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We understand the PTO’s concerns, but believe that the limit of 10 claims is too
restrictive and would significantly negatively impact the ability of biopharmaceutical companies
to adequately protect all aspects of an invention. We believe that alternative measures can be
used to enhance examination efficiency without limiting applicant’s right and ability to define
his/her invention and obtain protection on all of its various aspects. For example, we believe that
the PTO’s concerns could be addressed by further increasing claim fees for initial examination of
more than 10 designated claims in an application. Appropriate fee increases should sufficiently
discourage applicants from submitting more than 10 representative claims and adequately
compensate Examiners for the increased time needed to examine to a larger number of claims.

In this way, an applicant’s ability to define and protect all aspects of the invention as he/she feels
best would not be compromised, and an applicant would at least have the opportunity to have
more independent claims and more representative claims initially examined.

If necessary, a higher limit on the number of claims initially and fully examined could be
permitted. For example, we propose that at least 40 claims should be permitted for initial
examination.

The need to file an ESD could be alleviated by permitting or even requiring an
interview(s) prior to the first Office Action. Furthermore, the Office could require that an
applicant submit an information disclosure statement with a list of all documents known to
applicant (or his agents or representatives) prior to such interview. An early interview would
give an applicant the opportunity to explain the invention and how the independent and
dependent claims define the invention and would allow the Examiner to ask questions to
alleviate any confusion. With a better understanding of the invention and how the claims define
the invention, the Examiner’s search of the prior art could be better focused.

Furthermore, submission of a search report(s) from a foreign patent office should be
allowed in lieu of the proposed ESD requirement. Most biopharmaceutical applicants (and
applicants in other arts whose inventions that have global commercial value) file U.S. and
foreign applications covering their inventions. The US and foreign patent applications are
usually identical or nearly so. If a deferred examination procedure were implemented, the search
report from a foreign patent office would likely be available prior to the deadline for requesting
examination. If such report were available, it should satisfy the requirement for the ESD in a
U.S. application if the claims searched in the foreign application are of the same or similar scope
to the claims in the U.S. application.

We believe flexible approaches to the number of claims initially examined are needed —
without requiring an applicant to take legally dangerous actions that could ultimately foster
additional legal challenges in the PTO or in federal courts. Such approaches would facilitate an
applicant’s ability to protect multiple or various embodiments of the invention, while still
addressing the PTO’s concerns with application backlog and examination efficiency.

IL. A terminal disclaimer alone should be sufficient to overcome any presumption of
obviousness-type double patenting between two separate applications containing
patentably indistinct claims. No additional showing should be necessary.
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The proposed limitations on the number of claims that would be initially examined in an
application are exacerbated by the proposed rules that seek to require elimination of patentably
indistinct claims from all but one of an application’s nonprovisional applications. The proposed
limitations on terminal disclaimer practice significantly compound the problem and effectively
prevent an applicant from protecting alternative or different aspects of the invention.

Under the proposed rules, all nonprovisional applications having the same effective filing
date that are commonly owned (or subject to an obligation of assignment to the same person),
have at least one inventor in common and contain substantial overlapping disclosure will be
presumed to have patentably indistinct claims — no matter how different the claims actually are
in such applications. In addition, an applicant would have a duty to disclose all such applications
to the PTO that have filing dates that differ by less than two months.

Further, under the proposed rules, if a nonprovisional application contains at least one
claim that is patentably indistinct from at least one claim in one or more other nonprovisional
applications or patents, and if such one or more other nonprovisional applications or patents and
the first nonprovisional application are commonly owned (or subject to an obligation of
assignment to the same person) and the patentably indistinct claim has 35 U.S.C. § 112, first
paragraph support in the earliest of such one or more nonprovisional applications or patents, the
PTO may require elimination of the patentably indistinct claims from all but one of the
applications. See proposed 37 C.F.R. § 1.75(b)(4). If the patentably indistinct claims are not
eliminated from all but one of the nonprovisional applications, the PTO will treat the designated
claims in the first nonprovisional application and in each of the other nonprovisional applications
or patents as present in each of the nonprovisional applications for the purposes of determining
whether an ESD must be submitted. Thus, in effect, patentably indistinct claims in such
separate, but related, applications would be collectively considered as being in one application,
and the limitations on the number of claims that would be examined would apply.

These rule changes, if adopted, would further limit the total number of claims (and
variedly claimed embodiments) that would be examined initially and fully without the need to
submit an ESD. An applicant’s ability to effectively protect his invention through multiple
applications containing claims of varied scope would be severely limited. These proposed rules
discriminate against applicants whose applications containing complex and/or multi-faceted
inventions and applicants who need to modify claims over time in response to changes in law,
clinical trial results, FDA concerns, business decision, commercial considerations, etc.

Moreover, under the proposed rules, the filing of a terminal disclaimer alone would not
be sufficient to overcome the presumption of patentably indistinct claims. An applicant would
also need to provide a “good and sufficient reason” that, to the satisfaction of the Director,
justifies why there are two or more pending nonprovisional applications (naming at least one
inventor in common, owned by the same person or subject to an obligation of assignment to the
same person, and having same effective filing date) containing patentably indistinct claims. See
proposed 37 C.F.R. §§ 1.78(f)(2) and 1.78(f)(3). No guidelines are given or suggested as to what
constitutes “substantial overlapping disclosure.” No standards are provided for evaluating
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whether a submitted reason is “good and sufficient.” No examples of “good and sufficient”
reasons are presented. Nor do the proposed rules provide any mechanism by which to appeal or
contest a decision by the Director that a good and sufficient reason has not been provided. As
proposed, the rules are vague, indefinite, and likely to lead to arbitrary decisions.

Furthermore, they are confusing and would tend to increase the burden on the PTO. The
PTO has indicated that any “issues” with more than 10 representative claims will be resolved
prior to forwarding the application to the Examiner for initial examination. See “Notice of
Proposed Rule Making, Changes to Practice for the Examiner of Claims in Patent Application,
Los Angeles Intellectual Property Law Association, ‘Washington and the West” Conference,”
January 25, 2006, p. 25. The Examiner would then consider all representative claims and
whether a restriction is appropriate. Id. A restriction would be based on all pending claims in
the application. Id. However, it is unclear from the proposed rules who, if not the Examiner,
would decide issues associated with more than 10 representative claims.

For example, suppose two nonprovisional applications having common assignee and a
common invention are filed, and each application contains one independent claim and 9
dependent claims. Suppose the applicant expressly designates the 9 dependent claims in each
application for initial examination. If an Examination Support Document is not also filed, who
would determine whether at least one claim in each application is patentably indistinct from at
least one claim of the other application and whether such patentably indistinct claims have § 112,
first paragraph, support in the earlier-filed application? Who would determine if each
application contained more than 10 claims designated for initial examination (i.e., 20 claims) due
to the alleged presence of at least one patentably indistinct claim in each application? Would the
applicant be advised as to which claim(s) is alleged to be patentably indistinct from a claim in
the other application? Would the applicant have the ability to contest this decision? If the PTO
decided to treat each application as having 20 designated claims, it appears the applicant would
have to cancel the appropriate number of claims (to have no more than 10 designated claims total
for initial examination) or file an ESD. Furthermore, it appears the Examiner (upon
examination) could also issue an obviousness-type double-patenting rejection, forcing applicant
to cancel claims so only patentably distinct claims remain, rebut the presumption by explaining
to the satisfaction of the Director how the applications contain only patentably distinct claims or
submit a terminal disclaimer and satisfactorily explain why two applications with patentably
indistinct claims should be maintained.

In our view, the filing of a terminal disclaimer alone should be sufficient to overcome any
presumption of obviousness-type double patenting. No additional showing should be necessary.
An applicant should not be required to provide, in addition, reasons or explanations as to why
there are two or more pending, related nonprovisional applications containing patentably
indistinct claims. An applicant should be permitted to have two or more applications pending
that contain patentably indistinct claims if a terminal disclaimer is submitted — without any
further showing. In addition, the claims in such applications should not be treated as if they are
present in one application, and an applicant should not be forced to submit an ESD to request
such treatment. One application should not be treated as having more claims that it actually has,
simply because a related application contains patentably indistinct claims. However, the
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proposed rules would effectively serve to consolidate such claims from two or more pending
applications into one application.

For example, if an applicant files a second continuation or CIP and the Office believes
the claims of the second continuation or CIP are patentability indistinct from the claims of the
pending application from which priority is claimed, not only would the applicant need to provide
a “good and sufficient reason” that satisfies the Director (a decision for which no standards are
provided) for maintaining the multiple applications, but would also be required to limit the
combined number of independent claims or designated claims from both applications to a total of
10 unless an ESD were submitted. These rules more negatively impact applicants whose
inventions are multi-faceted and/or complex and who utilize continuation and CIP applications to
cover alternative or varied embodiments of their inventions — embodiments to which they are
entitled.

As noted above, there are alternative solutions to assisting an Examiner with examination
of multiple applications, including those containing patentably indistinct claims — without the
need for an ESD.

III. Al of the limitations of undesignated (and initially unexamined) dependent claims
should be examined fully and independently in view of all prior art.

The proposed rules indicate that unless a dependent claim has been designated for initial
examination prior to the application being taken up for examination, the examination of such
dependent claim will be held in abeyance until the application is in condition for allowance. See
proposed 37 C.F.R. §§ 1.75(b) and 1.104(b). At that time, dependent claims that depend from an
allowable claim(s) may be examined for formal requirements and allowed in the application.
The PTO has suggested in at least two public presentations (February 2006 presentation in
Chicago, IL and April 2006 PTO presentation at Sc[i]’ in Sunnyvale, CA) that if the designated
claims are found allowable, the remaining undesignated dependent claims will be examined for
only compliance with 35 UCS §§ 101 and 112 (i.e., only for formal matters). The PTO’s
rationale appear to be that because the PTO will recognize only an "proper” dependent claim
(one that incorporates all limitations of the claim(s) from which it depends), if the base claim(s)
from which the dependent claim depends is found allowable over the prior art, then such
dependent claim is by operation of law patentable under §§ 102 and 103 over the prior art (since
the dependent claim must add a limitation in order to be a "proper" dependent claim). Under this
procedure, the only basis for the PTO to reject the claim would be under §§ 101 and 112.

However, this suggested examination procedure for undesignated dependent claims may
raise concerns regarding the presumption of validity afforded such a dependent claim, if issued,
and could pose issues in subsequent proceedings regarding validity. The PTO’s suggestion that
it would review an undesignated dependent claim only for formal matters under §§ 112 and 101
would appear to be an admission that the claim was not reviewed independently and fully
(including under §§ 102 and 103), and, furthermore, that the undesignated dependent claim was
reviewed under an examination standard different from that applied to an initially designated
dependent claim. Although it's not clear from the proposed rules, one would presume that as part
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of an initial examination of 10 designated claims, the PTO would a search of all of the features
of a designated dependent claim separately, in addition to conducting a search of all of the
features of the claim(s) from which the dependent claim depends. However, it appears that the
PTO would not similarly search all of the features of an initially undesignated claim that is
subsequently "examined" after the designated claims are found allowable. If that is the case, the
standards for examination of an initially undesignated claim (after the designated claims are
found allowable) would appear to be different from (and effectively less than) those examination
standards applied when examining a designated dependent claim.

IV.  The PTO’s two proposals regarding Markush claims are not consistent with current
standards and law. Any proposal to count each alternative in a Markush group in a
single claim as a separate claim should be consistent with current law.

A Markush-type claim specifies alternatives in a format such as “selected from the group
consisting of A, B, and C.” The PTO has requested comments on whether the PTO should: (1)
count each alternative in a Markush claim as a separate claim for purposes of proposed 37 C.F.R.
§ 1.75(b)(1); or (2) count each alternative in the claim as a separate claim unless the applicant
shows that each alternative in the claim contains a common core structure and common core
property or activity, in which the common core structure constitutes a structurally distinctive
portion in view of existing prior art and is essential to the common core property or activity. We
note that the PTO’s second proposal refers to the PCT rules governing Markush practice in
international applications (citing MPEP § 1850).

We recommend against the PTO’s proposals because they specify a showing regarding
whether alternatives in a Markush group are properly grouped together that is inconsistent with —
and more restrictive than — that employed in current Markush practice in either the U.S. or the
PCT. The current law and standards applied to examination of Markush claims should be
maintained.

Conclusion

We understand the PTO’s concerns and agree that improvements to the patenting system
are needed. However, any changes to the patent system should be made with great care, since
they may have an enormous effect on U.S. research and development, investment in U.S.
business, and ultimately the U.S. economy. We strongly urge the PTO to re-consider not only
these rules, but also its procedure for implementing any such changes to the practices and
procedures of the PTO. We further recommend that the PTO submit the suggestions and
comments it receives on its proposed rule changes to a group comprising representatives from
various industries, including practitioners, PTO management, academics, and innovators, to
study any proposed changes and suggestions in a considered and thorough manner. Further,
public hearings should be held on any recommendations made by such group.

Thank you for your consideration of these comments.
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