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SUMMARY

The Federal Circuit reversed the district court's grant of JMOL of no anticipation, holding that a prior
art method using native interferon-β (IFN-β) could anticipate claims reciting recombinant IFN-β.
Applying *Amgen Inc. v. Hoffman-La Roche Ltd.*, the court ruled that a recombinant source
limitation is a product-by-process limitation that cannot confer novelty if the product itself is identical
to the prior art product. The court further held that the claims defined "polypeptide" as a linear amino
acid sequence, not a three-dimensional folded protein, so the identical linear sequence of native and
recombinant IFN-β supported the jury's anticipation verdict, which was reinstated.
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QUESTIONS PRESENTED

1. Whether the district court erred in granting JMOL of no anticipation by refusing to apply a product-by-
process analysis to the recombinant source limitation.

2. Whether the district court erred in requiring identity of three-dimensional protein structures for
anticipation when the claims define 'polypeptide' as a linear array.

HOLDINGS

1. The recombinant source limitation alone cannot confer novelty; the key question is whether the
recombinant product is identical to the prior art product.

2. The claims define 'polypeptide' as a linear array of amino acids, and the district court's focus on
unclaimed three-dimensional structure was error.

KEY QUOTATIONS

“A claim is anticipated only if 'each and every [limitation] is found within a single prior art reference.'” (at
10)

“The district court's refusal to consider the identity of recombinant and native IFN-β runs afoul of the
longstanding rule that 'an old product is not patentable even if it is made by a new process.'” (at 11)

“Polypeptide—A linear array of amino acids connected one to the other by peptide bonds between the α-
amino and carboxy groups of adjacent amino acids.” (at 16)

FACTUAL BACKGROUND

The '755 patent claims a method of treating multiple sclerosis by administering a recombinant interferon-β (IFN-
β) polypeptide. Prior art references taught treatment with native IFN-β, which has the same linear amino acid
sequence as the recombinant IFN-β. The jury found the claims anticipated by the prior art. The district court
granted JMOL of no anticipation, holding that the recombinant source and differences in three-dimensional
protein structure precluded anticipation. The Federal Circuit reversed.

PROCEDURAL HISTORY

The case was tried to a jury, which found the claims of the '755 patent invalid as anticipated. The district court
granted Biogen's motion for judgment as a matter of law of no anticipation and conditionally granted a new trial.
The Federal Circuit reversed and remanded with instructions to reinstate the jury verdict.

DISPOSITION

reversed_and_remanded

REMAND INSTRUCTIONS



Reinstate the jury verdict on anticipation.
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