homocysteine to vitamin deficiency is clearly not necessarily present.  
Moreover, the PTO considered Refsum in allowing the claims, and thus LabCorp bears an even heavier burden, an 
especially difficult burden.   

In addition, claim 13 is not obvious in view of the Refsum article when combined with other references cited by 
LabCorp.  The secondary references disclose that partial homocysteine assays could help diagnose cobalamin or 
folate deficiency.  Initially, as noted above in the anticipation analysis, the examiner considered the Refsum article 
and also considered all but one of the secondary references that LabCorp contends render the invention obvious in 
combination with Refsum. The one reference that the examiner did not consider is cumulative of the others. Thus, 
the heavy burden of proof in the anticipation case also applies to obviousness.  Next, the secondary references do not 
refer to total homocysteine, but rather to homocystine, one of the four components of total homocysteine. Thus, 
these secondary references do not add considerably to the Refsum disclosure.  Finally, even if the secondary 
references disclosed total homocysteine, the record does not contain evidence showing that one of skill in the art 
would have been motivated to combine the various references.  These points alone would suffice to support the jury 
verdict. Beyond these points, however, the record contains evidence of objective indicia that support the jury's 
nonobviousness verdict.  The record, for example, shows that skilled artisans were initially skeptical about the 
invention.  The record also shows that Metabolite has licensed the invention to eight companies. 

 
4. No.  While the Federal Circuit enunciated its strong preference that a district court set forth its rationale for 
an award of enhanced damages to facilitate appellate review, the Federal Circuit also recognized the competing 
public policy of conserving judicial resources and cautioned that a remand is a “step not taken lightly.”  It is not fatal 
that the district court did not explicitly set forth its rationale for awarding Metabolite enhanced damages based on 
LabCorp’s willful indirect infringement.  Instead, it is harmless error.  No useful purpose would be served by a 
remand to enable the district court to tell the Federal Circuit in express terms what the Federal Circuit already knows 
from the record.  On the basis of the record, Federal Circuit was able to “readily discern at least four Read factors 
that the district court likely considered when using its discretion to double the infringement damages.” 
 
The Federal Circuit then evaluated some of the Read factors.  First, the Federal Circuit considered the second Read 
factor, namely whether LabCorp conducted an investigation regarding the scope of the ‘658 patent in order to form a 
good-faith belief.  LabCorp conceded that a single physician (Dr. Wentz) alone determined that the Abbott total 
homocysteine tests did not infringe the ‘658 patent and therefore LabCorp would not need to continue paying 
royalties to Metabolite.  Dr. Wentz himself testified during trial that his determination that the ‘658 patent did not 
extend to the Abbott total homocysteine tests was based solely on his interpretation of the license agreement 
between LabCorp and Metabolite.   Dr. Wentz did not consult the ‘658 patent itself.  He also conceded his lack of 
training in patent law.  Based on this evidence alone, the district court could easily have determined that LabCorp 
did not conduct a reasonable investigation into potential infringement.  Further, the terms of the license agreement 
between LabCorp and Abbott Labs exclude the ‘658 patent from a warranty covered by an indemnity provision.  By 
accepting this provision, LabCorp knew or should have known that Abbott Labs believed the use of the Abbott test 
might infringe the ‘658 patent.  This language in the license agreement would have put a reasonable licensee on 
notice to conduct its own investigation regarding the ‘658 patent coverage.  In addition to the second Read factor, 
the record also reflects that LabCorp is a large company with extensive financial means, i.e., Read factor four.  
LabCorp’s infringing activities of claim 13 began in 1998 without any attempts to remedy the infringement, Read 
factors six and seven, respectively.  The district court therefore had evidence before it warranting consideration of at 
least four Read factors. 
 
 
IV. Conclusion 
 
Circumstantial evidence can support a finding of actively inducing infringement and the underlying direct 
infringement.  The Federal Circuit stated that it is hornbook law that direct evidence of a fact is not necessary, and 
that circumstantial evidence is not only sufficient, but may also be more certain, satisfying and persuasive than 
direct evidence. 


	Keywords: Claim Construction, Indirect Infringement, Willful Infringement, Enhanced Damages, Invalidity
	General: In the District Court for the District of Colorado, a jury found that Laboratory Corporation indirectly infringed Metabolite Laboratories, Inc.'s (Metabolite’s) ‘658 patent.  The district court doubled the infringement award for willful infri...

