Biotechnology/Chemical/Pharmaceutical Customer Partnership Meeting

January 14, 2003

(Summarized by Steven J. Helmer
)


Technology Center 1600 (Organic Chemistry & Biotechnology) conducts quarterly “Customer Partnership” meetings as a forum to exchange ideas and improve the quality of the examination process and other services.  The January 14, 2003, meeting was held at the PTO in Crystal Square 4, 7th Floor.  Jasemine Chambers, John Doll, Bruce Kisliuk, Deborah Reynolds, Christopher Low, Rob Clarke, Paula Hutzell, Michael Woodward, Ken Schor, and others from the PTO contributed.

“Official Notice” Taken in Office Actions


The PTO recently circulated a memo to the examining corps to clarify the circumstances in which it is appropriate to take official notice of facts not in the record or to rely on “common knowledge” in making a rejection.  Basically, any rejection based on assertions that a fact is well known or is common knowledge in the art without documentary evidence to support the examiner’s conclusion should be judiciously made.  Furthermore, any facts so noticed should be of notorious character and serve only to “fill in the gaps” in an insubstantial manner, which might exist in the evidentiary showing made by the examiner to support a particular ground for rejection.  It is never appropriate to rely solely on common knowledge in the art without evidentiary support in the record as the principal evidence supporting a rejection.

Vector Claims in Gene Therapy Applications:  In vivo vs. In vitro Utilities


Deborah Reynolds discussed the enablement of gene-therapy inventions.  When a compound or composition is limited by a particular use, enablement of that claim should be evaluated based on that limitation.  On the other hand, when a product claim is not limited by a recited use, any enabled use that would reasonably correlate with the entire scope of that claim is sufficient to preclude a rejection based upon a lack of enablement.

Sequence Searches and Analysis


Christopher Low described the difficulties of searching nucleotide and amino acid sequences.  Searching involves selecting from many databases, setting many variables, and analyzing potentially voluminous results.

102(e)


Rob Clarke discussed the recent changes to 35 U.S.C. § 102(e).  Essentially, if a U.S. patent issues from, or claims benefit of, an International Application (IA), the U.S. patent’s prior-art date is the filing date of the IA if three conditions are met:

(1)
the IA was filed on or after November 29, 2000;

(2)
the IA designated the U.S.; and

(3)
the IA publication (by WIPO) was in English.

A U.S. application publication is prior art as of the application’s U.S. effective filing date, which can include an IA filing date, if the same three conditions are met.  Similarly, a WIPO publication is prior art as of the IA’s filing date, if the same three conditions are met.

Rule 132 Declarations and Unexpected Results


Richard Schafer explained how to draft effective 37 C.F.R. § 1.132 Declarations.  The declaration must be what you expressly or implicitly represent it to be.  You must accurately report test results including any unfavorable results.  Results that are merely superior or better are not enough; they must be surprisingly or unexpectedly better.  Mere argument or conclusory statements by the attorney or declarant do not satisfy the applicant’s burden.  The unexpected results must have a foundation in the applicant’s specification.  Declarations should present a comparison with the closest prior art.  The scope of the showing must be commensurate with the scope of the claimed subject matter.

Nonfunctional Descriptive Material:  3-D Structures and Computer Algorithms


Michael Woodward discussed patentability considerations in the 3-D structures art.  In this developing area of the law, claims are nonstatutory under 35 U.S.C. § 101 if they are directed to nonfunctional descriptive material.  For instance, if a claim simply recites a computer-readable medium encoded with 3-D coordinates of a protein, the claim does not impart functionality to the data and therefore involves nonfunctional descriptive material.  This problem may be avoided by claiming a protein having the 3-D coordinates.

Reexamination Changes


Ken Schor described the recent amendments to reexamination.  For inter partes reexaminations, third-party requesters can now appeal Board decisions to the Federal Circuit and can participate in appeals by patent owners to that court.  The estoppel that attaches to a third-party requester who loses in an inter partes reexamination proceeding was not eliminated.  For both inter partes and ex partes reexaminations, previously considered prior art can be the sole basis for providing a substantial new question of patentability.
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