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3) Category 3: Small entity applications with alternative language that have
claim(s) in an improper format (alleged to comprise only 3% of
biotechnolo gy I chemical applications) ;

4) Category 4: Small entity applications with alternative language that claim
multiple inventions in a single claim and have claim(s) in an improper format
(alleged to comprise only 4oh of biotechnology/chemical applications).

The representation that82% of biotechnology/chemical applications employ acceptable altemative
claim language is beyond belief. Moreover, the representation that only 7o/o of
biotechnology/chemical applications employ alternative claim language of improper format is
equally beyond belief. Indeed, the basis on which the USPTO selected applications for review (i.e.,
cases which contain "commonly used altemative language") appears to have purposefully
understated the nature of the problem by understating categories (3) and (a).

The USPTO categorization of applications (and percentages assigned thereto) are especially
suspect given the Patent Office's policy of treating individual nucleotide and amino acid sequences
as independent inventions, taken together with the common practice by patent applicants of using
alternative claim language to group related sequences together in a single claim. More importantly
the percentages presented by the Office are impossible to verify given the vague and ambiguous
"difficult to construe" standard.

Even with the likely under-estimation of the impact of the proposed new rules on the
biotechnology/chemistry segment of the USPTO user base, the Notice still acknowledges that
nearly haff (3%) of small entity applications in the biotechnology/chemical space contain claims
with alternative language (see Table I at page 12681of the Notice). Clearly, any change which
impacts such a large portion of USPTO customers must be undertaken with care.

Regardless of the number of divisional applications which may be required to fully protect
an invention, the costs associated with the filing of additional applications are substantially
understated in the Notice (see Table 2 atpage 12682 of the Notice). Focus is given primarily to the
filing of a single divisional application, and the added cost of response to a single Office Action.
This is not realistic for several reasons. First of all, it is unlikely that a highly sophisticated
invention in the biotechnology/chemical space will be considered to embrace only two separate and
distinct inventions. As acknowledged in the Notice "some applications would have required more
than 100 divisional applications to maintain scope." See page 12683, col. 1, end of second
paragraph of the Notice. While the need for 100 divisional applications may not be the norm, it is
much closer to reality than the single divisional application used by the USPTO for purposes of the
IRFA.

It is also unrealistic to assert that a highly sophisticated invention in the
biotechnology/chemical space will advance to allowance based on only a single response. A more
realistic estimate would be 2.5 responses required per application, at a correspondingly higher cost
to the applicant.
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Moreover, additional official expenses, such as issue fees and maintenance fees, are
completely ignored by the IRFA. In addition, administrative expenses related to the need to
coordinate multiple filings spawned by a single parent filing, must also be considered.

BIOCOM believes that the disproportionate added burdens of the proposed rules on life
science companies will dramatically reduce the ability of smaller.o-p*i., (who make up the
majority of BIOCOM's membership) to file and successfully prosecute patent applications of fair
and reasonable scope to allowance and grant. Moreover, the additional costs imposed on those who
must resort to filing multiple patent applications in order to obtain patent coverage of a scope
commensurate with their contribution to the art disproportionately effects the patent portfolios of
smaller companies, with the potential to significantly reduce the ability of gtOCO\4 members to
obtain patent protection ofthe scope necessary to facilitate raising the capital necessary to pursue
their goals.

BIOCOM appreciates the opportunity to comment on the proposed changes and to suggest
alternative approaches to addressing USPTO concems. BIOCOM .il"o-e, the opportunitylo
work with the USPTO to develop a fair set of rules regarding the use of altematiue ctui- language
that address USPTO concerns without unduly increasing the costs and risks inherent in the eiercis"
of obtaining patents.

Respectfully submitted,
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JrnuhvJackson
Vice President of Public Policy and Communications
BIOCOM
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