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EDUCATION, SERVICE, COMMUNITY

President’s Message

With a new year comes new adventures.
At the Annual Meeting on December 4,
2009, the Boston Patent Law Association
(BPLA) was pleased to announce the
launch of our new website
(www.bpla.org). The new website has an
updated design and layout, and it provides
improved functionality to help us better
manage our membership database and
events.

The website is operated using association
management software, which automates
membership registration and renewals,
event registration, and various other tasks
that were previously manually performed
by the BPLA Board of Governors. As an
additional feature, we now have the ability
to accept credit card payments directly
through the new site, allowing the BPLA to
be more “green.”

While the new website has many
advantages, the transition has not been
entirely smooth. We have encountered
various email issues, login issues, and
renewal problems. We are working
diligently to resolve these issues, and we
thank our members for bearing with us
through this transition. We appreciate
your feedback and ask that you continue
to notify us of any difficulties encountered
in using the website and to send us any
suggestions for improvement. We
strongly believe that the new website will
allow us to improve member service.

The BPLA is also exploring other ways to
improve member service and to ensure
that we are meeting the needs of our
members. You may have already
received our first membership survey,
sent out in January, asking members for
input on preferred seminar time and
location.  The electronic survey is a
feature provided through our new website
that we will continue to use to get input on
various subjects. Please feel free to send

President Lisa Adams

me any suggestions for survey topics that
may be of interest to our members.

Throughout my term as President of the
BPLA | plan to reach out to individual
members and others in our community to
explore additional ways in which the BPLA
can meet our goals of “Education,
Service, and Community.” We are
currently planning an event for non-
member patent attorneys in the
community to introduce them to the BPLA
and to get feedback from them as to how

the BPLA could better serve the
community. We hope this will increase
membership and provide more
opportunities for members to create

connections, share experiences, and learn
about current issues affecting our
profession.

The BPLA also continues to be actively
involved in current legal issues. The
Amicus Brief Committee recently filed an
amicus brief in ACLU v. Myriad,
supporting Myriad’'s opposition to
summary judgment. The BPLA asked the
court to reject the plaintiff's attempts to
invalidate Myriad’s patents on the basis
that isolated genes do not constitute
patentable subject matter.

On January 29, 2010, the BPLA was
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Presidents Message Continued
(Continued from page 1)

fortunate to host a membership
breakfast with Director David Kappos of
the United States Patent and Trademark
Office. Director Kappos discussed
various issues, including Patent Reform,
ADD. Members were given the
opportunity to provide useful feedback
to Director Kappos.

The organization is also planning
several other events this year, including
our annual Judges Dinner, Summer
Outing at Fenway Park, and the PCT
Seminar. The Judges Dinner will be
held on June 4th at the John Joseph
Moakley United States Courthouse.
This year we will include a wine pairing
with each course to complement our
guest speaker Tyler “Dr. Vino” Colman.
Colman is an American author with a
PhD in political science from
Northwestern University, a wine
educator with the New York University
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and the University of Chicago, and
publisher of one of the internet's most
highly rated wine blogs,
www.drvino.com, which won the Best
Wine Blog and Best Wine Blog writing in
the 2007 American Wine Blog Awards.
Colman's articles have appeared in
publications that include The New York
Times, Food & Wine, Forbes.com, and
Wine & Spirits. Colman will be
presenting on “Wine Politics: How
Governments, Environmentalists,
Mobsters, and Critics Influence the
Wines We Drink,” which is the title of his
first book published in July 2008.

The summer outing will take place on
Friday, July 16th when the Boston Red
Sox take on the Texas Rangers. We
hope this will be another fun night for
members and their families to kick back
and enjoy one of Boston’s favorite past
times.

We also hope to offer webinars this year
on topics such as patent term

The BPLA Wants Your Opinion!

The BPLA recently sent out a member survey via
email asking members for their input on seminars.

seminars?

The results of the survey are listed below. Please

send any suggestions for additional surveys to

admin@bpla.org.

What time of day do you prefer for BPLA seminars?

Volume 40, Issue 1

adjustment in light of Wyeth v. Dudas,
reissue and reexamination practice,
strategies for trademark oppositions,
and interference practice. Last year the
Patent Office Practice Committee
organized the BPLA’s first webinar on
accelerated examination, led by Jack
Harvey, Director of Technology Center
2400 of the United States Patent and
Trademark Office.

Our committees, which are the
backbone of this organization, have
many other events in store for this year.
| encourage each of you to remain
actively involved with the BPLA, and to
reach out to the Board of Governors and
the Committee Chairs with any
comments or suggestions. | look
forward to another exciting year and |
thank you for giving me the opportunity
to serve the BPLA.

By Lisa Adams, Esq., Nutter
McClennen & Fish LLP

What location do you most prefer for BPLA

1) Financial District

2) Outside of Boston (128 Loop)

Are you more likely to attend a BPLA seminar if it

includes a networking reception?

1) 8 am - 10am

2)11am -2 pm 1) Yes

What type of event do you prefer: Live or Webinar?

1) Live Seminar

| "
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With approximately 16 years in providing accountiagditing, tax, and consulting services, we latie our
long-term success to understanding our clientsds@ad providing high-quality, timely service.
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BPLA Members Teach Patent Drafting in Zimbabwe

By Robert J. Sayre, Esq., Modern Times Legal and Ro

dney D. Johnson, Esq., The Johnson IP Law Firm

Rob Sayre is seated at far right, while Rodney Johnson is seated second from left. ARIPO Director General Gift, Sibanda as well as, Joyce
Banya from WIPQO's Africa Bureau and Yumiko Hamano of WIPO, workshop coordinator, is present. Gregory Sadyalunda, ARIPO Head of
IT, and Government ministers from Lesotho on the ARIPO Board of Governors are pictured with workshop participants.

Burgeoning markets in Africa may be
poised as the next frontier of global
development, following the likes of
China, India, and Brazil. Over the past
year, the number of patent applications
filed in the African Regional Intellectual
Property Organization (ARIPO) has
increased, while filings in the U.S. and
in other developed markets have
dropped. Most of those filings,
however, were filed by applicants from
non-member countries, particularly the
United States. Despite that, most
American patent attorneys have never
coordinated a patent filing in Africa.

While copyrights and trademarks seem
to be well understood throughout the
region, patents remain largely a mystery
to many African inventors and
government officials. Not surprisingly,
there are few patent agents in ARIPO
member countries. For example, there
are only four patent agents in
Zimbabwe, ARIPQO’s host country.
Consequently, there is a critical need to
build awareness and train patent
drafters to help monetize innovation
from African research centers,
universities, and other institutions.

BPLA members Bob Sayre and Rod
Johnson accepted the opportunity to
teach patent drafting to Africans eager

to make their mark in promoting
innovation on the continent. We took
part through connections between the
BPLA and WIPO as instructors in the
third annual WIPO-ARIPO training
program to build patent-drafting capacity
across Africa, returning this year to
ARIPO headquarters in Harare,
Zimbabwe from October 14-20. With
ZW$ 100,000,000,000 (yes, 100 trillion
dollar) notes now worthless, our
American dollars were welcomed
everywhere.

picking up concepts and skillfully
employing claim-drafting techniques in
just one week, impressing us with their
insightfulness and creativity. We will
continue to provide training in the
months ahead with a follow-on distance
learning component providing additional
claim-drafting exercises.

The program at ARIPO also offered
opportunities to meet and converse with
high-ranking government officials. We
learned that African leaders are
beginning to recognize that a strong
patent system is needed to encourage

This year, participants included
scientists, engineers, 3 e vlv ptr 0 dtu ct
lawyers, atent R evelopment, a strong
e x a¥n iners P and While patents are intellectual  property
government  officials. increasingly under fsystgm 1S critical to
L - tment
The participants arrived : - oréign  Inves '
from  Burundi. Ghana, attack in the United and | skilled patent
Liberia, Mauritius, States, many in Africa drafting and effective
Namibia, Rwanda, . enforcement are
Sierra Leone seem supportive of critical in serving those
Seychelles, Swaziland,  Strong patent systemsto needs. So  while
and Zimbabwe. The one  promote development.” P 2 ten tls a(; c
-week program included increasingly — under
attack in the United

a series of presentations

discussing patents and patent-drafting
concepts, as well as a series of practical
patent claim-drafting exercises. Despite
having little prior exposure to patents,
the participants were highly committed
and made remarkable progress in

States, many in Africa seem supportive
of strong patent systems to promote
development.

Patenting through ARIPO can cover
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Members Teach Patent Drafting
(Continued from page 3)

fifteen member states (currently
including Botswana, Gambia, Ghana,
Kenya, Lesotho, Malawi, Mozambique,
Namibia, Sierra Leone, Sudan,
Swaziland, Tanzania, Uganda, Zambia
and Zimbabwe), and patenting rules and
procedures are governed by the Harare
Protocol. As with European patents,
ARIPO patents must be validated after
issuance in the member states in which
protection is sought. Patent rules in
ARIPO mostly resemble European
practice (e.g., using the problem-
solution approach to evaluate the
"inventive step" requirement), though
ARIPO also employs some concepts
familiar to Americans, such as the "best
mode" requirement and the availability
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of a "grace period" for filing after some
disclosures (ARIPO offers only a six-
month grace period, rather than the one-
year grace period found in the US, and
only for disclosures at officially
recognized exhibitions). Protection in
other African countries can be obtained
through the French-language African
Intellectual Property Organization
(OAPI) or direct national filings.

Our stay in Zimbabwe was safe and
secure—no threats, no danger, and no
illness. The purple-flowering jacaranda
trees along the city's wide boulevards
provided a stunning backdrop during our
visit. We enjoyed good food during our
visit and the local beers were quite
refreshing.

The program extended over a weekend,
which gave us an opportunity to interact

Membership Reminder

Volume 40, Issue 1

with a variety of African wildlife at a local
lion park and snake exhibit. We
particularly enjoyed playing with two lion
cubs. We also had an opportunity to
purchase stone sculptures, for which

Zimbabwe is renowned, and other
crafts.
While everyone was friendly and

appreciative, the gratitude from the
participants, from the attending WIPO
officials, and from people at all levels at
ARIPO was deeply satisfying. We both
also found our participation to be most
rewarding and enriching.

Watch for news from the BPLA when
future opportunities arise to make an
impact teaching patent drafting in far-
flung developing regions.

This is a reminder that renewal fees for the 2010 BPLA membership can now be paid.

Attorney Member $115
Non-Attorney Member $105

Members wishing to renew their membership for 2010 can do so on-line at www.bpla.org. The on-line payment
option is made available using credit card payment. Pay Pal is no longer required. Once your payment is

received, your membership status will be automatically updated for the membership year. You will also receive
a statement itemizing your transaction.

Firms and companies also have the ability to renew members in bulk using the on-line bulk renewal process.
Anyone can renew members of his or her firm or company.

Please visit the BPLA website and click on the Member Login tab. Enter you username as FirsthamelLastname .
If you have forgotten your password, enter your username (i.e., FirstnamelLastname) and a password reset

email will be sent to you.
being blocked.

Please remember to check your spam, as many emails from the new website are

It is also possible to pay by mail, as in the past. A renewal form can be printed from the website. Please
complete the form and malil it to the following address, along with a check made payable to the Boston Patent

Law Association:

Mr. Joseph Maraia
BPLA Treasurer
c/o Foley & Lardner
111 Huntington St.
Boston, MA 02199
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I. Introduction

Congress codified a standard requiring a patentee “to
particularly point out and distinctly claim[] the subject matter
which the applicant regards as his invention.”> This
requirement has, however, turned out to be difficult to apply
because language is an imprecise vehicle to describe
technical concepts.? To remedy this the U.S. courts—and
judicial systems around the world—have developed a so-
called doctrine of equivalents (“the doctrine”) allowing a
patentee to expand the patent’s literal scope.

The doctrine was created to protect the patentee from the
“unscrupulous copyist™ who, in an effort to exploit the public
disclosure to his advantage, merely makes an unimportant
and insubstantial change to the claimed invention. The main
question is: how much protection should the government
grant the patentee to defend the “unscrupulous copyist™? This
article discusses how the courts of the U.S. and Japan
attempt to deal with the public and private interest in this
context, highlighting the similarities and the differences. To
conclude, a proposal of the doctrine is set forth to adequately
serve the interest of both the patentee and the general public.

11.The United States and the Doctrine of Equivalents

The case noted by many to have created the doctrine in the
U.S. is Winans v. Denmead.” After dismissing literal
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How (Not) to Discourage the
Unscrupulous Copyist

By Peter Ludwig, 2nd Place Winner in the 2009
BPLA Writing Competition

infringement, the Court in 1853 held that it was a question for
the jury to decide whether defendant's cars had been
constructed “substantially on the same principle and in the
same mode of operation, [to] accomplish the same result.”
The Court noted patent protection would be at stake if the
public were free to vary the patent’s form or proportions,
unless a specific form or proportion is disclaimed.®

The doctrine sets forth limitations on the expansion of a
claim’s literal meaning. The limitations include the “prior art”
limitation, “dedication to public” limitation, and the
“prosecution  history estoppel” limitation. The most
controversial limitation to the doctrine is “prosecution history
estoppel.” This applies a rebuttable presumption that
surrenders to the public the technology involved in recorded
arguments made to the USPTO—including, but not limited to,
amendments under 35 U.S.C. § 112, amendments for prior
art purposes, and the record of an interview—during the
prosecution of the patent.’

The Court in Warner-Jenkinson Co. v. Hilton Davis Chemical
Co.% set forth the general rule: “if two devices do the same
work in substantially the same way, and accomplish
substantially the same result, they are the same, even though
they differ in name, form, or shape.” The Court emphasized
the important inquiry is whether the accused product contains

1 35U.S.C. § 112 (20086).

2 See Ray D. Weston, A Comparative Analysis of the Doctrine of Equivalents: Can European Approaches Solve an American Dilemma, 39

IDEA 35, 40 (1998).

% Graver Tank, 339 U.S. at 607.

456 U.S. 330 (1853).

® |d. at 346 (J. Campbell, dissenting).

€ Winans v. Denmead, 56 U.S. 330, 343 (1853). This is an early mention of prosecution history estoppel. See Festo Corp. v. Shokeysu Kin-

zoku Kogyo Kabushiki Co., 535 U.S. 722 (2002).

" Matthew Eggerding, Dependent Patent Claims and Prosecution History Estoppel: Weakening the Doctrine of Equivalents, 50 St. Louis U.

L.J. 257, 265 (Fall 2005).
8520 U.S. 17 (1997).

°Id. at 35 (citing Graver Tank & Mfg, Co. v. Linde Air Products Co., 339 U.S. 605, 608 (1950)). This is otherwise known as the function-way-
result test. The Court, however, did note that the “insubstantial differences” test might be better suited for other cases. Warner-Jenkinson Co.

v. Hilton Davis Chem. Co., 520 U.S. 17, 39 (1997).
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“elements identical or equivalent to each claimed element of
the patented invention.”*® Moreover, the Court stated the
known interchangeability of substitutes, at the time of
infringement, is a factor to determine whether the accused
device was the same.'* Further, the Court stated that this
objective inquiry—determined on an element-by-element
basis, not the invention as a whole—is a question for the jury
to decide.™?

Due to the complexities and the inherent subjectivity in this
objective standard, the doctrine has been a highly litigated
subject. This article will now analyze how Japan balances
the same competing interests.

Due to the complexities and the inherent subjectivity in this
objective standard, the doctrine has been a highly litigated
subject. This article will now analyze how Japan balances
the same competing interests.

I1l. Japan and the Doctrine of Equivalents

Japanese courts also allow a patentee to protect a patent
beyond the literal scope of the claims. In the famous Ball
Spline case, the Supreme Court of Japan set forth the
general guidelines for the doctrine.

The Court established five elements that must be met to
successfully assert the doctrine. The five elements are: 1)
the elements interchanged must not be an “essential” part of
the patent; 2) the objective of the patent can still be obtained
if the elements at issue are replaced and that the accused
product must result in identical functions and effects of the
patent; 3) a person skilled in the art, at the time of
infringement, would have conceived of the interchange of
elements between the accused product and the claimed
invention; 4) the accused product is novel and could not have
been conceived by one of ordinary skill in the art at the time
of the patented invention; and 5) the scope of the patent was
not intentionally limited to exclude the accused product.™®
This essential-nonessential test remains to be the foundation
of the doctrine in Japan.

BPLA NEWSLETTER

Volume 40, Issue 1

In particular, the first element, or “non-essential-elements”
test, requires the patentee to prove the accused product did
not replace an “essential” portion of the claimed invention.*
The “non-essential elements” test requires the court—unlike
in the U.S.—to determine if the element is “essential.” In
effect, the court's analysis usually turns on whether the
element is essential. The Japanese courts have interpreted
“essential” inconsistently. For example, the Tokyo District
Court has defined an essential element as “being the
technical features which give a basis for solving the problem
unique to the patented invention.”®® Other courts have
focused on the specification, prior art, and the prosecution
history to identify the features the patentee believes are
distinguishable from the prior art, and thus essential.'®
Therefore, this test is in contrast with the U.S. test of
infringement that makes essential “each and every” element
of the claimed invention.’

Besides the “non-essential element” test, the Japanese
courts implement the doctrine similar to the U.S. The
Japanese courts implement variations of the “prosecution
history estoppel” limitation, the “prior art” limitation, the
“dedication to the public” limitation, all through a similar
function-way-result test. The question remains, however,
whether the U.S. or Japan has the doctrine right, or whether it
can be better?

. Conclusion

The correct doctrine, as | propose, should reward the
patentee who has claimed his invention, and prosecuted it,
with precision, brevity and accuracy in the language used.

As a ground rule it is important to note that the “scope of a
patented invention shall be determined on the basis of the
patent claim(s).”® | will assume, as most countries have, that
an equivalent feature is one that is able to realize
substantially the same function, to achieve substantially the
same result through substantially the same means as the
claimed feature.’® However, | propose a new method that
places the burden on the patent practitioner, before
infringement proceedings begin, to determine the proper

01d. at 40.

13 Id

14 Tdshiko Takenaka, The Doctrine of Equivalents after the Supreme Court “Ball Spline” Decision, CASRIP Vol. 5, Iss. 4 (Winter/Spring

1999).

!® See Shinwa Seisakusho v. Furuta Denki, Judgment of Toyko Dis. C. (March 23, 2000).

'8 Toshiko Takenaka, The Doctrine of Equivalents in Japan, Vol. 6 CASRIP (2000).

" See BMC Resources, Inc. v. Paymentech, L.P., 498 F.3d 1373, 1378 (Fed. Cir. 2007) (citing 35 U.S.C. § 271(a)).

18 Japanese Patent Act, Art. 70(1). This is also the case in the U.S., and generally every country with a patent system.

' This has, for the most part, been the standard rule in China, the U.K., the U.S., Germany, Japan, Korea and Russia, when attempting,
either through the common law or by statute, to define an equivalent feature. See generally AIPPI, Resolution Question Q175, The Role of
Equivalents and Prosecution History in Defining the Scope of Patent Protection (Oct. 27, 2003).
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scope of the patent.

Prosecution history estoppel should apply solely to claim
amendments—not arguments—made by the applicant.?°
This will provide the added benefit of requiring the examiner
to force the applicant to manifest his arguments into claim
amendments.  Importantly, this results in precise claim
drafting, furthering the rule that the claim defines the scope of
the invention—not the arguments.”* There should be a non-
rebuttable presumption with respect to each specific feature
that the applicant chose to disclaim through amendment;
unless, however, the applicant unambiguously states an
intention, and a reason, why the amendment is not material
to patentability. This prosecution history estoppel will create
a consistent, bright-line test to allow the public to determine,
before undertaking the alleged infringing act, the scope of the
patent.

This revised prosecution history estoppel limitation provides a
better balance of both the patentee’s and the public’s interest
in the patent. With this, all of the arguments are made before
the cost of litigation is undertaken. In the current prosecution
history estoppel, the line drawn is arbitrary and relies on
arguments after the actual act; whereas with this, either the
non-rebuttable presumption applies, or the disclaimer
language is argued against.

For instance, if the patentee makes an amendment of, “at a

BPLA NEWSLETTER
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pH from approximately 6.0 to 9.0,” stating the upper limit of
9.0 is made to overcome the prior art, but is silent with
respect to the lower level, then prosecution history estoppel
applies to both limits.  However, if the patentee had
unambiguously stated the lower level amendment is not for
substantive prior art purposes, and the prior art demonstrated
this, then the patentee will not be estopped from arguing an
expansion of the lower level.

A criticism may be that this only gives an incentive for the
applicant to argue that every amendment is not made for
substantive prior art purposes. This is, however, why in the
U.S. “[e]ach individual associated with the filing and
prosecution . . . has a duty of candor and good faith in
dealing with the Office, which includes a duty to disclose to
the Office all information . . . material to patentability.”® Thus,
this clause or its equivalent in other countries should prevent
the applicant from defrauding the patent system.

In the end, if implemented by the practitioner correctly, this
may broaden the scope of the patent’s ability to be enforced
through the doctrine, while at the same providing a more
concrete notice to the public of the scope.

The question still remains: what is the proper balance of
interests? My proposal provides a consistent bright-line test
to be applied, and places the burden on the patent
practitioner to fulfill their “duty of candor and good faith” when
dealing with the patent office. This will provide the public with
better certainty when determining the scope of the claims.

2n the U.S., prosecution history estoppel applies to, among other unnecessarily broad things, comments made to the examiner to the ex-
tent they are recorded. See Elkay Mfg. Co. v. Ebco Mfg. Co., 192 F.3d 973, 979 (Fed. Cir. 1999).

%L See supra note 64 and accompanying text.

2215 C.F.R. § 1.56 (2006). Japan has a similar provision to prevent applicants from defrauding the patent system, where “[a]ny person who
has obtained a patent, . . . by means of fraudulent act shall be liable to imprisonment with labor not exceeding three years. . . .” Japanese

Patent Act, Art. 197 (emphasis added).

Members on the Move

Sean Detweiler moved from a Partner position with Lahive & Cockfield

to a Member position with Morse, Barnes, Brown & Pendleton, P.C. in

Waltham to help establish a high-tech patent practice for this growing

business oriented law firm.
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The BPLA Weighs in on Gene
Patent Controversy

By Erik Paul Belt, McCarter & English LLP

The BPLA is increasingly gaining national recognition and a
voice heard well beyond Boston through its submission of
amicus curiae briefs, rules comments, and other
communications addressing important issues of intellectual
property law and policy. In its latest foray into the national
debate on patents, the BPLA filed an amicus brief supporting
the defendants in Association for Molecular Pathology, et al.,
v. United States patent and Trademark Office, et al., more
familiarly known as ACLU v. Myriad, which is currently
pending in the United States District Court for the Southern
District of New York.

The central question in the case is whether gene-related
inventions are patentable under 35 U.S.C. § 101. |In that
respect, the case resembles In re Bilski, currently pending in
the United States Supreme Court, which also addresses the
scope of eligible subject matter under § 101. (The BPLA
submitted amicus briefs in that case as well.)

In ACLU v. Myriad, a group of plaintiffs represented by the
American Civil Liberties Union challenges patents directed to
certain “personalized medicine” inventions--more particularly,
diagnostic tools and methods that use isolated BRCA1 and
BRCA2 genes and their mutations to test for predispositions
to breast or ovarian cancers. One of the defendants, Myriad
Genetics, owns or controls the patents at issue.

The ACLU argues that the existence of these patents is
stifling scientific research into the BRCA1 and BRCA2 genes
and cancer generally. The ACLU further argues that Myriad’s
patents given it a monopoly in the area of diagnostic testing
based on the BRCA1l and BRCA2 genes and that this
monopoly, in turn, stifles innovation and competition by
preventing other labs and companies from developing new
tests and therapies based on those genes. The ACLU
contends that genes are products of nature and, as such,
cannot be patented.

This case has serious implications for the biotechnology and
pharmaceutical industries, in which patents are crucial to the
funding and commercialization of new products. The case
threatens not just Myriad’s patents but also, in theory, many
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other patents on personalized medicine inventions that are
owned by other companies and individuals. Indeed, this case
can be seen as part of a larger attack on patents over the last
few years.

Given that the ACLU challenges not only the patents at issue
but also the nature and worth of patents generally, the BPLA
wanted to make sure that the court heard the other side of the
policy debate on patents. Accordingly, in its amicus brief, the
BPLA argued, based on copious socio-economic research
and historical analysis, that patents are vital to the economy
and to the public health and welfare. Far from stifling
innovation or competition, as the ACLU argues, patents
actually stimulate such activities and, indeed, encourage the
wider availability and distribution of new products and
services. A decision in this case limiting the scope of patent
protection will quash incentives for innovation. Without the
incentives of the patent system, the introduction and
availability of new and better treatments and diagnostics for
cancer and other diseases will decline sharply.

The BPLA further argued that the patents at issue do not
claim mere products of nature or genes themselves. Rather,
the claims are directed to practical applications for isolated
genes and their mutations. The process of isolating genes
changes and converts them from mere products of nature
(i.e., as they existed in the body) into something new and
different and useful. By isolating or converting the genes, the
patented inventions enabled their use for diagnostic tests and
methods that help the public. Such innovations are eligible
for patent protection. Indeed, the U.S. patent system was set
up to reward and protect such innovations.

The BPLA's amicus brief and position has attracted national
attention and has been profiled in various articles in the
national press, in blogs, and on the radio. The amicus brief is
available on the BPLA’s website at www.bpla.org, under the
tab heading “News and Amicus Briefs.” BPLA members Lee
Bromberg, Maria Zacharakis, Ph. D., and Erik Belt, partners
in the IP/IT Group at McCarter & English LLP, prepared the
brief on behalf of the BPLA.
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On Friday, January 29, 2010, the
Boston Patent Law Association was
pleased to host a breakfast meeting with
David Kappos, who was confirmed in
August 2009 by the Senate as the
Under Secretary of Commerce for
Intellectual Property and Director of the
United States Patent and Trademark
Office (USPTO). Ninety members
attended the breakfast, which was held
at the Cambridge Marriott.

After socializing with members over
breakfast, Director Kappos began his
discussion with the Wyeth decision
relating to Patent Term Adjustment
(PTA). In light of that recent decision,
the USPTO has provided a worksheet
that patent owners can complete and file
(no fees are associated) within 180 days
of issuance for all patents issued before
March 2, 2010. Director Kappos also
asked for any suggestions on how to
deal with correcting the PTA on patents
granted more than 180 days ago, as he
believes that the USPTO does not have
jurisdiction to make such corrections. He
solicited ideas from those in attendance
and invited people to email him with any
suggestions.

Director Kappos also discussed the
strategic priorities of the agency. While
only required to provide a three-year
plan, the USPTO has a new five-year
strategic plan, which includes goals to
reduce application pendency, increase
examination quality, be a leader in
setting global policy, and engage with
the patent applicant community. In an
effort to ensure that the plan is
executed, he has set forth a very
detailed “slate” with timelines and he
plans to post all of the plans on the
USPTO website.

Some of the initiatives already in
progress include modifications to the
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Breakfast With United States Patent
and Trademark Office
Director David Kappos

By Lisa Adams, BPLA President, Nutter McClennen & F

Performance Action Plans (PAP) of
each USPTO employee, starting with
the examiners. The PAPs are being
optimized to emphasize compact
prosecution. Also, the USPTO has rolled
out the first major change to the count
system, which Director Kappos hopes
will provide strong incentives to engage
quickly with applicants. He commented
that the allowance rate has already
noticeably increased.

Other initiatives include expanding the
pilot program on pre-first action
interviews, as it has been very
successful. Director Kappos strongly
encouraged practitioners to consider
using this program, as it significantly
increases the chance of obtaining an
allowance, and to seek interviews at
other times during examination as well.
He noted that examiners
were recently trained on
interviewing, and he
plans to have all training
materials posted on the

USPTO website for
public viewing.
Director Kappos also

discussed an initiative to
drive innovation in the
green technology field.
The initiative will allow
applicants with pending
applications on certain "
green technologies to file
a no-cost petition to be
accorded special status

for accelerated examination. The

USPTO will accept 3,000 of these
petitions.
Another initiative underway at the

USPTO is Project Exchange, also
referred to as “bump and dump.”
Statistics showed that a huge number of
applications being abandoned after the

ish LLP

first Office Action were filed by small
entities. Director Kappos explained that
this program allows small entities to
move one application to the front of the
queue for examination if they abandon a
co-pending application. Both
applications must already be on file with
the USPTO to qualify for this program.
Since the launch of this program, about
50 applications have been abandoned.

Director Kappos’ long-term plans for the
USPTO include splitting filing fees into
three tracks to allow the office to order
the work queue. The first track, i.e., the
fast track, would be the most expensive
and would guarantee examination in
one year. The second track would
require standard fees and would provide
the applicants with regular examination.
The third track would be the least
expensive and would
allow for delayed
examination.  Director
Kappos commented that
the third track would be
the alternative to using

the PCT to delay
examination.

Another long-term
initiative  involves the
Patent Prosecution
Highway, which is a
series of Dbilateral

agreements that permit
applicants with allowed
claims to get fast
issuance in  certain
countries. A roundtable was held in
November and a plan is underway to
develop work-share arrangements for
international applications. One thought
is to use the search report or foreign
office action as a trigger to start
examination in the United States, which
Director Kappos felt would encourage
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Pondering Patent Term
Adjustment Post-Wyeth

By Derek Roller, Esq., Nutter McClennen & Fish

Patent Term Adjustment, or PTA, is a system for extending
the patent term of applications that were unduly delayed by
the US Patent and Trademark Office (USPTO) during
prosecution. The system extends the term of a granted
patent one day for every day of delay accrued, minus any
applicant delay. Under the recently decided Federal Circuit
case Wyeth and Elan Pharma Int'l Ltd. v. Kappos (Appeal No.
2009-1120, January 7, 2010), the USPTO has been
miscalculating PTA, usually to the detriment of many patent
holders.

Patent Term Adjustment was created in 1999 by the
American Inventors Protection Act (AIPA) in response to the
1994 amendment of 35 U.S.C. § 154 that changed the term
of a patent to 20 years from the date of filing instead of 17
years from the date of issue. This change precipitated
concerns among applicants that USPTO delay could
unjustifiably reduce their patent terms. The AIPA amended
35 U.S.C. 8§ 154 to guarantee applicants, among other things,
prompt USPTO responses (§ 154(b)(1)(A) — “A” delay) and a
maximum application pendency of 3 years (8 154(b)(1)(B) —
“B” delay). The statute also prohibited the double-counting of
delay that qualified under both § 154(b)(1)(A) and (B).

Under the Wyeth decision, the USPTO must now give
applicants the total amount of A delay plus any B delay minus
only applicant delay and actual calendar days of A and B
overlap. This replaces the old formula used by the USPTO
where applicants were granted only the greater of the A or B
delay less any applicant delay. This case highlights the fact
that the USPTO often miscalculates the amount of PTA due
to a patentee, so practitioners should take steps to double-
check the USPTO and submit timely requests to correct PTA
amounts.

Statutory Background

PTA is governed by 35 U.S.C. § 154(b). Section (b)(1)(A),
the “A” delay, enumerates several statutory deadlines the
USPTO must meet (e.g. 14 months for a first office action,
four months to issue a patent after the fee is paid, etc.) or the
applicant is granted a day of adjustment for each day of
delay. Section (b)(1)(B), the “B” delay, provides an
adjustment for patent applications that take more than three
years to prosecute. Similar to A delay, a one day adjustment
is given for each day of delay beyond the three year mark.
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However, 35 U.S.C. § 154(b)(2) provides some important
exceptions to this term adjustment.  Section (b)(2)(A)
prohibits the double-counting of days of delay that qualify
under multiple subsections of section (b)(1). Section (b)(2)
(C) provides for the reduction of the adjustment term by the
number of days of delay that are attributed to the applicant.

In 2004, the USPTO promulgated regulations to clarify the
statute. They stated that if an application is entitled to
adjustment due to B delay, the entire application pendency
period, not just the pendency period beyond the three year
mark, is the appropriate period of delay for use in counting
overlap under section (b)(2)(A). The reasoning is that
because periods of A delay in the first three years lead to B
delay, the two are effectively overlapping even if they do not
occur on the same calendar date. The resulting calculation
policy of the USPTO was to give applicants the greater of the
A or B delay (because the smaller amount of delay would be
added and then subtracted out for overlapping) minus any
applicant delay.

The Wyeth Case

Wyeth and Elan Pharma are the owners of two patents on
inventions that treat Alzheimer’s disease. During prosecution
of the patent applications instances of both USPTO and
applicant delay occurred. Under the existing policy, the
USPTO calculated PTA in the two applications as shown in
Table 1.

USPTO PTA Calculation

Patent 7,179,892
A delay: 610 days
B delay: 345 days
Applicant delay: 148 days

Total delay = Greater of A or B delay - Applicant delay = 610 -
148 = 462 days

Patent 7,189,819
A delay: 336 days
B delay: 827 days
Applicant delay: 335 days

Total delay = Greater of A or B delay - Applicant delay = 827 -
335 =492 days

. ______________________________________________________________________|
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Pondering Post—Wyeth

Wyeth believed that the overlap from section (b)(2)(A) should
only include those days after the three year mark when A
delay occurred. They proposed the delay calculation shown
in Table 2.

Wyeth Proposed / Court Adopted PTA Calculation

Patent 7,179,892
A delay: 610 days
A delay after 3 year mark: 51 days
B delay: 345 days
Applicant delay: 148 days

Total delay = A delay + B delay - overlap occurring after 3 year
mark - Applicant delay = 610 + 345 - 51 - 148 = 756 days

Patent 7,189,819
A delay: 336
A delay after 3 year mark: 106 days
B delay: 827 days
Applicant delay: 335 days

Total delay = A delay + B delay - overlap occurring after 3 year
mark - Applicant delay = 336 + 827 - 106 - 335 = 722 days

Wyeth filed a petition for reconsideration with the USPTO,
then brought suit in the District Court. The District Court, in
Wyeth v. Dudas (580 F. Supp. 2d 138 (D.D.C. 2008)), found
for the patent holders. The Federal Circuit affirmed this ruling
in January, in a de novo review of the issue of statutory
interpretation. The court found that the plain meaning of the
statute unambiguously defined the time periods for both A
and B delay, as well as overlap between the two.
Importantly, the court noted that no B delay could possibly
occur before the three year mark after filing, so overlap of A
and B delay could only occur after this mark as well.
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PTO Response

Recently, the USPTO announced on its website that it will not
seek further review of the Wyeth v. Kappos decision. New
guidance for requesting recalculation of PTA in light of the
decision is still forthcoming.

Practical Steps

Until the USPTO’s new guidance is issued, practitioners
should take steps under existing regulations to confirm and
correct PTA amounts. The USPTO calculates PTA
automatically using data from the PAIR system. As a result,
the first step practitioners should take is to regularly confirm
that the dates and descriptions of events in PAIR are correct.
The benefit here is that correcting errors in PAIR before a
notice of allowance requires only a phone call to the
Technology Center or examiner.

A formal request to correct the PTA amount cannot be made
until after a notice of allowance issues because this is the first
time the USPTO calculates PTA. The calculation at this point
assumes the patent will be issued within four months of
payment of the issue fee. The request must be filed no later
than the time of payment of the issue fee. It should be noted
here that an applicant who receives an overestimated PTA
amount at this stage must point out the error to the USPTO or
risk a finding of inequitable conduct later.

After a patent issues, an applicant's options narrow. If the
applicant’s petition could not have been filed in the original
request for PTA correction before issuance, they can request
reconsideration under 37 CFR 1.705(d). However, applicants
can only file this petition within two months of the issue date.
Applicants unable to petition the USPTO in this way can bring
suit in the United States District Court for the District of
Columbia within 180 days of issue under 35 U.S.C. § 154(b)
(4). At this time, it is unclear if any remedy is available for
applicants outside the 180 day window.

" the bill.

In conclusion,

Director

Kappos

the filing of preliminary amendments in
the U.S.

Director Kappos also mentioned a
desire to fix restriction practice, which
he feels is being used excessively.
Given the complicated nature of
restriction practice he noted they may
not be able to eliminate all of its
problems, but he hopes to make
substantial improvements.

The Patent Reform Act of 2009 was
also discussed, and while Director
Kappos acknowledged some
drawbacks, he felt overall that the bill is
a good compromise, and that it will fix
major harmonization issues and provide
a rational post-grant review system. He
encouraged the patent bar to support

discussed pendency and funding. While
the allowance rate has increased, he
acknowledged that the lack of funding at
the USPTO would adversely affect
many of the efforts to decrease
pendency.

Overall, the breakfast was extremely
informative and encouraging. It was a
true pleasure to have an informal
discussion with the Director and
hopefully we will have the opportunity to
hear him speak again.
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The Boston Patent Law Association (BPLA) hosted this year's
Annual Meeting on Friday, December 4, 2009 at the Hyatt
Regency Boston. A welcome reception was held from 11:00
a.m. to 12:00 p.m., followed by the meeting from 12:00 p.m.
to 2:00 p.m. Outgoing President Mark Solomon opened the
meeting with introductions, then proceeded with the business
portion of the Annual Meeting, during which multiple reports
were presented by Officers, Board members, and Committee
Chairs. Past Presidents Peter Lando and Tim French led a
moment of silence for Robert Rines and Charles Winchester,
respectively. Board member Greg Sieczkiewicz introduced
the winners of the 2009 Writing Competition, Julie Gottselig,
Ph.D. (first place) and Peter L. Ludwig (second place). Mr.
Solomon then presented a very positive message about the
state of the BPLA and status of his four initiatives. Outgoing
Board member and Past President Leslie Meyer-Leon
followed with the report of the Nominating committee, and Mr.
Solomon called for a vote. The nominations were accepted,
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BPLA Annual Meeting-2009

which placed Monica Grewal on the Board, and Mr. Solomon
thereafter welcomed BPLA incoming President, Lisa Adams,
which included presenting her with the traditional BPLA
President’'s Gavel for her use during her term in 2009-2010.
Mr. Solomon thereafter proceeded to the educational portion
of the Annual Meeting by introducing the keynote speaker,
Dr. Susan Windham-Bannister, President and CEO of the
Massachusetts Life Sciences Center, who gave a
motivational speech on the commitment of Massachusetts to
its life sciences sector of the economy. During Dr. Windham-
Bannister’s speech, she described how her quasi government
organization manages the $1B investment by Massachusetts
in Life Sciences companies and how BPLA members can be
synergistically involved in protecting the investments. The
speech resonated with all in attendance. Ms. Adams
thereafter made a motion to adjourn the Annual Meeting. We
look forward to Ms. Adam’s presidency supported by this
year's Board of Governors.
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Job Opportunities

BPLA NEWSLETTER

IP Associate
Edwards Angell Palmer & Dodge - IP Associate, Boston Office

We are currently seeking a junior to mid-level Associate specializing in
patent law with a background in biotechnology to join our Boston office
Intellectual Property (IP) practice group. A Juris Doctorate degree and at
least 2 years of patent prosecution experience required. An advanced
degree in molecular/cell biology, biochemistry, medical science,
immunology, or related field is also required. The ideal candidate will
have strong academic credentials and excellent writing skills.

Candidates should send resume, writing sample and law school transcript
via email to attorneyrecruiting@eapdlaw.com

Please use the subject line "IP Lateral Associate Search - Boston" in your
email.

No phone calls or regular mail applications, please.
Contact: Katherine Kelly, 617-239-0689

Senior Intellectual Property Counsel

Cabot Corporation

Advises and represents the corporation on all legal matters within specific
area of expertise (i.e., Intellectual Property (IP) and related litigation,
employment law, etc.) Takes a lead role within corporation to develop and
implement legal strategies within area of expertise that are consistent with
business and R&D objectives. Typically advises and provides legal
support to one or more global business units on all matters within own
area of expertise as well as other broader legal issues. Legal issues
being reviewed are typically complex with significant financial and/or legal
impact to Cabot Corporation. Advises Cabot executive management team
on legal issues. Is able to participate in the management (leadership
team) of the business unit and provide legal and business advice. Some
travel required.

Required Skills:

* Knowledge of patent preparation/prosecution on global basis

* Knowledge of litigation and legal proceedings

* Knowledge and ability in contract law, contract preparation and
negotiation

* Broad knowledge of all legal areas and in-depth knowledge of
technical specialty

* Strong problem solving and conflict resolution skills

* Strong communication (verbal and written) and interpersonal skills
Contact: Daniele Arnold, Daniele_Arnold@cabot-corp.com

For a full job listing go to http://www.bpla.org/jobbank.cfm
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Legal - IP
Edwards Angell Palmer & Dodge -
IP Associate/Patent Agent/Technical
Specialist

We are currently seeking a junior IP
Attorney or Patent Agent/Technical
Specialist with a background in
biotechnology to join our Boston
office Intellectual Property (IP)
practice group. A PhD (molecular/
cell biology, biochemistry, medical
science, immunology, etc.) is
preferred. A candidate with previous
patent prosecution experience is
strongly encouraged to apply. The
successful candidates will have
superior academic credentials and
very strong writing skills.

Candidates should send
writing sample and
transcript via email to :

resume,
law school

attorneyrecruiting@eapdlaw.com

"IP
Agent/
Boston" in

Please use the subject line
Lateral Associate/Patent
Technical Specialist -
your email

No phone calls or regular mail
applications, please. Contact:
Katherine Kelly, 617-239-0689
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