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Effective Alternatives to the Proposed Rule Changes

BIO appreciates the challenges in the current patent system, both for applicants and the
PTO. The PTO’s proposed rule changes would not address these challenges effectively
and fairly. BIO believes other specific proposals would more effectively address the
PTO’s concerns, without disproportionately and negatively impacting the biotech
industry.

Flexible Examination: Deferred/Accelerated Examination

The PTO should consider a deferred/accelerated examination system.?' There are certain
applications that do not require immediate examination while others do. The U.S. patent
system is one of the few patent systems to not offer flexibility in the form of deferred or
accelerated examination as the situation requires. Under a deferred examination system,
an applicant may file an application inexpensively and then decide whether to invoke
examination at a later date by paying an examination fee. The market place will drive the
decision to examine or not. In other systems there is a drop out rate that concentrates
examining resources on the important applications while others are withdrawn by
applicants for various reasons. Additionally, applicants should be able to meet certain
conditions to get accelerated examination or “rocket docket” treatment of their
application when necessary. This proposal would concentrate examination resources
where needed and when needed, and help applicants make better use of the patent system.

Changes in the PTO Examiner Production System and After Final Practice

The need for patent applicants to file continuation applications often arises because the
present PTO examiner production system discourages a dialogue between examiner and
applicant. Such dialogue is necessary to efficiently resolve issues after the first office
action. All too often the second action is made final without thorough consideration of
the applicant’s arguments. Moreover, once the application is finally rejected there is little
hope the PTO will consider “after final” communications because the PTO does not allot
time or credit for such communications. The patent applicant is then “forced” by the
circumstances to file a continuation in order to further advance prosecution. The result is
inefficient examination and unnecessary expense by both the applicant and the PTO.

A reevaluation of examiners’ goals to provide more time for the initial examination and a
graduated credit system, where appropriate, will ensure higher quality search and
examination. A graduated credit system that takes into consideration time spent on
subsequent Office actions or “rework applications” such as continuations, RCEs and
Continuations-in-Part (CIPs), will provide the appropriate incentive for the patent
examiner to perform a proper and thorough examination in the first Office action. It will
also likely reduce “forced” continuations through the denial of amendments after final

3! Earlier criticisms of deferred examination are addressed to a great extent by the 20 year term and 18
month publication.
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action. BIO believes that a graduated credit system in conjunction with additional time
per balanced disposal for consideration of amendments, evidence or prior art identified
from another patent office, and after final amendments would go a long way to reducing
continuation filings and lessening the backlog of applications.

Examiner Attrition Rate

One driving force behind increased continuation filings is piecemeal and incomplete
examination in many PTO communications. In large part this is due to the high examiner
attrition rate at the PTO. This high attrition rate (above 10% overall)** has resulted in
the need to hire and train more examiners than can be absorbed on a yearly basis. By
contrast the European Patent Office (EPO) and Japanese Patent Office (JPO) have
significantly lower attrition rates, allowing them to maintain a much more experienced
examining corps.” The PTO should consider taking full advantage of the personnel
flexibilities available to immediately reduce attrition rates. Obvious sources of
information on how best to achieve this goal are the EPO and JPO themselves. It may be
necessary for the PTO to consider the human resource policies of these Offices as models
to help improve the PTO’s present ability to retain experienced staft.

BIO applauds the PTO for the recent implementation of new programs to retain
examiners and improve examiner training. BIO urges the PTO to continue in these
endeavors and allow sufficient time for these improvements to effect change. In
particular, the PTOs implementation of a Patents” Hoteling Program wherein examiners
can “telework” from home should provide a significant incentive for drawing new and
retaining experienced patent examiners; just as this program has done for trademark

at‘[orneys.3 ‘.

Further, the PTO’s recent efforts to hire and fully train a significant number of new
examiners is also commendable. The PTO’s hiring of 978 new examiners in fiscal year
2005 and goal of hiring 1,000 new examiners in fiscal year 2006 can be expected, in due
time, to make substantial improvements in reducing patent pendency. Likewise,
institution of the patent examiner training academy is also likely to produce significant
improvements in the quality of patent examination by inexperienced examiners. These
efforts by the PTO are the types of changes that will ultimately be the most effective and
satisfactory means of reducing the patent examination backlog. BIO urges the PTO to
allow sufficient time to obtain the benefit of these programs before implementing far-
reaching and dramatic changes in the patent rules.

Improved Examiner Training

The foundation for high quality and efficient examination is a quality first Office action
with a thorough search of all claims and complete consideration and comment upon all

32 United States Government Accountability Office Report, Intellectual Property, GAO 05-720, June 2005.
3 National Academy of Public Administration, “U.S. PATENT AND TRADEMARK OFFICE:
TRANSFORMING TO MEET THE CHALLENGES OF THE 21°" CENTURY” (August 2005).

* See, US.P.T.O. Performance and Accountability Report for Fiscal Year 2005, pages 5-6, available on the
internet at: http://www.uspto.gov/web/offices/com/annual/index.html (last viewed May 1, 2006).
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claims. The biotechnology industry relies on quality patents that will withstand challenge
in the courts. A thorough search along with the examiner’s understanding of the invention
would go a long way to ensuring quality patents without the need for multiple
continuations. BIO recommends that the PTO consider using a significant portion of the
fees generated as a result of the recent fee increase to provide scientific and legal training
for examiners. BIO stands ready to work with the PTO to provide scientific training in
the form of seminars and site visits for biotechnology examiners. BIO also urges the
PTO to work closely with the patent bar to provide in-depth legal training for PTO
examiners.

Modifications to Restriction Practice

One contributor to the PTO’s workload is the PTO’s current restriction practice. All too
often the PTO restricts a single discovery into multiple groups each requiring a separate
filing. At times, it may be necessary for a biotechnology applicant to file 20 or more
patent applications in order to fully protect his/her invention. The current problems with
the present restriction practice include the extreme complexity and demonstrated
difficulty of the PTO to apply consistent standards. In this regard the PTO has not yet
concluded its study on the practicality of a unity of invention practice and restriction
practice. BIO urges the PTO to consider its comments submitted September 14, 2005.

Creation of an Ombudsman Position

The PTO should consider establishing an ombudsman position at the PTO to quickly and
impartially evaluate, under certain circumstances, erroneous examiner decisions. There
are instances when an applicant is faced with an examiner and/or a Supervisory Patent
Examiner (SPE) unwilling to consider an applicant’s allegation that a mistake has been
made during prosecution. In these situations, the appeals process is inefficient and costly.
Providing the applicant with a true ombudsman will give applicants a real opportunity to
resolve honestly disputed issues without the expense and time of an appeal.

Improved Cooperation with Other Patent Offices to Reduce “Double Work”

The majority of biotechnology patent applicants file applications abroad. The PTO should
consider other means of searching, such as utilizing prior art searches already performed
by the EPO or JPO, in its examination or contracting out to search professionals.
Additional search help would significantly reduce the examiners’ balanced disposal rate
per application. In addition, the PTO may want to consider batch prior art searches and
examinations for related applications, regardless of filing dates.

Other Proposals

Below is a list of other proposals the PTO may consider in addressing its workload
concerns.

a) As part of its modernization process, consider establishing satellite offices around

the country. This may help to recruit high quality examiners as well as address
the high attrition rate at the PTO.
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b) Institute patentability review conferences with the applicant before a final
rejection is issued. Appeal and pre-appeal conferences have brought to light the
problem of numerous improper final rejections. A significant number of the final
rejections are dropped or modified during these conferences. Patentability
conferences will allow the examiner and applicant to better understand each
other’s concerns and chart a course to resolve the issues.

c) Permit interviews before the first Office action to allow applicants to provide
additional education about the invention. Examiners may substantially benefit
from an explanation of the technology and inventive concept and the scope of the
invention, as perceived by the applicant, prior to a first Office action. Such
interaction could also help to focus the search and analysis of the claims.

d) Address perceived continuation abuse through finely crafted changes to the rules
based on prosecution laches. The courts have upheld the doctrine of prosecution
laches in appropriate situations.”> The PTO should establish guidelines to address
the laches situation and instruct examiners to issue rejections where appropriate.

e) Offer expedited examination for PCT national stage entry applications.
Encouraging the use of the PCT route could result in search reports from other
search authorities that may aid in efficient examination of national stage
applications.

f) Permit third parties to request accelerated examination of long-pending
applications by permitting a document equivalent to the petition to make special
accelerated examining procedure. The PTO may also want to consider permitting
a third party to trigger accelerated examination by filing a petition in another
applicant’s application.

Conclusion

BIO appreciates the PTO’s challenges and recognizes the need for improvements to the
patenting process. But it is important that any change to the system does not
disproportionately affect one sector over another and that the PTO share in realizing
improvements to the system. Given that these proposed changes to the PTO’s rules are
the most dramatic in decades, BIO calls on the PTO to revise its process by issuing an
advanced notice of proposed rule-making followed by public hearings. The PTO’s
advanced notice should clearly and specifically identify the issues to be addressed by the
proposal, complete with detailed background and data. As discussed in this document,
there is a clear relationship between the proposed rules and biotechnology innovation that
necessitates a more robust and transparent dialogue in the user community.

BIO further recommends that before any wholesale change of this magnitude is
implemented, that a pilot study be performed in which the impact of the proposed

¥ In Re Bogese II, 303 F.3d 1373 (Fed. Cir. 2002); and Symbol Technologies v. Lemelson Med. Educ. &
Research Foundation, 277 F.3d 1361 (Fed. Cir. 2002)
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changes are assessed before full-scale implementation. Any pilot study, however, should
be done in parallel with the conventional process and not result in binding conclusions.

Respectfully submitted,

. t Whitaker
Chief Operating Officer
Biotechnology Industry Organization
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