AMGEN INC. v. HOECHST MARION ROUSSEL, INC. and TRANSKARYOTIC THERAPIES, INC., No. 01-1191, -1218 (Fed. Cir. January 6, 2003)
Before MICHEL, CLEVENGER, SCHALL, Circuit Judges

CLEVENGER dissenting in part (35 U.S.C. § 112 issue)

Background:  Erythropoeitin (EPO) is a naturally occurring protein that controls red blood cell production.  EPO is used to treat patients with anemia.  The claimed EPO is different from naturally occurring human EPO due to external processing in which it has different carbohydrate substitutions from naturally occurring human EPO.

Brief Summary: Amgen filed suit alleging that TKT’s Investigational New Drug Application (INDA) infringed five patents.  The district court held three patents valid and infringed, one patent valid but not infringed, and the one patent either not infringed or invalid for failure to comply with the requirements of 35 USC 112, first paragraph.  The Federal Circuit affirmed in part (including the determination that one patent was invalid under §112, first paragraph), vacated in part, and remanded.  

Written Description Issue:  With regard to the Written Description requirement of 35 USC §112, first paragraph, the case related to whether or not the terms “vertebrate,” “mammalian,” and “non-naturally occurring,” include human cells that were used to prepare the claimed EPO.  

Representative Claims:  


1. A non-naturally occurring EPO glycoprotein…. (‘933 patent)

1.  Vertebrate cells … comprising non-human DNA sequences that control transcription of DNA encoding human EPO. (‘349 patent)

1.  A pharmaceutical composition comprising … human EPO…purified from mammalian cells grown in culture. (‘422 patent)

In affirming the district court’s holding that claims to a recombinant protein that are prepared in vertebrate or mammalian cells complies with the Written Description requirement, the majority stated:

Both Eli Lilly and Enzo Biochem are inapposite to this case because the claim terms at issue here are not new or unknown biological materials that ordinarily skilled artisans would easily miscomprehend.  Instead, the claims of Amgen’s patents refer to types of cells that can be used to produce recombinant human EPO.  Thus, TKT can only challenge the adequacy of disclosure of the vertebrate or mammalian host cell -- not the human DNA itself.  This difference alone sufficiently distinguishes Eli Lilly, because when used, as here, merely to identify types of cells (instead of undescribed, previously unknown DNA sequences), the words “vertebrate” and “mammalian” readily “convey[] distinguishing information concerning [their] identity” such that one of ordinary skill in the art could “visualize or recognize the identity of the members of the genus.”  Eli Lilly, 119 F.3d at 1567, 1568, 43 USPQ2d at 1406.  Indeed, the district court’s reasoned conclusion that the specification’s description of producing the claimed EPO in two species of vertebrate or mammalian cells adequately supports claims covering EPO made using the genus vertebrate or mammalian cells, renders Eli Lilly listless in this case.  Amgen, 126 F. Supp. 2d at 149, 57 USPQ2d at 1507."  

The court also addressed whether or not there was an adequate Written Description of the claimed EPO proteins with variant carbohydrate substitutions.  The district court found that there was an inadequate description of the structure of the carbohydrate portion of the claimed proteins.  The majority opinion held that the claim to EPO proteins with different carbohydrate substitutions was indefinite under 112/2 since the difference was not defined in the application. “One cannot logically determine whether an accused product comes within the bounds of a claim of unascertainable scope.”  Thus no conclusion needed to be reached under 112, first paragraph.  

MOBA, B.V., STAALKAT, B.V. and FPS FOOD PROCESSING SYSTEMS, INC., v. DIAMOND AUTOMATION, INC., No. 01-1063, -1083 (Fed. Cir. April 1, 2003)
Before RADER, SCHALL, and BRYSON Circuit Judges (PER CURIAM opinion)


RADER concurring; SCHALL concurring 

(concurrences discuss 35 U.S.C. § 112, first paragraph)
Claims:

A method for [grading eggs comprising…] guiding said eggs from said weighing stations first to a plurality of egg holding stations…

A method of transferring eggs [comprising…] rotating the receiving means downwardly and away from said first conveyor means to urge the received eggs downwardly…in rows away from said receiving means on said second conveyor means.

Brief Summary: Two of Diamond’s patents directed to methods of processing eggs were at issue: one for front-end processing, and a second for back-end processing. The Federal Circuit determined that FPS may infringe the front-end processing patent, and therefore addressed the issue of whether the claims to the front end process were supported by an adequate Written Description as required under 35 USC 112, first paragraph as interpreted by Regents of the University of California v. Eli Lilly & Co. 119 F.3d 1559, 43 USPQ2d 1398 (Fed. Cir. 1997).

Written Description Issue:  At issue was whether a method step that encompasses lifting eggs from a moving conveyor was adequately supported by the Written Description.  The Federal Circuit held that substantial evidence supports the jury’s finding that the ‘505 patent is not invalid for lack of an adequate Written Description because the specification describes every element of the claim at issue in sufficient detail that so that a person of ordinary skill in the art would recognize that the inventor has possession of the invention as of the filing date.  

Concurrences:

In Judge Rader’s concurring opinion, he stated that:

In sum, the Lilly rule is not just a mere one-time mistake.  It defies over thirty years of case law.  It finds no specific support in any statutory language.  It creates a technology-specific rule in a technology-neutral statute.  It distorts the statute’s rules for adequate disclosure of inventions.  It complicates biotechnology patent drafting to the point of near impossibility and invites invalidating mistakes.  It prices non-corporate inventors out of some biotechnological invention markets.  Last, but not least, it burdens both trial and appellate courts with unnecessary and confusing procedures in otherwise simple cases like this one.  

Judge Bryson’s concluded his concurrence stating:

Perhaps the entire line of cases stemming from Ruschig is wrong, and perhaps we should at some point address that question en banc.  I take no position on that issue at this juncture.  I think it is worth pointing out, however, that the real question raised by Judge Rader’s statutory analysis is not whether Lilly was an unwarranted departure from the Ruschig line of cases, but whether that entire line of cases is based on a fundamentally flawed construction of 35 U.S.C. § 112, paragraph 1.

