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President’s Message

By Neil Ferraro, Esq., Wolf, Greenfield & Sacks, P.C.
The Boston Patent Law Association
continues to provide members with
a variety of programs and functions,
and none of these events is possible without the hard work of our
members. Through your efforts, the
BPLA is one of the strongest intellectual property law associations in the
country.
By now, you have likely heard that
the Boston area was not chosen for
one of the PTO’s satellite offices. It
was not, however, for lack of effort by
many BPLA members. We rallied universities, industry, and associations
to submit letters and petitions, gathered over 250 signatures from our
own membership, and submitted a
50-page presentation demonstrating
our region’s deep technical and intellectual property resources. I want to
thank Mark Solomon and the BPLA
Satellite Office Task Force members
Michael Bergman, Patrick Driscoll,
Monica Grewal, Leslie Meyer-Leon,
Susan Montgomery, Deirdre Sanders, and Phil Swain for their time and
effort, contributing countless hours
collecting data and support. We
continue to believe our region offers
the best prospects for achieving the
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President Neil Ferraro

PTO’s goals for its satellite offices,
and the only factor that may have disadvantaged the Boston region is our
proximity to Alexandria, VA. Assuming these satellite offices prosper,
others may be opened, placing the
Boston region in a favorable position.
As I mentioned at our annual meeting, the BPLA is continuing to make
connections with our Latin American
neighbors. We recently met with Felipe Bulnes, the Chilean Ambassador to the United States, at an event
hosted by AmCham Chile and supContinues on Page 2
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ported by the BPLA. AmCham Chile
is the Chilean American Chamber of
Commerce founded in 1988 with the
mission of promoting free trade and
investment between the U.S. and
Chile. The event was coordinated by
Yuly Fueutes-Mendel and AmCham
Executive Director Rodrigo Ballivian. Held during the week of BIO, the
event provided an opportunity for me
and BPLA members Michael McGurk
and Daniel Young to connect with
Chilean venture capitalists, CEO’s,
TLO’s, and government officials. Our
plan is to follow-up with the individuals we met to establish longer-term
working relationships for the BPLA.
We also recently met with Brazilian
Consul General Fernando de Mello
Barretto, who appreciates our efforts
to partner with Brazilian organizations as they expand their business
reach in the United States. While the
Consul General is mainly interested
in investments in Brazil, he was supportive of the BPLA’s initiative, especially in view of Governor Patrick’s Bilateral Agreement with Brazil. We are
encouraged by the reception we’ve
received and look forward to establishing further working relationships
for the BPLA.
On June 8th, over 200 members and
guests attended the BPLA’s Annual
Judges Dinner. The weather cooperated, allowing for a cocktail reception
on the pier outside Boston Harbor
Hotel’s Wharf Room. I had the honor
of presenting this year’s BPLA Distinguished Public Service Award to the
Honorable Marianne B. Bowler. Our

BPLA President Neil Ferraro and members Mike McGurk and Daniel Young, meeting
with Ambassador Bulnes (center)

guest speaker, Hugh Herr, a double
amputee and MIT Professor of Biomechatronics, spoke of his own challenges as well as current and forthcoming innovations in bionic limbs
and other prosthetic devices. Hugh
helped us envision a future where
technology can help people with disabilities lead fulfilling lives. As those
in attendance can attest, his talk was
both educational and very inspiring.
The BPLA Summer Red Sox outing
was held two weeks later on June
22nd. Despite a rain delay that threatened game cancellation, we were
all excited to watch our beloved Sox
take on the Atlanta Braves. Unfortunately for us, the Braves pitcher had
an unbelievable game, crushing our
hopes for a Sox victory.
The BPLA will host its annual PCT
Seminar on November 1st – 2nd at the
InterContinental Boston. This year’s
conference will be led by two speakers from WIPO: Matthias Reischle,
Deputy Director, PCT Legal Division,
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Innovation and Technology Sector,
and Carol Bidwell, PCT Consultant.
Information on registration is on the
BPLA website.
The Biotechnology Committee, led
by Leslie Meyer-Leon, Jennifer Sieczkiewicz, Konstantin Linnik, and Bo
Han, continues to hold its monthly
“Case Law Club” meetings to discuss current case law pertaining to
protecting and exploiting IP in the
life sciences. Committee members
serve as discussion leaders, and the
discussions have been active, wellinformed, and well-attended. For a
schedule of upcoming meetings, visit
the BPLA website under the “Events”
tab. We are grateful to Biogen Idec
for providing the meeting space.
The Biotechnology Committee has
also been busy hosting events, one
of which was a free luncheon on May
9th sponsored by Nutter, McClennen
& Fish. The event, “Patentability of
Diagnostic Methods: The European
Continues on Page 3
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members. Approximately 20 technical specialists and patent agents,
many of whom are just starting their
careers, networked and shared their
ideas and experiences over dinner.
One major theme that emerged from
the meeting was the need for a support network for new practitioners.
The Committee will strive to meet
this objective by continuing to host
events, allowing members to establish a strong network of colleagues.
We thank Choate, Hall & Stewart for
hosting the event.

Perspective Post-Mayo,” provided
updates on the current status of the
law and a comparison of EP and US
approaches to claim drafting. The
speakers were Oliver Kingsbury and
Gordon Wright of the London firm of
Elkington & Fife, LLP.
On June 19th, the Biotechnology
Committee also hosted a Biotech
and Pharma IP Forum in conjunction
with BIO 2012. The event covered a
variety of topics including patent reform, counseling clients post-Mayo
and Myriad; and IP counsel’s role in
the biotech and pharma industries.
Speakers and panelists included
James Donald Smith, Chief Administrative Patent Judge of the USPTO;
Hans Sawer, Deputy General Counsel for Intellectual Property, BIO; Joanna Brougher, Senior Counsel, Vaccinex and Adjunct Lecturer at Harvard
School of Public Health; Dana Hubbard, Head of Patents, EMD Millipore
Corp; Andrea Kamage, Senior Patent
Counsel, Johnson & Johnson; Bart
Newland, VP and Chief Intellectual
Property Counsel, Biogen Idec; Leda
Trivinos, Chief Patent Counsel, Momenta Pharmaceuticals; and Bryan
Zielinski, VP and Assistant General
Counsel, Pfizer. We thank the Biotechnology Committee for hosting all
of these events for the benefit of our
members.
The newly formed Patent Agents and
Technical Specialists Committee, cochaired by Cristin Berkey and Natalie
Grace, held a roundtable discussion
on April 17th to discuss how the committee might serve the needs of its

The Computer Law Committee,
chaired by Ed Walsh, held a panel
discussion on May 16th titled, “Prosecuting Patents on Computer-Related
Inventions Globally.” The panel was
moderated by Ed Walsh and David
Miranda. Panelists were Diane Ferguson, Deputy General Counsel, UCE;
Kellan Ponikiewicz, IP Counsel, Citrix
Systems; Dr. Justin Hill, Head of Patents, Ipulse (London); and Dr. Deshan Li, Vice President and Partner,
Unitalen Attorneys at Law, Beijing.
The discussion centered on examining the strategy and tactics of global
computer-related patent prosecution
and included practical advice on how
to develop and execute a cost-effective strategy.
The Patent Office Practice Committee, co-chaired by Emily Whelan
and Nicole Palmer and coordinated
by Rory Pheiffer, hosted a working roundtable lunch on June 15th at
Nutter, McClellen & Fish. Attendees
discussed the PTO’s proposed rules
regarding micro entities, providing
feedback to enable the Committee to
prepare and submit comments on the
proposed rules.
3
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As you might appreciate, all of these
events and initiatives take time and
effort. We thank those who have volunteered to make the BPLA a strong
and active association. I am looking
forward to more events and conferences from the other BPLA committees and encourage each of you to
get involved. Your fellow members
will appreciate it, and I can guarantee
you will find your efforts rewarding.

Members on the Move
Sunstein Kann Murphy & Timbers
LLP is proud to introduce two new
attorneys at the firm. Dorothy Wu
joined the firm as a patent attorney.
Ms. Wu will concentrate her activities
in patent prosecution and counseling
technology clients concerning strategic development of patent portfolios,
intellectual property due diligence,
clearance and infringement issues,
and licensing agreements. She has
previously served as a patent examiner at the United States Patent and
Trademark Office, and works in technology areas including electrical systems, computer hardware and software, computer networking, medical
devices, image processing, Internet
technologies, and business methods.
Paul Tanpitukpongse also recently
joined the firm’s patent group as a
patent attorney. He concentrates in
patent preparation and prosecution,
and has over seven years of industry experience designing embedded
control systems for a wide variety
of industries including industrial and
consumer products, locomotive controls, electrical transmission and distribution, high-speed motors, fuel cell
systems, renewable energy, and military electric power.
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Invented Here! Program 2012

By Mark Solomon, Esq., Hamilton, Brook Smith & Reynolds, P.C.;
Rory Pheiffer, Esq., Nutter McClennen & Fish LLP; and Aaron Connor, Esq., BTS
On Thursday, September 20, 2012,
the Boston Patent Law Association
(BPLA) and the Museum of Science
will be honoring inventors for their
patented inventions as part of the Invented Here! program. Terrific nominations, representing diverse sciences and technologies, were received
by the BPLA and Museum. A qualifying criterion is that a nominated patent must have issued within the last
five years. A “fan favorite” category
for pending published patent applications is new to this year’s program.
A BPLA Selection Committee is
choosing, from among the nominations, a small group of potential honorees. A Museum Selection Committee is selecting, from among the potential honorees, the program’s honorees. Like the first Invented Here!
program, the diversity of sciences
and technologies is making the selection process challenging!
Results of the 2010-2011 Invented
Here! program are available at the
BPLA website, and the honorees for
the 2012 program also will be posted. Those who want to celebrate the
honorees can attend the Invented
Here! celebration event on Thursday,
September 20, 2012, at 6:00 PM. To
RSVP or for more information, please
contact the Museum no later than
Wednesday, September 12, 2012,
by calling (617) 589-0185 or emailing
rsvp@mos.org. We look forward to
seeing many BPLA members at the

event. If your organization is interested in being a sponsor of the Invented
Here! event, please contact Liz Callanan at the Museum at lcallanan@
mos.org or (617) 589-0236.
The BPLA Invented Here! Committee
Chairs include Mark Solomon, Rory
Pheiffer, and Aaron Connor, with
particular credit to Rory and Aaron
for their leading roles in making this
year’s nomination process a success.
Special thanks to the BPLA Selection Committee, led by the Chairs of

the New Lawyers and Law Students
Committee, Michael Carbonello and
Reza Sadr.
The enthusiasm brought again to the
Invented Here! Program is a credit
to the BPLA membership and team
of dedicated program leaders at the
Museum. The Chairs of the BPLA
Invented Here! Committee thank all
who submitted nominations or who
are participating in the program in
other invaluable ways.

First-Inventor-to-File: America
Invents Act Proposed Rules and
Examination Guidelines
Adriana L. Burgy and Jonathan R.K. Stroud, Finnegan, Henderson,
Farabow, Garrett & Dunner, LLP
On July 26, 2012, the U.S. Patent
and Trademark Office (USPTO) published proposed rules and examination guidelines for the first-inventorto-file (FITF) provisions of the LeahySmith America Invents Act (AIA). 77
Fed. Reg. 43,742 (July 26, 2012); 77
Fed. Reg. 43,759 (July 26, 2012).
The publication of the proposed rules
and examination guidelines opens a
public-comment period that runs until October 5, 2012. During this time
period, the USPTO seeks the benefit
of the public’s view on the implementation of the FITF provisions of the
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AIA. Comments can be submitted
electronically or by mail and will be
available for public inspection at the
USPTO’s Alexandria, VA, location or
on the USPTO’s website (http://www.
uspto.gov).
Section 3 of the AIA converts the U.S.
patent system from a “first-to-invent”
to an FITF system. The FITF provisions take effect on March 16, 2013.
The proposed changes detail the
rules of agency practice for impleContinues on Page 7
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BPLA’s Annual Judges Dinner
By Anderson Duff, Esq., Wolf, Greenfield & Sacks, P.C.
On Friday, June 8, 2012, the Boston Patent Law Association (BPLA)
awarded the Honorable Marianne
B. Bowler the BPLA Distinguished
Public Service Award. Judge Bowler
currently sits as a Magistrate Judge
in the U.S. District Court of Massachusetts, where she has served
since 1990. Roughly two hundred
BPLA members and guests attended
the annual event by the harbor at the
Boston Harbor Hotel, which recognized Judge Bowler’s dedication to
community service and intellectual
property.
An early-afternoon thunderstorm
cleared in time for arriving guests
to enjoy cocktails and conversation
on the hotel’s back patio looking out
across the water on the John Joseph
Moakley U.S. Courthouse. The sun
eased behind the Boston skyline as
those meeting new acquaintances
gradually took their seats to enjoy a
three-course meal and honor Judge
Bowler.
Judge Bowler served as Chief Magistrate Judge from 2002 until 2005,
has been an Observer Member to the
Judicial Council of the First Circuit
since 2010, and is currently serving in
her second term as a member of the
International Judicial Relations Committee of the Judicial Conference of
the United States. Judge Bowler is
the Vice President of the Boston Intellectual Property Inn of Court and
was a co-founding President of the
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Boston College Inn of Court for Intellectual Property in 1997.
Neil Ferraro, President of the BPLA,
presented Judge Bowler with the
award and briefly discussed some of
the BPLA’s achievements from the
past year as dinner plates began appearing at the tables. After remarks
from Ferraro, the Keynote Speaker,
Dr. Hugh Herr, was introduced. Dr.
Herr presented on his groundbreaking work in the field of biomechatronics and other developments in the
field.
Dr. Herr currently serves as the Director of the Biomechatronics research
group at the MIT Media Lab where he
focuses on developing wearable robotic systems that serve to augment
human strength, endurance, and agility. A rock climbing prodigy, Dr. Herr
told those in attendance about being
caught in a blizzard in 1982, which
resulted in the amputation of both of
his legs below the knees. After the
incident, Dr. Herr developed a robotic
prosthesis that enabled him to continue climbing, and have benefitted
persons around the world. Dr. Herr’s
computer-controlled artificial knee
and robotic ankle-foot prosthesis,
which he displayed by rolling up his
pant legs and jumping back and forth
across the stage, were each listed
among the Top Ten Inventions in the
health category by TIME. Dr. Herr
focused on the melding of robotics
and humans, detailing other innovations such as prostheses that can be
controlled via thought and robots that
strive to achieve some level of human
familiarity.
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Writing Competition
Sponsored by the
Boston Patent Law Association
1st Prize: $1000
2nd Prize: $500
The BPLA is once again holding its annual Writing Competition. Law students are encouraged to submit papers on a subject relating to intellectual
property law. The requirements for eligibility are outlined below.
Judges will consider the merits of the article as a contribution to the knowledge respecting intellectual property law and the extent to which it displays
original and creative thought or information not previously published or available.
Contest Rules:
• Articles must have been written solely by a student or students either in
full-time attendance at a law school (day or evening) within the jurisdiction of the First Federal Judiciary Circuit or prepared in connection with
a course at a law school situated in the First Circuit.
• Articles must have been written or published between September 1,
2011 and August 31, 2012.
• Articles must be submitted to the Boston Patent Law Association on or
before September 30, 2012.
• Papers should be no more than the equivalent of ten (10) law review
pages including footnotes (30-40 pages typed copy).
• Submission of five (5) copies or a .pdf file is required.
• Submissions must include the submitter’s name, current address,
current telephone number, law school, and employment information (if
applicable).
Please send articles to:
Rory P. Pheiffer, Esq.
Boston Patent Law Association
c/o Nutter McClennen & Fish LLP
Seaport West
155 Seaport Boulevard
Boston, MA 02210
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First Inventor to File
Continues from Page 4

menting the AIA. Namely, the proposed rules make changes to title 37
of the Code of Federal Regulations
that are consistent with, and address
the examination issues raised by, the
changes in section 3 of the AIA.
Generally, the proposed rules encompass the following changes:
1. USPTO adds definitions from
the AIA to the rules of practice.
2. USPTO amends existing affidavit and declaration provisions for showing attribution of
a disclosure to an inventor or
joint inventor, prior disclosure,
or derivation under 35 U.S.C. §
102(b).
3. USPTO provides certain time
limits for making a claim to priority and filing a certified copy of
a foreign application.
4. USPTO eliminates provisions
directed to statutory invention
registrations.
5. USPTO includes additional requirements for nonprovisional
applications filed on or after
March 16, 2013, that identify
whether the application is subject to 35 U.S.C. §§ 102 and
103 as amended by the AIA.
The proposed guidelines, which were
also published with the proposed
rules, detail the agency’s interpretation of 35 U.S.C. §§ 102 and 103 as
amended by the AIA. The proposed
guidelines also inform the public and
USPTO personnel on how the USPTO’s implementation of the FITF pro-

Phone: (617) 439-2879
Fax:
(617) 310-9879
Email: rpp@nutter.com
Please e-mail bplawriting@bpla.org if you have any questions.
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The USPTO Selects Venues for its
Additional Satellite Offices
By Mark B. Solomon, Esq., Hamilton,
Brook Smith & Reynolds, P.C.
On July 2, 2012, the U.S. Patent
and Trademark Office (USPTO) announced its selection of Dallas, Denver, and Silicon Valley to serve as
venues for satellite offices in addition to Detroit, whose office opened
on July 13, 2012. Massachusetts, as
a central location for New England,
was not selected as a venue for a
satellite office at this time. While it
is disappointing that Massachusetts/
New England was not selected at
this time, the BPLA Task Force for a
Satellite Office (“Task Force”) hopes
that the USPTO looks to open a satellite office in Massachusetts/New
England in the future, in part due to
the comments and data the USPTO
received during the open comments
period of the expansion process.
See the BPLA website for comments
and data submitted by the BPLA.
The Task Force has been in contact
with the USPTO to learn about the
venue selection and, particularly, why
Massachusetts/New England was
not selected at this time. Knowing
this information will be helpful for our
future discussions with the USPTO
regarding a Massachusetts/New
England satellite office. The Task
Force would like to express its sincere appreciation to all who participated in the process, including BPLA
members and members’ organiza-

tions; corporations; science/technology/business associations; elected
political leadership; law firms; and
non-member individuals. The Task
Force believes that our collective efforts were a credit to the Massachusetts/New England culture of innovation and teamwork.

Task Force Members:
Mark B. Solomon (Chair), Michael
Bergman, Patrick Driscoll, Neil Ferraro, Monica Grewal, Leslie MeyerLeon, Susan Montgomery, Deirdre
Sanders, and Phil Swain

First Inventor to File
Continues from Page 7

road shows can be found at http://
www.uspto.gov/aia_implementation/
roadshow.jsp.

visions will impact the Manual of Patent Examining Procedure. Notably,
the proposed examination guidelines
explain the type of prior art that can
preclude a patent under 35 U.S.C. §
102(a) and the type of prior art that
falls under the exceptions of § 102(b).
In September 2012, the USPTO will
discuss the FITF proposed rules and
examination guidelines at various
cross-country road shows in Alexandria, VA; Denver, CO; Detroit, MI;
Houston, TX; Los Angeles, CA; Minneapolis, MN; and New York City, NY.
Specific information regarding those

8

Political Consultant:
Matt Keswick of Keswick Consulting

Copyright © Finnegan, Henderson, Farabow,
Garrett & Dunner, LLP. This article is for informational purposes, is not intended to constitute legal advice, and may be considered
advertising under applicable state laws. This
article is only the opinion of the authors and
is not attributable to Finnegan, Henderson,
Farabow, Garrett & Dunner, LLP, or the firm’s
clients. For additional information on the firm,
please visit www.finnegan.com.
Adriana L. Burgy is a partner at Finnegan and
can be reached at adriana.burgy@finnegan.
com. Jonathan R.K. Stroud is a law clerk at
Finnegan.
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Candidates must also possess basic knowledge of patents and
have experience mapping search findings against claim elements in conjunction with Freedom-to-Practice or invalidity as-

Global Prior Art
Medical Device Group Patent
Engineer

sessments.

The ideal candidate will have experience as a

Patent Engineer, technology consultant, or technology specialist
in a medical device, consulting or law firm.

COMPANY BACKGROUND

Excellent analytical, written and verbal communication skills are

Global Prior Art is an intellectual property (IP) research and con-

necessary, along with a solid technical record, as evidence by

sulting firm with broad expertise in the medical device, engineer-

a demonstrated record of academic achievement at a leading

ing and biotechnology arenas. We perform patent due diligence

school and professional achievement as a patent engineer or

to support product clearance decisions, licensing negotiations,

tech spec. An appropriate candidate should enjoy and have a

invalidity studies, IP planning, product development and oppor-

strong aptitude for reading, understanding, and explaining tech-

tunity analysis. Our GlobalMap and GlobalDatabase products

nical materials. Travel requirements are moderate (approxi-

are key decision-making tools for the senior management, IP

mately 2-4 days/month).

counsel and technical staff within leading companies worldwide.

Seyfarth Shaw LLP
Intellectual Property Administrative
Assistant

JOB DESCRIPTION
Job Title: Medical Device Group Patent Engineer,
Co-Leader of Medical Device Group
Start Date: June 2012

The Boston office of Seyfarth Shaw LLP has an immediate

Location: Boston, MA

opening for a full time Intellectual Property Administrative As-

Days/Hours: 50 Hours/Week

sistant.: Job responsibilities will include significant client con-

Salary: Based on Experience

tact, managing attorneys’ calendars, scheduling meetings and
travel. Qualified applicants must have excellent organizational

As Co-Leader of the Medical Device team, the candidate will

and grammar skills, thorough knowledge of patent practice and

have responsibility for guiding the search and analysis efforts of

procedure, and have extensive experience in electronic filing of

several project teams and reviewing findings.

In addition, the

documents with the USPTO, accessing patent application infor-

candidate will conduct searches, capture the findings through

mation in the USPTO database (PAIR), retrieving patent refer-

reports and play an instrumental role in briefing clients on rel-

ence documents from public databases, maintaining patent files

evant findings and their implications. Global Prior Art is looking

and managing workflow based on incoming correspondence

for candidates that are highly motivated and have the potential

from the USPTO.

to lead and expand our Medical Device Group.
Candidate must also be self-motivated to draft routine correREQUIREMENTS

spondence, set up appropriate templates for routine patent ap-

This senior position requires a graduate degree (MSc. or Ph.D)

plications and amendments and edit technical documents in re-

in biomedical engineering, medical science & technology or re-

sponse to instructions from clients and/or attorneys, knowledge

lated discipline with strong life sciences background. Applicants

of patent docketing systems and ability to generate workflow

should have a solid knowledge of human physiology and bio-

and prioritize based on various deadlines. Working knowledge

medical engineering, with 2+ years relevant work experience

of Microsoft Word, Power Point, Excel and Visio and at least

in an R&D, product development or patent research setting.

7-10 years of experience as an intellectual property secretary.

Familiarity with surgical instruments, orthopedic technology or

An ideal candidate will have some knowledge and experience

medical electronics a plus.

with trademark practice.
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EMC CORPORATION
Sr. Counsel, IP

BARLOW, JOSEPHS & HOLMES, LTD.
Patent Prosecution Associate

GENERAL SUMMARY

BARLOW, JOSEPHS & HOLMES, LTD., Rhode Island’s old-

Provides information and recommendations on very complex

est intellectual property law firm seeks an associate attorney

patent, copyright, trademark, open source, standards, licensing

with 1-2 years of patent prosecution experience to join its grow-

and IP litigation issues. Leads very complex legal assignments

ing patent prosecution practice. A background in Mechanical

and projects. Represents the corporation in important intellec-

or Electrical Engineering would be preferable, but all science

tual property licensing and development transactions and liti-

disciplines will be considered. The successful candidate will

gation. Composes and reviews legal documents (e. g., patent

have strong academic credentials, exceptional writing skills,

applications, copyright and trademark applications, licensing

and knowledge of all aspects of patent drafting and prosecution.

and research agreements, intellectual property portions of con-

The successful candidate must also have a license to practice

tracts and agreements) and correspondence. Provides input to

in the state of Rhode Island or be willing to be so licensed, and

corporate management to determine which company inventions

a license to practice before the USPTO. We offer a competitive

can and should be patented and which inventions infringe upon

compensation package with excellent benefits including medi-

competitors’ patents. May be recognized as an expert in intel-

cal, 401K, profit sharing and parking. Please email your re-

lectual property law. May train and/ or advise less experienced

sume, in confidence, to: Stephen Holmes, Esq. at sjh@barjos.

attorneys. Works independently. Interfaces with all levels of

com. No phone calls please.

management negotiating and influencing to build consensus.
Presents programs internally and externally. Work is focused on
operational plans in support of strategic goals.
SKILLS	

Onello & Mello LLP
Patent Assistant

• Possesses creativity.
• Understanding of business environment.

Busy intellectual property law office seeks a full-time patent

• Ability to influence others to achieve results.

assistant. The ideal candidate should have experience in the
preparation, filing and prosecution of U.S., PCT and foreign

Education Required: Juris Doctorate, Undergraduate Degree in

patent applications. Responsibilities will also include attorney

Electrical Engineering or Computer Science

docket management, preparation of documents and correspondence, transcription, and answering telephones.

Experience Required: 8-10+ years relevant experience (7+ Direct Work Exp)

Qualified candidate must be team-oriented, have effective com-

Physical Requirements: No

munication skills, and be proficient with Microsoft Office applications. Strong organizational skills and an ability to prioritize and
handle multiple tasks are required, as well as a willingness to

Do you have a new job?
Made a lateral move lately?
Been promoted?
We want to hear about your news.
Please send your job-related news to:
vice-president@bpla.org

seek out responsibility and an ability to thrive in an environment
where expectations are high.
1+ years experience preferred. Bachelors degree a plus, but not
required.
Please forward your resume to the Hiring Coordinator by e-mail
to: careers@omiplaw.com; or mail to: Onello & Mello LLP, Three
Burlington Woods Drive, Suite 203, Burlington, MA 01803.
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Waters
Senior Patent Attorney

Eisai Inc.
Patent Paralegal

Position for Senior Patent Attorney in Waters’ Corporate Legal

The primary role of a Patent Paralegal is to support the Intellec-

Department, reporting to the Associate General Counsel for IP,

tual Property (IP) group by providing docketing and administra-

responsible for all aspects of IP law, including development of a

tive assistance in a collaborative administrative group. Daily re-

large global patent-portfolio related to mass spectrometry, chro-

sponsibilities include performing a variety of patent docketing and

matography and thermal analysis.

administrative activities, including managing docketing, annuity
payments, invoicing and tracking team projects. The role requires

Responsibilities
• Draft and prosecute patent applications
• Contribute to the development of intellectual property
strategies
• Supervise outside counsel in patent drafting and prosecution, invalidation/opposition proceedings, and opinion
work
• Perform product-clearance, “design-around”, IP competitive landscape and other opinion-related analyses
• Perform IP portfolio analyses
• Support corporate attorneys in acquisitions, licensing and
other transactions
• Provide counsel to senior management and to technical
staff
Qualifications
• Registered U.S. Patent Attorney
• Education or work experience in mechanical engineering,
electrical engineering, physics, chemistry, or materials
science
• At least 3 to 5 years experience drafting and prosecuting
patents, preferably including law-firm experience
• Expertise in patent procedures for global patent filings
• Excellent writing and communication skills
• Experience in IP opinion work
• Experience in agreement work is preferred
• Experience in trademark work is helpful
• Ability to execute responsibilities with minimal supervision
and with attention to detail
Please apply online at: http://www.waters.com/waters/job.
htm?locale=en_US&jid=134690527
Waters is an equal opportunity employer.

interacting independently with in-house practitioners, internal clients, and outside counsel to successfully complete projects.
KNOWLEDGE
• Proficient in docketing US and foreign prosecution deadlines
• Solid knowledge of latest issues/trends regarding US and
foreign patent law.
• Clear understanding of the concepts of privilege and confidentiality.
• Familiar with invoice approval, including discrepancy resolution, and electronic billing.
• Basic knowledge of budget forecasting and tracking.
SKILLS
• Ability to perform all tasks associated with job responsibilities with minimal supervision.
• Strong oral and written communication skills: able to communicate clearly and effectively in interactions with researchers, attorneys, and business clients including oral
presentations to audiences and complex written communications.
• Critical thinking: strong ability to use logic to identify
strengths and weaknesses of alternatives and devise solutions independently.
ABILITIES
• Strong ability to prioritize, set timelines and manage attorney expectations with minimal supervision.
• Able to explain to clients Assignment, Declaration, Power
of Attorney, and other documents required by various countries’ patent laws.
• Able to structure and adapt tasks to achieve maximum value within time available with little oversight.
• Demonstrated ability to mentor and teach; supervisory experience preferred.
EXPERIENCE
• Paralegal certificate with at least 3 years’ of Intellectual
Property experience at a firm or a company or at least 5+
years’ of Intellectual Property experience required.
• B.A. preferred.
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Limitation on Future Patent Protection for Biosimilars?
By Melanie R. Rupert and Evan D.
Diamond, Paul Hastings LLP, New
York
On August 3, 2012, the U.S. Court of
Appeals for the Federal Circuit issued
an opinion vacating a preliminary injunction that had been granted by the
U.S. District Court for the District of
Massachusetts to Momenta Pharmaceuticals, Inc. and Sandoz, Inc. (collectively, “Momenta”). See Momenta
Pharmaceuticals, Inc., et al. v. Amphastar Pharmaceuticals, Inc., et al.,
Nos. 2012-1062, -1103, -1104 (Fed.
Cir. Aug. 3, 2012) (“Momenta Opinion”).1
Momenta – the sole marketer in the
United States of a generic version of

Sanofi-Aventis’s branded drug Lovenox® (enoxaparin) until recently
– had previously brought suit against
Amphastar Pharmaceuticals, Inc., International Medication Systems, Ltd.,
Watson Pharmaceuticals, Inc. and
Watson Pharma, Inc. (collectively,
“Amphastar”) for infringement of Momenta’s patents, which claim quality
control methods for generic enoxaparin products. At Momenta’s request,
the district court issued a preliminary
injunction precluding Amphastar from
selling its own generic version of Lovenox®, rejecting Amphastar’s argument that its use of Momenta’s patented methods after FDA approval of
Amphastar’s generic product could
fall within the safe harbor of 35 U.S.C.
§ 271(e)(1). On appeal, the Federal

Circuit vacated the preliminary injunction (over Chief Judge Rader’s
dissent), holding that in some circumstances, even post-approval manufacturing activities may fall within the
§ 271(e)(1) safe harbor and be protected from infringement liability.
Background and District Court Litigation Below
Lovenox® (enoxaparin) is a low molecular weight heparin, a complex
polysaccharide comprising sugar
chains of varying lengths and compositions. In July 2010, in response
to a Citizen’s Petition, the FDA established five criteria that would be required for a generic enoxaparin prodContinues on Page 13
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uct to demonstrate active ingredient
“sameness” to Lovenox®. These
criteria include, inter alia, evaluating “the nature and arrangement of
components that constitute enoxaparin.” On the same day that the FDA
issued these guidelines, it approved
an ANDA for a generic enoxaparin
product developed in collaboration
between Momenta and Sandoz.
Prior to approval of its generic enoxaparin product, Momenta had obtained
U.S. Patent No. 7,575,886 (“the ‘886
patent”), with claims directed to methods of analyzing a sample of enoxaparin to ensure its conformity with
an enoxaparin reference standard.
Momenta subsequently asserted
these claims against Amphastar, a
potential competitor that had filed its
own ANDA for a generic version of
enoxaparin. In response to Momenta’s request for a preliminary injunction, Amphastar asserted, inter alia,
that its alleged infringing activities fell
within the safe harbor of 35 U.S.C. §
271(e)(1), a statutory provision that
protects otherwise infringing activity
when used “solely for uses reasonably related to the development and
submission of information under a
Federal law which regulates the manufacture, use, or sale of drugs.” The
district court rejected Amphastar’s
argument, holding that the § 271(e)
(1) safe harbor “’does not permit a
generic manufacturer to continue in
[an] otherwise infringing activity after
obtaining [FDA] approval.’”2
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Federal Circuit Majority Opinion
In vacating the preliminary injunction,
the Federal Circuit found that the
district court had adopted an overly
narrow interpretation of the safe
harbor provided by § 271(e)(1). According to the majority, the § 271(e)
(1) safe harbor is not restricted to
activities conducted prior to FDA approval for inclusion in an ANDA under
21 U.S.C. § 355(j), and may include
post-approval activities conducted to
generate information for “submission”
pursuant to federal law.3 The court
further held that the act of “submis-

According to the majority,
the § 271(e)(1) safe harbor
is not restricted to activities
conducted prior to FDA
approval for inclusion
in an ANDA under 21
U.S.C. § 355(j), and may
include post-approval
activities conducted to
generate information for
“submission” pursuant to
federal law.
sion” under § 271(e)(1) may include
merely maintaining information in records for possible FDA inspection –
even if such inspection is unlikely to
actually take place.4 Finally, the court
held that the safe harbor may apply
even in the case where there are potential non-infringing alternatives that
could conceivably meet FDA requirements for post-approval submissions.5 According to the majority,
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“[a]s long as the use of [a] patented
invention is done to generate information that will be submitted pursuant to a relevant federal law, that use
falls within the safe harbor.”6
The majority acknowledged and distinguished the prior Federal Circuit
decision in Classen Immunotherapies, Inc. v. Biogen IDEC,7 in which
the court held that the safe harbor
is not applicable to “’information
that may be routinely reported to the
FDA, long after marketing approval
has been obtained.’”8 According to
the court, Classen merely carved
out from the § 271(e)(1) safe harbor
certain “routinely reported” post-approval submissions. Thus, the court
held that Amphastar’s quality control
records do not qualify as “routinely
reported” information under Classen
because their maintenance is required by FDA and is necessary for
Amphastar to “continue its FDA approval for its ANDA and to continue
manufacturing and marketing enoxaparin under its ANDA.”9 In particular,
the Federal Circuit pointed to the fact
that under FDA statute and regulation, Amphastar could not sell a batch
of enoxaparin unless it maintained
quality control batch records for inspection by FDA at any time.10
Chief Judge Rader’s Dissent
In his dissent, Chief Judge Rader
took issue with the majority’s statutory interpretation of the § 271(e)(1)
safe harbor provision in several respects. First, Chief Judge Rader argued that the safe harbor provision
cannot be properly interpreted to encompass “post-approval, continuous,
Continues on Page 14
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commercial use[s].”11 Chief Judge
Rader pointed to legislative history
that only addressed pre-approval activities,12 and further noted that the
term “solely” should exclude post-approval activities used “for the purpose
of manufacturing a product to sell on
the market in commerce.”13 Chief
Judge Rader also disputed the majority’s broad interpretation of the term
“submission,” finding that it would
encompass “almost all activit[ies] by
pharmaceutical companies” for which
a “record” can be made, in view of
law allowing FDA inspection of any
drug manufacturer records.14 Furthermore, Chief Judge Rader argued
that Classen did in fact rule that postapproval activities are excluded from
the § 271(e)(1) safe harbor, and that
the instant decision creates a conflict
with Classen perhaps suitable for en
banc review.15 Even under the majority’s reading of Classen, Chief Judge
Rader disagreed that the patented
analytic methods at issue in this case
were “mandated” by FDA, arguing
that Amphastar conceivably could
have invented its own method to
meet FDA’s requirements, but chose
not to do so.16 Finally, Chief Judge
Rader asserted that, as a practical
matter, the majority’s interpretation
of § 271(e)(1) could “essentially render manufacturing method patents
worthless,” particularly in the scenario where an innovative, patented
method is adopted as an FDA standard because of its superiority, and is
thereby deprived of its right to effective patent protection.17
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Potential Implications for
Biosimilars Litigation
Although the approval of generic
equivalents to Lovenox® is regulated
under the Hatch-Waxman Act, and
not the Biologics Price Competition
and Innovation Act of 2009 (“BPCIA”),
FDA’s “sameness” requirements for
generic enoxaparin products bear a
resemblance to FDA’s current draft
guidance for approval of biosimilar
products under the BPCIA. Likewise,
it can be expected that developers of
biosimilars could try to patent their
innovative, proprietary methods for
meeting the quality control benchmarks required to establish biosimilarity – which may be developed after
significant expenditure of time and resources. Under the Federal Circuit’s
opinion in Momenta, it may be the
case that if FDA adopts a patented
analytic method as a standard for all
biosimilar applications on a particular
reference biologic product, the use of
such methods by competitors of the
patentee may be subject to an argument that it is shielded under the §
271(e)(1) safe harbor provision even
when conducted in the course of postapproval manufacturing. Chief Judge
Rader’s dissent suggested that the
rule established by the Momenta majority may undermine the incentives
for developers of biosimilars and
other researchers to innovate in this
challenging, dynamic scientific field.
Moreover, given the breadth of the
Momenta majority’s statutory constructions regarding what constitutes
a “submission” and when an activity
is “solely” for uses reasonably relating to such submissions, it is unclear
whether the majority’s opinion might
even extend beyond the field of post-

14

Volume 43, Issue 3
approval analytical testing, and limit
patent protection for claims directed
to other post-approval manufacturing activities. For example, if FDA required all biosimilar applicants for a
reference biologic product to perform
a particular patented purification step
in order to obtain and maintain approval as biosimilar, Momenta might
be argued to shield such manufacturing activities from infringement liability, even when conducted for commercial market batches. Given the
apparent split between the Momenta
and Classen decisions, and Chief
Judge Rader’s dissent, it is quite possible that these issues will continue
to be addressed in subsequent panel
decisions or perhaps an en banc review.
Article previously published by IPLaw
360. The views expressed in this
publication reflect those of the authors and not necessarily the views
of Paul Hastings. For additional information on the firm, please visit www.
paulhastings.com.
Notably, the Federal Circuit had already
stayed the preliminary injunction shortly
after hearing oral argument. See Momenta Opinion at 7.
2
See id. at 9.
3
See id. at 17-20, 22 & n.2.
4
See id. at 16-17.
5
See id. at 21-22.
6
Id. at 22.
7
659 F.3d 1057 (Fed. Cir. 2011).
8
See Momenta Opinion at 18 (quoting
Classen, 659 F.3d at 1070).
9
See Momenta Opinion at 19.
10
See id. at 22-24.
11
See Momenta Opinion at 2-13 (Rader,
J., dissenting).
12
See id. at 3-11.
13
See id. at 11-12.
14
See id. at 12 (citing 21 U.S.C. § 374).
15
See id. at 13-16.
16
See id. at 16-17.
17
See id. at 17-18.
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