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The importance of maintaining accurate scientific notebooks has 
been exemplified by two recent cases brought to the US Court of 
Appeals for the Federal Circuit (CAFC).

The first case involves establishing priority of invention between 
patents assigned to Spanish pharmaceutical manufacturers Medichem 
and Rolabo. The patents concern a method for making the antihista -
mine drug loratidine (Claritin) from two precursor chemicals via the 
McMurry reaction, and the only significant difference between the two 
processes claimed is that Medichem’s method “requires the reaction to 
be carried out in the presence of a tertiary amine” and the Rolabo 
process permits, but does not require, the presence of a tertiary amine.

Medichem sued Rolabo, claiming priority of invention and seeking 
invalidation of Rolabo’s patent. Because Rolabo has the earlier filing 
date, Medichem has to establish priority by proving that it was the first 
to reduce the invention to practice. This complicated case has endured 
a lengthy period of litigation in which the district court proceedings 
have been conducted in parallel with consideration of the same case by 
the Board of Patent Appeals and Interferences (BPAI); the District Court 
awarded priority to Medichem, but the BPAI resolved the interference 
in favour of Rolabo, chiefly because of Medichem’s failure to provide 
convincing evidence that the method was ‘reduced to practice’.

On Appeal, the Federal Circuit agreed with the BPAI that 
Medichem did not prove reduction to practice. Medichem’s evidence 
to show reasonable diligence in reducing the invention to practice 
consisted of a co-inventor’s lab book that documented the analysis of 
a sample claimed to be made using the patented method, NMR 
spectral data that confirmed the production of loratidine, and a 
laboratory notebook belonging to one of Medichem’s co-inventors. 
However, the NMR data do not show the process by which loratidine 
was made, and therefore cannot provide evidence for the claimed 
process; furthermore, the two lab books were not witnessed and 

therefore have minimal corroborative value. Taken together, this 
evidence was not enough to support Medichem’s claim of reduction 
to practice and, in the absence of reliable testimonial evidence, 
the Appeals Court reversed the district court’s award of priority 
to Medichem.

By contrast, in a second case, the US CAFC found that a lower 
court had too readily dismissed the validity of laboratory notebooks 
when determining priority. Brown and Barbacid are involved in 
litigation concerning assays for farnesyl transferase inhibitors; 
Brown has an earlier filing date than Barbacid, but Barbacid claims 
an earlier reduction to practice. Again, lengthy litigation has ensued, 
and at a second round of appeal, Brown defended the use of 
laboratory notebooks as acceptable evidence that he and his 
coworkers exercised reasonable diligence in reducing his invention 
to practice before Barbacid’s conception date.

However, the issue in this case was whether it was obvious 
that the experiments outlined in one of the notebooks were 
carried out for the purpose of moving the inventive process of the 
assay towards completion. The BPAI had ruled that there was no 
explanation that made this clear, stating that “we are given a 
number of laboratory pages, the content of which is never 
explained.” However, the Appeals Court agreed with the testimony 
of Brown that this work would be understood by persons skilled in 
the art, and that “a laboratory notebook recording daily 
experimentation … need not reproduce on each page a statement 
of the larger research purpose.” The CAFC agreed with Brown and 
concluded that the Board had erred in its consideration of this 
evidence, and therefore reversed its decision.

Joanna Owens
Medichem, S.A. v. Rolabo, S.L., No. 05-1179,-1248 (3 Feb 2006): 
http://www.fedcir.gov/opinions/05-1179.pdf
Brown v. Barbacid, No. 05-1119 (3 Feb 2006): http://fedcir.gov/opinions/05-1119.pdf
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Bad laboratory practice

Purdue’s conduct proves 
immaterial

The latest chapter in the ongoing case between 
Purdue Pharma and Endo Pharmaceuticals 
over Endo’s alleged infringement of Purdue’s 
patents for controlled-release painkiller 
oxycodone (Oxycontin) has been ruled in 
Purdue’s favour.

Both parties lost out in previous decisions 
which saw the courts decide that Endo had 
infringed the patents with their generic version 
of Purdue’s drug, but that Purdue’s patents were 
invalid anyway because of inequitable conduct. 
Now, the CAFC has vacated the ruling on 
inequitable conduct and affirmed that Endo’s 
drug does infringe Purdue’s patents.

Purdue was originally found guilty 
of inequitable conduct because its claim 
that Oxycontin is a more easily titratable 

analgesic than ‘prior art’ opioid formulations 
was subsequently found to be based on 
insight rather than experimental evidence. 
However, although the Appeal Court holds 
that Purdue failed to disclose this lack of 
experimental evidence for the claim during 
court proceedings, it stresses that the level 
of materiality is not especially high. That is, 
Purdue did not ‘expressly misrepresent’ to 
the Patent and Trademark Office that it had 
obtained such experimental evidence.

When materiality is low, then intent to 
deceive or mislead the PTO must be high for 
a ruling of inequitable conduct. But to prove 
intent, the lower court relied on internal 
communications disclosing Purdue’s lack 
of experimental evidence for the superior 
titratability that was part of an application by 
Purdue to the FDA for approval for a specific 
labelling claim. The Appeals Court argued 
that this communication to the FDA does not 

prove that Purdue acted with intent to deceive 
the PTO, and that the court gave this evidence 
too much weight.

Based on the combined level of materiality 
and intent, the Court was unable to uphold 
the verdict of inequitable conduct against 
Purdue. Moreover, further examination of 
the claim construction and the prosecution 
history led the Court to find that there was no 
limitation in Purdue’s patents that excluded the 
dosage range of Endo’s generic product, and 
as such affirmed the lower court’s verdict of 
infringement.
Purdue Pharma v. Endo Pharmaceuticals, No. 04-1189,-1347 
(1 Feb 2006): http://fedcir.gov/opinions/04-1189.pdf

Joanna Owens

PATENT ADVISORS

Leslie Meyer-Leon: IP Legal Strategies Group, Cape Cod, 
MA, USA
Philip Webber: Frank B. Dehn & Co. London, UK
George W Schlich: Schlich & Co, London
Daniel M Becker: Heller Ehrman, Menlo Park, CA, USA

N E W S  &  A N A LY S I S

180 | MARCH 2006 | VOLUME 5  www.nature.com/reviews/drugdisc


	Patentwatch
	Bad laboratory practice
	Purdue's conduct proves immaterial



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile ()
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage false
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Remove
  /UsePrologue false
  /ColorSettingsFile (None)
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.00000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.00000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.00000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly true
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox false
  /PDFXBleedBoxToTrimBoxOffset [
    0.30000
    0.30000
    0.30000
    0.30000
  ]
  /PDFXOutputIntentProfile (OFCOM_PO_P1_F60)
  /PDFXOutputCondition (OFCOM_PO_P1_F60)
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /Description <<
    /JPN <FEFF3053306e8a2d5b9a306f300130d330b830cd30b9658766f8306e8868793a304a3088307353705237306b90693057305f00200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /FRA <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /ENU <FEFF004e00500047002000570045004200200050004400460020004a006f00620020004f007000740069006f006e0073002e0020003100350030006400700069002e002000320032006e0064002000530065007000740065006d00620065007200200032003000300034002e002000500044004600200031002e003400200043006f006d007000610074006900620069006c006900740079002e>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [595.276 782.362]
>> setpagedevice


