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Intellectual Property Law 
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General: An alleged infringer should present substantial evidence of elements of a claim in 
the prior art to invalidate the claim as obvious or anticipated.  The Federal Circuit 
is split over the decision to grant a stay pending reexamination in a district court 
proceeding, especially after a full trial and appeal or in light of the invalidation of 
similar claims to those at issue in the reexam. 

Fresenius USA, Inc. v. Baxter International, Inc. 
Nos. 2008-1306, -1331 (Fed. Cir. 2009) 

Decided September 10, 2009 

I. Facts 

Baxter owns three patents, the ‘434 patent, the ‘027 patent, and the ‘131 patent, each disclosing 
and claiming a hemodialysis machine with a touch screen user interface.  In 1998, Fresenius 
introduced a hemodialysis machine with a touch screen interface called the 2008K machine.  In 
2003, Fresenius filed a declaratory judgment action against Baxter alleging that the’027, ‘131, and 
‘434 patents are invalid and not infringed by the 2008K machine.  Baxter counterclaimed and 
alleged infringement of claims 7, 11, and 14-16 of the ‘027 patent, claims 1-3 and 13-16 of the 
‘131 patent, and claims 26-31 of the ‘434 patent.   

After a partial summary judgment of infringement and subsequent claim construction, Fresenius 
stipulated infringement of Baxter’s remaining asserted claims.  The jury found claims 7 and 14-16 
of the ‘027 patent invalid as anticipated and all asserted claims invalid as obvious.  After the jury 
verdict, Baxter filed a motion for JMOL that its asserted claims are not invalid as obvious.  The 
district court granted Baxter’s motion and found that Fresenius had not presented substantial 
evidence that specified limitations of claim 11 of the ‘027 patent, claims 1 and 14 of the ‘131 
patent, and claims 26-31 of the ‘434 were found in the prior art.  Additionally, the district court 
found that Fresenius did not present substantial evidence of a motivation to combine prior art 
elements to invalidate the ‘131 and ‘434 patents as obvious.  The district court did not address the 
jury’s anticipation finding and stated that Baxter did not challenge the anticipation verdict. 

After a separate trial on damages, the jury found a total of about $14M in damages, $91,000 of 
which was attributable to unpatented disposable products.  After applying the eBay v. 
MercExchange factors for an injunction, the district court permanently enjoined Fresenius.  The 
district court ordered the injunction take effect on January 1, 2009, as Fresenius stated it could 
develop a non-infringing machine by that date.  Additionally, the district court ordered Fresenius 
to pay an ongoing royalty of 10% of the sales price of machines sold before Jan 1, 2009, and a 
royalty of 7% for all disposable produces sold from Nov. 7, 2002, that were linked to infringing 
machines.   

Fresenius appealed the grant of JMOL, permanent injunction, royalty award, and claim 
constructions of some specified claim terms.  Baxter cross-appealed the jury’s anticipation finding 
of the ‘027 patent. 

II. Issues 

A. Was Baxter’s cross-appeal of the finding of anticipation proper? 

B. Did the district court err in granting Baxter’s JMOL motion? 

C. Did the district court err in granting the permanent injunction and royalty award? 
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III. Discussion 

A. No.  The Federal Circuit found that Baxter failed to properly raise the arguments 
regarding the finding of anticipation before the district court and, thus, waived the right to 
appeal.  The court noted that in the JMOL motions, Baxter “only briefly mentioned the 
jury’s anticipation verdict and in each motion, Baxter relegated its discussion of that 
verdict to a single footnote.”  Although Baxter argued that Fresenius failed to prove that 
the anticipation reference was prior art, the court stated that Baxter did not argue the lack 
of any specific claim limitations.  The court further stated that “one specific challenge to 
an anticipation finding does not preserve all possible challenges to that finding.”  Thus, 
the court deemed Baxter’s “skeletal and undeveloped argument” as resulting in waiver of 
that argument.  Additionally, Baxter’s contentions of the anticipation finding presented a 
new factual dispute that should have been first presented to the district court for 
consideration 

B. Yes and no.  The Federal Circuit reversed the district court’s grant of JMOL except as to 
claims 26-31 of the ‘434 patent.  Applying Ninth Circuit law, the court reviewed the 
grant of JMOL de novo.  The court noted that without any explicit factual findings on 
obviousness, the court “must determine whether the implicit findings necessary to 
support the verdict are supported by substantial evidence.”  Additionally, the court must 
determine if there is substantial evidence that could allow the jury to conclude that 
Fresenius met the burden of showing invalidity by clear and convincing evidence. 
 
Claim 11 of the ‘027 patent 
The district court found that Fresenius expert witness, Mr. Causey, did not discuss any 
limitations of independent claim 7 (from which claim 11 depends).  However, Fresenius 
argued that another expert witness, Mr. Ragsdale, previously discussed those limitations 
when discussing anticipation of claim 7.  The court stated that from this testimony “a 
reasonable jury could conclude that all limitations of claim 7 were present in the prior 
art” when considering the obviousness of claim 11.  Baxter argued that Fresenius did not 
“connect all of the evidence” because Mr. Causey never referred to Mr. Ragsdale’s 
testimony.  Noting that Fresenius did not need to have Mr. Causey discuss the prior 
testimony, the court relied on the “implicit findings” of the jury, stating that a reasonable 
jury could consider Mr. Causey’s testimony in combination with Mr. Ragsdale’s 
testimony. 
 
Claims 1-3 and 13-16 of the ‘131 patent 
The district court found that Mr. Causey did not specifically analyze and explain element 
(a) of claim 1 and which components of the prior art disclosed each element.  The court 
noted that element (a) is in Markush form; thus, only one alternative of the Markush 
group need be found in the prior art.  One of Baxter’s witnesses, Mr. Kelly, admitted and 
agreed that all hemodialysis machines must have “some way of circulating the dialysate 
through a dialysate circuit.”  Further, Mr. Ragsdale and Mr. Causey stated that a prior art 
hemodialysis machine discloses one or more limitations of element (a).  The court found 
that based on “the totality of the testimony presented by Messrs. Kelly, Ragsdale, and 
Causey, the jury could reasonably conclude that the limitations of element (a) were 
known in the prior art.”  With regards to claims 14 and 16, Fresenius’ witnesses also 
testified that the elements of claims 14 and 16 were found in the prior art.  Again, the 
court found such testimony to be substantial evidence that supported the jury’s implicit 
findings. 
 
Claims 26-31 of the ‘434 patent 
Claims 26-31 include means-plus-function limitations and require a “means for 
delivering the dialysate to a dialysate compartment of a hemodialyzer.”  The district court 
concluded that Fresenius failed to prove that such means was found in the prior art.  
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However, the court found that Fresenius “failed to present any evidence – let alone 
substantial evidence – that the structure corresponding to the means … or an equivalent 
thereof, existed in the prior art.”  The court reaffirmed that a structural analysis, and not 
just a functional analysis, is required in a “means-plus-function” analysis for 
infringement and invalidation.  The court found that Fresenius did not identify any 
structure that corresponds to the means for delivering dialysate and did not compare such 
a structure to the structures found in the prior art.  Regarding other means limitations, the 
court found that Fresenius did not meet its burden to “clearly disclose, discuss, and 
identify for the jury the supporting evidence upon which it was relying to prove that the 
claim limitation was present the prior art.” 
 
Motivation to Combine 
The court noted that post-KSR obviousness analysis may still consider an “apparent 
reason to combine the known elements in the fashion claimed by the patent at issue.”  
The court noted that both hemodialysis and touch screens were known in the prior art; 
further, the court pointed to a specific publication and testimony that suggested the 
addition of a touch screen to a hemodialysis machine and the ease of doing so.  The court 
found the publication and testimony provided substantial evidence for the jury’s implicit 
findings regarding combination of the known elements. 
  

C. No.  However, the Federal Circuit vacated the injunction and remanded to the district 
court to “revise or reconsider the injunction in light of our reversal of JMOL.”  The court 
also vacated and remanded the royalty award.  In reviewing the injunction, the court 
found no error in the district court’s eBay analysis.  With regard to royalties, Fresenius 
argued that the district court erred by “imposing a royalty on post-verdict sales of 
disposables linked to machines that were sold pre-verdict.”  However, the court stated 
that “a damages award for pre-verdict sales of the infringing product does not fully 
compensate the patentee because it fails to account for post verdict sales of repair parts.”  
Thus, the court found that the district court was in its discretion to impose a royalty on 
the disposable product sales. 

IV. Concurring Opinion 

Judge Dyk 
Judge Dyk joined the majority opinion but wrote separately “on the understanding that [the 
majority opinion] does not foreclose the district court in its discretion from staying further 
proceedings pending the outcome of the reexamination before the U.S. Patent and Trademark 
Office.”  Judge Dyk noted that the remaining claims were “of dubious validity in light of our 
holding.”  
 
Judge Newman 
Newman wrote separately to respond to Judge Dyk’s opinion.  Judge Newman stated that any stay 
pending the reexamination “would be inappropriate” and the sua sponte raising of the availability 
of the stay “at this stage is irregular.”  Judge Newman pointed to the length of the litigation and 
that the only remaining issues on remand were adjustment of damages and the permanent 
injunction.  Judge Newman noted that any stay pending the reexamination “would entail several 
years’ additional delay.”  Additionally, Judge Newman further stated that if the stay were 
“routinely available to delay the judicial resolution of disputes, the procedure is subject to 
inequity, if not manipulation and abuse, through the delays that are inherent in PTO activity.”  
Judge Newman cited statistics that showed an increase in ex parte and inter partes reexaminations, 
as well as anecdotal evidence regarding the increase in appeals to the Board and the backlog of 
appeals.  In conclusion, Judge Newman stated that any stay of district court proceedings is 
“contrary to the precepts of expeditious and just resolution of disputes.”  
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V. Conclusion 

When relying on a jury verdict without explicit invalidity analysis, all elements of a claim must be 
explicitly shown in the prior art through “substantial evidence” to support the verdict of invalidity.  
For a means-plus-function element, a structural analysis of the element and corresponding prior art 
must be performed; a functional analysis alone is not sufficient.  The Federal Circuit is split over 
the decision to stay a district court proceeding pending a reexamination, especially after a full trial 
and appeal or in light of the invalidation of similar claims to those at issue in the reexam. 
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