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ABSTRACT

With passage of the Leahy-Smith America Invents Act (AIA), new rules and procedures related to the application of
prior art now apply to patenting under a “first-inventor-to-file” system. This article summarizes certain key prior art
provisions that biotechnology companies should be aware of and details practical steps that can be implemented
to help stake a competitive advantage under the new law including the use of patent liaisons, early provisional and
patent application filings, and in certain circumstances, defensive publication of patentable subject matter.

Journal of Commercial Biotechnology (2014) 20(3), 44-49. doi: 10.5912/jcb625

Keywords: ATA; patent; prior art; IP liaison

INTRODUCTION

HE LEAHY-SMITH INVENTS Act, informally known

as the “ATA,” was signed into law September 16,

2011, and represented the first major overhaul of
the United States patent system in over 60 years.! From
opinion pieces to detailed technical analysis, an over-
whelming amount of literature has already been writ-
ten on the intricacies of the new law.? This has led to an
information glut, and consequentially, many managers,
CEOs, scientists and even patent counsel are left with-
out clear directions for responding to the new law. As
detailed below, however, practical steps can be taken to
gain a competitive advantage in a company’s intellectual
property (IP) space by implementing simple steps includ-
ing early patent filing, strategic defensive disclosures and
the use of “patent liaisons.”
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REASSESS AND ADDRESS

The most significant shift resulting from passage of the
ATA altered the U.S. patentlaw from a first-to-invent (FTT)
to a first-inventor-to-file (FIF) system. While the policy
debate on the merits of this sea change show no signs
of waning, beyond debate is the need for biotechnology
companies to reassess their intellectual property policies
and procedures from both an offensive vantage point
(e.g., the filing, prosecution and enforcement of patents)
and a defensive one (e.g., patent challenges and defensive
disclosures).> A central issue relates to the AIA’s provi-
sions regarding novelty, i.e., the circumstances under
which the claimed subject matter of a patent is deemed
to have been already known to the public before the fil-
ing date of a patent. The AIA’s novelty provisions are set
forth in the Patent Law at section 102(a), which is repro-
duced in part below in Box A.*

Subject to very important but narrow exceptions,
these new novelty provisions of the AIA establish a
strict standard by which nearly any public disclosure of
a claimed invention will obviate patentability. The excep-
tions, detailed in the following section 102(b), entitle
the inventor to a 1-year grace period for the first public
disclosure of the claimed subject matter.” Notably, the
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Box A: 35 U.S.C. § 102(a)
(Conditions for patentability; novelty)

“A person shall be entitled to a patent unless—

(1) the claimed invention was patented, described
in a printed publication, or in public use, on sale,
or otherwise available to the public before the
effective filing date of the claimed invention; or

(2) the claimed invention was described in a patent
... orin an application for patent published ... in
which the patent or application, as the case may
be, names another inventor and was effectively
filed before the effective filing date of the claimed
invention.”

grace period also applies to other parties’ disclosures if
the inventor was first to publically disclose the invention.
The House Report on these new prior art laws succinctly
summarizes the new reach: “Prior art will ... typically
include all art that publicly exists prior to the filing date,
other than disclosure by the inventor within 1 year of
filing.” Moreover, in contrast to pre-AIA law, there no
longer are geographic exceptions to applicable prior art:
art, as well as public use and on-sale activities, anywhere
in the world can now be used.”

What this means practically is that if a company
scientist invents something new before anyone else, but
is not first to either publicly disclose or file a patent appli-
cation, a competitor can obtain a patent notwithstand-
ing the later invention date. A corporation must address
this change in the law by implementing new policies, as
discussed next.

FILE PATENT APPLICATIONS EARLY

Passage of the AIA led to criticism that the new pat-
ent law would provide a disadvantage to smaller com-
panies.® Arguably, larger companies would have the
resources to form and maintain high-throughput inter-
nal patenting and invention disclosure procedures lead-
ing to rapid filing of patent applications. Because the
law no longer awards patents to the first inventor-to-
file, a company with an efficient means for capturing
patentable subject matter and filing a patent applica-
tion could conceivably race to the Patent Office before a
smaller competitor.

Smaller companies can nonetheless compete with
minimal resources by instilling a corporate “publish,
file or perish” mandate.” The goal is simple: move pat-
entable subject matter quickly to the Patent Office, or

in some cases, publish to stake an early line in the sand
and capture incremental IP space. Successful imple-
mentation requires establishing in-house procedures
to ensure ideas are captured early and then disclosed
in usable form for drafting as a patent application or
public disclosure. This requires managed oversight
of the disclosure process. The goal being to decrease
the lag time from the point of an inventor’s concep-
tion of an idea to in-house disclosure, followed by pub-
lic or Patent Office filing, with the latter preferable.
Borrowing from the legislative mandate for inter par-
tes review of patents, such disclosure or filing should
be made with “special dispatch.”'® One relatively low-
cost means for implementation involves centralizing
responsibility for IP disclosure, which can be done
using an IP liaison.

A CENTRAL AUTHORITY: THE
INTELLECTUAL PROPERTY LIAISON

An IP liaison is so named because the post functions to
facilitate a close working relationship between scientists,
management, and patent counsel."! Moreover, the liaison
will serve to ensure that inventions are properly docu-
mented, witnessed and recorded, in part by reaching
out to department heads and obtaining regular updates
on potential patentable subject matter. For example,
the team head for a group in a particular technical field
may provide a monthly update of potential new IP dis-
closures and developments on prior disclosures. Where
new potential IP space can be captured, the liaison will
then identify likely inventors and task them with the
creation of an invention disclosure form (IDF) record-
ing pertinent facts related to the scope of the invention.?
Because the liaison is aware of disclosures among dif-
ferent departments, he/she can also determine whether
cross-patenting is a possibility.”®

The liaison will in turn work with patent counsel
to analyze completed IDFs for patenting readiness
by initiating preliminary prior art evaluations. Sub-
sequently, the liaison will either recommend the draft-
ing of a patent application, a defensive publication, or
communicate with team heads where further research
and development is needed to obtain patentability.
The IP liaison’s role can also be expanded to allow
coordinated efforts to identify areas of virgin IP space
that can be captured. Such IP space is characterized by
a dearth of prior art in the technical field under study
by laboratory heads." Lastly, the IP liaison can serve
as a repository for template invention disclosure forms
and patent applications. By managing control over such
forms and applications, the liaison can ensure uni-
formity in the disclosure and patenting process. Most
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Box B: An IP Liaison can not only ensure that best practices are followed, but that patent
disclosures and applications are efficiently drafted and submitted among other duties.

The IP Liaison: Roles & Responsibilities

Point Person and Go-Between for
Inventors, Department Heads,
Managers and Patent Counsel

Assist in Drafting Invention Disclosure
Forms (IDFs) and Patent Applications

Monitor Patent Prosecution

Monitor Department Heads Vis-a-Vis
Intellectual Property Issues

Oversee Brain-Storming Sessions for
Capturing IP Space

Monitor and Disseminate Patent and
Prior Art Data

Maintain Template Invention
Disclosure Forms (IDFs) and Patent
Applications

Create and Maintain IP Databases

Perform IP Training

Ensure Best-IP Practices Compliance

Provide IP Updates on Regulatory
Issues

Monitor Competitor IP and Track In-
House IP Projects

Locate and Capture “Free” Patent
Space in Key Technical Fields

Bolster Recognition of the Importance
of IP Protection

Develop In-House IP Policy

importantly, the liaison can distribute template inven-
tion disclosure forms and employ a uniform disclosure
process. This will improve efficiency in communicating
with patent counsel without impacting the quality of
patent applications. The various roles and responsibili-
ties that may be assigned to an in-house IP liaison are
summarized in Box B.

Under the AIA regime, patenting is now a race to the
Patent Office. Optimizing the disclosure process, which
can be implemented using patent liaisons, is an impor-
tant step to getting there first. The suitability of various
forms of disclosure under the new AIA regime is consid-
ered next.

USE OF PROVISIONAL PATENT
APPLICATIONS AND PUBLIC
DISCLOSURES

Under the AIA, applications with a claimed invention
having an effective filing date on or after March 16, 2012
are generally subject to the new framework with respect
to prior art. As detailed above and codified in section 102
of the Patent Law, publications, patents, sales and uses,
that are public before an applicant’s effective filing date
can be invalidating prior art.” Moreover, certain patent
publications by another that are filed before the appli-
cant’s effective filing date can also be prior art. It is there-
fore critical that a corporation determine whether to take
advantage of the one-year grace period for making prior
art disclosures. This is because pre-filing disclosure can
serve to overcome the earlier filing of an application to the
same subject matter by a competitor (or other intervening
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prior art), as illustrated below in Box C.!* Box C also high-
lights that the relative dates of invention under the AIA no
longer determine the scope of applicable prior art.

Under the AIA’s First Inventor-to-File rules, in the
absence of pre-filing disclosure,” the AIA favors the
first filer among multiple filings with the Patent Office
toward the same invention. Thus, the effective filing
date of a patent application—not the conception date of
an invention—is the sine qua non determinative of the
applicable prior art. Provisional filings provide a con-
venient means for helping ensure an early effective fil-
ing date. Because provisional filings are low-cost, even
cash-strapped companies can stake a line in the sand."
Because an applicant has one year to file a final non-
provisional application, an initial provisional filing can
and should be supplemented with additional provisional
filings in a rolling manner that add additional disclosure
or address any issues with prior disclosures.

As an alternative to provisional patent applications,
a corporation can also consider the use of other public
disclosures to offset the chance that a competitor will be
first-to-file. These disclosures can include the use of low-
cost “grey literature”—informally published but publically
available written materials (like white papers)—or press
releases and tradeshow abstracts/materials. While pro-
visional applications do not become publically accessible
until after the filing of a non-provisional application and
publication of that application, other public disclosures
are generally immediately available.”” A corporation will
have to consider whether early public disclosure is prefer-
able to disclosure by means of a provisional filing.?* The
former may be preferable where it is clear that patent pro-
tection is not desired; public disclosure in this case serves
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Box C: Under the AIA, Inventor A loses to Inventor B despite an earlier invention date and
patent filing because Inventor B was first to publish (disclose) the claimed invention.

|
| |
Ainvents Bisfirst to A isfirst to file patent
before B publish application

a defensive purpose by setting forth potentially invalidat-
ing prior art. In contrast, a provisional application avoids
the risk that comes with public disclosure, i.e., that the
public disclosure will fail to meet an exception under the
prior art provisions and become prior art to a company’s
own patent application. Close consultation with IP coun-
sel on these alternatives is paramount.

MONITOR COMPETITOR
PATENTING, KNOW THE PRIOR
ART AND DISCLOSE

Among the key provisions of the AIA related to prior art,
the ATA now provides for expanded options for pre-grant
oppositions.?! In particular, third-parties can now sub-
mit prior art from any part of the world related to a pat-
ent application within certain timeframes, as well as any
statements made by the applicant to the Patent Office or
before a federal court. Moreover, such submissions may
include explanations of the pertinence of the prior art.
Because a corporation should include in its IP due
diligence a continuing analysis of the prior art landscape
related to any target or competitor technology, such
materials are useful not only in the planning and pros-
ecution of a corporation’s patent applications, but may be
used offensively against competitors. Defensively, early
disclosure of potential prior art before the Patent Office
can be used to offset the risk that the prior art will be
used successfully by a competitor in a pre-grant filing.

INFORM, INFORM, INFORM

A sea change in patent law has occurred. But far from a
one-off event, continued changes are on the horizon as

the Patent Office and the courts begin interpreting and
implementing the law to actual patent cases. This arti-
cle has provided some practical advice with respect to a
small subset of the new AIA law. A corporation should
ensure that its employees are continuously informed
and updated on patent law developments, and that its
scientists adhere to good patent disclosure practices.
Implementation of a patent liaison and appreciation of
the role of prior art under the AIA is one solid step in
the right direction. Continued vigilance and early patent
application filing is the next.
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