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The audio portion of the conference may be accessed via the telephone or by using your computer's
speakers. Please refer to the instructions emailed to registrants for additional information. If you
have any questions, please contact Customer Service at 1-800-926-7926 ext. 10.

Tips for Optimal Quality

FOR LIVE EVENT ONLY

Sound Quality
If you are listening via your computer speakers, please note that the quality
of your sound will vary depending on the speed and quality of your internet
connection.
If the sound quality is not satisfactory, you may listen via the phone: dial
1-866-370-2805 and enter your PIN when prompted. Otherwise, please
send us a chat or e-mail sound@straffordpub.com immediately so we can address
the problem.
If you dialed in and have any difficulties during the call, press *0 for assistance.
Viewing Quality
To maximize your screen, press the F11 key on your keyboard. To exit full screen,
press the F11 key again.

Continuing Education Credits

FOR LIVE EVENT ONLY

In order for us to process your continuing education credit, you must confirm your
participation in this webinar by completing and submitting the Attendance
Affirmation/Evaluation after the webinar.
A link to the Attendance Affirmation/Evaluation will be in the thank you email
that you will receive immediately following the program.
For additional information about CLE credit processing call us at 1-800-926-7926
ext. 35.

Disclaimer
These materials have been prepared solely for educational and entertainment
purposes to contribute to the understanding of U.S. intellectual property law.
These materials reflect only the personal views of the authors and are not
individualized legal advice. It is understood that each case is fact specific, and
that the appropriate solution in any case will vary. Therefore, these materials
may or may not be relevant to any particular situation. Thus, the authors,
Finnegan, Henderson, Farabow, Garrett & Dunner, LLP (including Finnegan Europe
LLP, and Fei Han Foreign Legal Affairs Law Firm), and UNIFIED PATENTS INC.
cannot be bound either philosophically or as representatives of their various
present and future clients to the comments expressed in these materials. The
presentation of these materials does not establish any form of attorney-client
relationship with these authors. While every attempt was made to ensure that
these materials are accurate, errors or omissions may be contained therein, for
which any liability is disclaimed.
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Focus of Webinar
How can practitioners use experts during prosecution
to strengthen the patent application against the threat
of post-grant challenges?
How can practitioners leverage expert declarations in
the POPR?
How can practitioners introduce strong grounds for
patentability under §§103 and 112 in the prosecution
history so that IPRs and PGRs are either denied or
ineffective against the challenged claims?
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IPRs and PGRs:
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IPR Filings Have Risen Quickly

255% increase
over year
before

133% over
year before
(so far)

As of Sept. 30, 2015. Total IPR petitions filed since Sept. 16, 2012 is 3578.
Source: www.uspto.gov/sites/default/files/documents/2015-09-30%20PTAB.pdf
7

Petition Grant Rate is High!

Granted +
joinder = 72%

PTAB IPR Institution Decisions, Sept. 16, 2012 – Sept. 30, 2015. Adding institutions to joinder grants means that 72% of petitions have
resulted in an IPR. Source: http://www.uspto.gov/sites/default/files/documents/2015-09-30%20PTAB.pdf
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But Petition Grant Rate Has Dropped
in Last 18 Months

5/29/2014
6/26/2014

1/15/2015

2/12/2015
5/21/2015

6/11/2015
7/16/2015
8/31/2015

9/30/2015

7/31/2015

Number of petitions granted as the nominator and petitions granted + petitions denied + decisions granting joinder as the
denominator. Source: http://www.uspto.gov/sites/default/files/documents/2015-09-30%20PTAB.pdf
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If IPR Instituted,
Cancellation Rate is High!

“Mixed outcome”: at least one instituted claims survived and at least one instituted
claim was canceled.
As of Sept. 1, 2015. Source: Finnegan research, with thanks to Dan Klodowski, Kai Rajan, Elliot Cook, and Joe Schaffner.
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So, Patent Owners Can Expect to see
Important Patents Challenged in
IPR/PGR
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Change in Thinking

• Past: less is
more in
prosecution
history.

•

Now: may wish to reconsider because
solid evidentiary showings and/or
possibly declarations, in addition to onpoint and compelling legal arguments,
may help to develop strong patentability
records.
•
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Prudently establishing such records
during prosecution could support Patent
Owner’s efforts to withstand IPR/PGR
challenge to issued claims.

Use Evidence from Prosecution
• Strong patentability positions during drafting and
prosecution.
 Carefully considered strong arguments and/or
declarations supporting §112 positions (written
description and enablement) and §103 positions
(nonobviousness).

• Consider Therasense
 Careful thought and planning.
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Federal Circuit:
Inequitable Conduct Post-Therasense
Aventis Pharma S.A. v. Hospira,
Inc., 675 F.3d 1324 (Fed. Cir.
2012)

PROST, Linn, Dyk

Affirmed
inequitable
conduct

Withheld references
material

No credible explanation why
disclosed to FDA but not PTO

Apotex Inc. v. Cephalon, Inc.,
2011 WL 6090696 (E.D. Pa.
2011), aff’d without opinion (Fed.
Cir. April 8, 2013)

PER CURIAM (Rader,
Lourie, O’Malley

Affirmed
inequitable
conduct

Concealed supplier’s
involvement in claimed
invention

No alternative explanation
why told PTO it modified
Lafon’s modafinil when it did
not.

Intellect Wireless, Inc. v. HTC
Corp., 732 F.3d 1339 (Fed. Cir.
2013)

MOORE, Prost,
O’Malley

Affirmed
inequitable
conduct

Submission of false Rule
131 declaration =
affirmative egregious
misconduct

Pattern of conduct showed
intent to deceive: similar false
statements in related patents;
never notified examiner of
error in the declaration or
attempted to correct it.

Ohio Willow Wood Co. v. Alps
South, LLC, 735 F.3d 1333 (Fed.
Cir. 2013)

REYNA, Bryson, Dyk

Reversed SJ of no
inequitable
conduct

Failure to disclose
material information =
submitting a false
affidavit

“OWW withheld various
pieces of material information
and had no reasonable
explanation for the several
misrepresentations it made to
the PTO.”

Apotex, Inc. v. UCB, Inc., 763 F.3d
1354 (Fed. Cir. 2014)

REYNA, Wallach, and
Hughes

Affirmed
inequitable
conduct

Affirmative
misrepresentations of
prior art and test results

Pattern of conduct showed
intent to deceive.

American Calcar, Inc. v. American
Honda Motor Co., Inc., 768 F.3d
1185 (Fed. Cir. 2014)

PROST, Wallach
Dissent - Newman

Affirmed
inequitable
conduct

Failure to disclose
material information

“Mr. Obradovich
deliberately decided to
withhold the information
from the PTO.”
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District Court:
Inequitable Conduct Post-Therasense
Worldwide Home Prods., Inc. v.
Bed, Bath, and Beyond, Inc., -F.Supp.3d___ (S.D.N.Y. February
11, 2015) (on reconsideration in
light of Therasense)

Swain

Misrepresentation about prior
art was basis for overcoming
prior art rejection (“but for”
materiality)

Defendants’ counsel alerted
applicant of inaccurate
description prior to the Notice
of Allowance, but applicant did
not correct ->specific intent to
deceive is single most
reasonable inference

Worldwide Home Prods., Inc. v.
Bed, Bath, and Beyond, Inc., 2015
WL 1573325 (S.D.N.Y. April 9,
2015)

Swain

“[Attorney’s] conduct during
this litigation was intended
solely to maximize the
commercial value of a patent
that he himself had procured
through knowing and deliberate
inequitable conduct.”

Ordered $875,415.15 in
attorneys’ fees and related
expenses, and held attorney
jointly and severally liable

Ohio Willow Wood
Co. v. Alps South LLC, 2:04-cv1223, 2014 WL 4775374
(S.D.Ohio Sept. 24, 2014)

Frost

Withheld material information
and did not correct
misrepresentation

“the most reasonable
inference to be drawn from the
evidence is that OWW acted
with deceptive intent in
misrepresenting the existence
of evidence corroborating the
[expert] testimony.”
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OED
• In re Tendler, D2013-17 (Feb. 2014)
•

1399 OG 43 (Feb. 4, 2014)

•

Rule 131 declaration prepared and sent to inventor.

•

Inventor signed and returned, and attorney filed.

•

The next day, inventor informed attached tht he had not reviewed
the declaration and that there was actually no ARP.

•

Attorney did not tell USPTO about inaccuracy, did not tell USPTO
the actual facts, and did not fully correct written record.

•

Patent issued.

•

Attorney suspended for four years.
― Cited Intellect Wireless and Rohm & Haas.
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Declarations
Declarations need to be as solid as possible; PTAB has found that
defective declarations relied on for patentability during
prosecution can form an independent basis for instituting an
IPR.

•

•

K-40 Electronics, LLC v. Escort, Inc., IPR2013-00203, Paper 6
(PTAB Aug. 29, 2013)
― PTAB reviewed a § 1.131 declaration from the prosecution,
found it deficient, and reapplied the prior art the
declaration had antedated, instituting the IPR.
―

Case also had live testimony from inventor at oral hearing.
―

17

One might want declarations from the inventor during prosecution
that can then by referred to by the Patent Owner in the optional
Preliminary Response to try to ward off institution.

Insufficient Petitioner Declarations;
IPR Petition Denied
• Dr. Reddy’s Laboratories, Inc. v. Pozen Inc., IPR201500802, Paper 28 (PTAB Oct. 9, 2015)
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•

Petitioner asserted 2 grounds of unpatentability supported by one
expert declaration.

•

PTAB: Denied petition.
―

“Petitioner’s argument rooted in overbroad claim constructions.”
― “Neither of these explanations [Petitioner’s argument and expert
declaration] convinces us that the claimed unit dosage form may
be suitable for non-oral administration.”

―

Agreed with proposed Patent Owner’s claim constructions and rejected
Petitioner’s proposed claim constructions.

―

Patent Owner’s proposed claim constructions supported by claims and
specification.

Insufficient Petitioner Declarations;
IPR Petition Denied
• IPR2015-00802 (con’t)
•

PTAB: Denied petition (con’t)
― Petitioner’s argument and expert declaration did not establish
that challenged claims not entitled to priority date.
― One of asserted references removed: “Petitioner fails to convince
us that the claims of the ’285 patent are not supported by at least
the ’216 application. Therefore, the Plachetka Publication does
not qualify as prior art under 35 U.S.C. § 102(b).”
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Insufficient Petitioner Declarations;
IPR Petition Denied
•

IPR2015-00802 (con’t)
― PTAB: Denied petition (con’t)

― Remaining references do not render claims obvious.
― Petitioner and expert declaration did not explain how POSITA
would combine references to arrive at the claimed invention,
or shown from the cited references a rationale to combine or
expectation of success for the claimed combination of
coordinated release of esomeprazole and naproxen.
― Unsupported assertions in expert declaration.
― One reference teaches away from claimed invention and this was not
addressed.
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Insufficient Petitioner Declarations;
IPR Petition Denied
•

IPR2015-00802 (con’t)
― PTAB: Denied petition (con’t)
― “We also agree with Patent Owner that Petitioner has not
shown from the cited references a rationale to combine or
expectation of success . . . Petitioner relies on Pilbrant and
testimony of its declarant, Dr. Kibbe, to show why one of skill
in the art would combine the teachings of the cited
references to arrive at the claimed invention.”
― “Petitioner’s reliance on Pilbrant’s statement …to support its
motivation to combine is not supported [by the expert
declaration].”
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Insufficient Petitioner Declarations;
IPR Petition Denied
•

IPR2015-00802 (con’t)
― PTAB: Denied petition (con’t)
― In finding that the teaching away in the references was not
addressed by Petitioner argument or expert declaration, PTAB
quotes POPR:
― “We agree with the Patent Owner that Pilbrant teaches
away from the claimed combination. Prelim. Resp. 36
(“Petitioner’s failure to acknowledge the complete
disclosure of Pilbrant, which negates any motivation to use
the non-enterically coated form of esomeprazole, despite
the testimony of Petitioner’s own expert, is an incurable
flaw in the Petition”).

Use the POPR to point out defects in Petitioner’s expert declarations!
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Insufficient Petitioner Declarations;
IPR Petition Denied
• Apple, Inc. v. ContentGuard Holdings, Inc., IPR201500449, Paper 10 (PTAB July 15, 2015)
•

PTAB denied a ground of unpatentability for failure to meet the
statutory requirements of identifying where each limitation was
described in the asserted references:
― “[T]he Petition’s conclusory analysis with supporting citations to
an incomprehensible web of internal cross- references to the
Petition and the Dr. Sherman Declaration and imprecise citations
to ABYSS and Denning leaves us ‘to play archeologist with the
record.’…. We, therefore, deny institution of the asserted ground
of obviousness over ABYSS and Denning.”
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Insufficient Patent Owner Declarations;
IPR Petition Granted
• Medtronic, Inc. v. Nuvasive, Inc., IPR2014-00074,
Paper 15 (PTAB April 8, 2014)
•

Patent Owner raised objective evidence of nonobviousness in its
POPR, and faulted Petitioner’s experts’ declarations for not taking
into the objective evidence.
― Industry praise and success in Petitioner’s possession due to
earlier district court litigation between the parties; and
― Petitioner’s internal documents indicating its knowledge of Patent
Owner’s commercial success, initial skepticism, industry praise
and copying.

•

PTAB instituted IPR.
― No evidence of the requisite nexus:
― “It is, therefore, not clear, on the current record, that any of
the alleged secondary indicia of non-obviousness relate to
the surgical system recited in the challenged claims.”
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Insufficient Patent Owner Declarations;
IPR Petition Granted
• Phigenix, Inc. v, Immunogen, Inc., IPR2014-00676,
Paper 11 (PTAB Oct. 29, 2014)
•

Patent Owner raised objective evidence of nonobviousness in its
POPR, and faulted Petitioner’s experts’ declarations for not
rebutting the objective evidence.
― Prosecution declarations supporting unexpected results, industry
praise, long-felt need and commercial success.

•

PTAB instituted IPR.
― References on which the IPR obviousness grounds were based
were different than those in prosecution;
― Patent Owner failed to establish (1) the objective evidence was
reasonably commensurate in scope with the challenged claims, (2)
the requisite nexus, and (3) even whether the results in fact were
unexpected.
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Prosecution Declarations
• With appropriate caution, carefully considered declarations putting
more in the record during prosecution may benefit the patent in
the face of an IPR or PGR challenge.
• POPR provides Patent Owner opportunity to:
• Show PTAB how the intrinsic evidence (the carefully-crafted and fully
supported claims and specification and prosecution history (including
any prosecution declarations)) completely support Patent Owner’s
patentability arguments and desired claim construction; and
• Persuade PTAB that there is not a substantial likelihood that at least
one claim will be unpatentable.

• Remember: Patent Owner’s goal is to avoid institution of an
IPR/PGR.
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Why is Denial Best Outcome
for Patent Owner?
Institution Decision Non-Appealable
• 35 U.S.C. § 314(d): NO APPEAL.—The
determination by the Director whether
to institute an inter partes review
under this section shall be final and
nonappealable.
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Federal Circuit Treatment So Far
In re Cuozzo Speed Technologies, LLC,
793 F.3d 1268 (Fed. Cir. 2015), pet. for
cert. filed Oct. 8, 2015
• No jurisdiction to review PTAB’s IPR
institution decision (See 35 U.S.C. §
314(d)).
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Currently, Patent Owner Cannot "Present New
Testimony Evidence Beyond That Already Of
Record” In POPR
37 C.F.R. §42.107(c): No new testimonial evidence.
The preliminary response shall not present new
testimony evidence beyond that already of record,
except as authorized by the Board.
Significant tactical advantage for Petitioner.
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But Specification, File History, Evidence From
Other Proceedings Are Fair Game For
Presenting In The POPR
• Anova Food, LLC. v. Leo Sandau and William R. Kowalski,
IPR2013-00114, Paper 11 (PTAB June 25, 2014): “37 C.F. R
§ 42.107(c) applies only to ‘new’ testimony that was
taken specifically for the purpose of the inter partes
review proceeding at issue, as supported by the discussion
and the comments that accompanied the rule. For
example, a party submitting the prosecution history for
the challenged patent may include a copy of the
declarations contained therein.”
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Declarations Cannot Be “New”
• Even if the declarations are prepared for
related litigation, they may need to be
executed prior to the filing of the IPR
petition, otherwise they may be considered
“new.”
• FLIR Sys., Inc. v. Leak Surveys, Inc., IPR2014-00608, Paper
10, at 33-34 (P.T.A.B. Sept. 5, 2014).
― Declaration to support motion to stay in related litigation was
not “pre-existing,” rather, it is “new.”

• C&D Zodiac, Inc. v. B/E Aerospace, Inc., IPR2014-00727,
Paper 15, at 18 (P.T.A.B. Oct. 29, 2014).
― Declarations to support nonobviousness in related litigations
executed after filing date of IPR petition are “new.”
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Proposed Rule Change
§ 42.107 Preliminary response to petition.

•

still
optional

(a) The patent owner may file a preliminary response to the petition. The response
may set forth the reasons why no inter partes review should be instituted under 35
U.S.C. 314 and can include supporting evidence. The preliminary response is
subject to the word count under §42.24.

§ 42.108 Institution of inter partes review.
•
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(c) Sufficient grounds. Inter partes review shall not be instituted for a ground of
unpatentability unless the Board decides that the petition supporting the ground
would demonstrate that there is a reasonable likelihood that at least one of the
claims challenged in the petition is unpatentable. The Board’s decision will take
into account a patent owner preliminary response where such a response is filed,
but supporting evidence concerning disputed material facts will be viewed in the
light most favorable to the petitioner for purposes of deciding whether to institute
an inter partes review. If the patent owner submits supporting evidence with its
preliminary response, the petitioner may seek leave to file a reply to the
preliminary response in accordance with § 42.24(c).

How §112 arises in IPRs
• Patent Owner can try to dislodge claimed priority
benefit of asserted reference.
• Globus Medical, Inc. v. Depuy Synthes Products, LLC,
IPR2015-00099, Paper 15 (PTAB May 1, 2015)

• Petitioner can try to dislodge claimed priority
benefit of challenged claims.
• ButamaxTM Advanced Biofuels LLC v. Gevo, Inc., IPR201300539, Paper 33 (PTAB March 3, 2015).
• Chervon North America, Inc. v. Milwaukee Electric Tool
Corp., IPR2015-00596, Paper 24 (PTAB July 31, 2015)

 Patent Owner: Use expert declaration during
prosecution to support priority benefit.
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PTAB Comment on Priority Attack
SAP v. Lakshmi, IPR2014-00414, Paper 24 (P.T.A.B. Aug. 17,
2015)
•
•
•

Petitioner attacked priority claimed by patent.
Patent Owner objected to Petitioner raising a § 112 issue in an IPR.
PTAB:
― We note the difference between compliance with the requirements of
35 U.S. C. § 112 and assessing the earliest priority date for a claim.
…the issue is not whether there is a sufficient written description in
the ’894 Patent, but whether the written description in the earlier
applications supports Patent Owner’s claim to priority. . . .A review of
the disclosure for purposes of identifying the priority date for the
claimed subject matter is appropriate and within the scope of inter
partes review. Nissan N. Am., Inc. v. Bd. of Regents, Univ. of Tex.
Sys., IPR2012-00037, Paper 24, at 14–16 (PTAB March 19, 2013).
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§103 Nonobviousness
Declarations
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Load Up on Your Evidence
During Prosecution!
• The “objective evidence of nonobviousness” (aka “secondary
considerations” in Graham v. John Deere) can, for example, include:
•
•
•
•
•

Long-felt but unsolved need,
Failure of others,
Commercial success,
Unexpected results created by the claimed invention, and
Skepticism of skilled artisans before the invention.

• “Real-world” evidence that protects against the prejudice of hindsight
bias, which frequently overlooks the fact that “[t]he genius of invention is
often a combination of known elements which in hindsight seems
preordained.” McGinley v. Franklin Sports, Inc., 262 F.3d 1339, 1351
(Fed. Cir. 2001).
• Objective evidence “may be the most probative and cogent evidence in
the record.” Apple Inc. v. ITC, 725 F.3d 1356, 1366 (Fed. Cir. 2013).
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Make Sure Declaration Establishes “Nexus”
Between Evidence and Claimed Invention
• Manual of Patent Examining Procedure
§716.01(b)
• “The term “nexus” designates a factually and
legally sufficient connection between the
objective evidence of nonobviousness and the
claimed invention so that the evidence is of
probative value in the determination of
nonobviousness. Demaco Corp. v. F. Von
Langsdorff Licensing Ltd., 851 F.2d 1387, 7
USPQ2d 1222 (Fed. Cir.), cert. denied, 488 U.S.
956 (1988).”
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PTAB Requires Nexus
•

Gnosis S.p.A. v. Merck & Cie, IPR2013-00117, Paper 71 (P.T.A.B.
June 20, 2014)
― PTAB: Instituted claims held unpatentable (or canceled by Patent
Owner)
― “Merck argues, and Gnosis does not dispute, that administration of
each of the above Pamlab products to a patient falls within the scope
of the claims under review. ...It is not sufficient, however, that a
product or its use merely falls within the scope of a claim in order for
objective evidence of nonobviousness tied to that product to be given
substantial weight. There must also be a causal relationship, termed
a “nexus,” between the evidence and the claimed invention. . . . A
showing of sufficient nexus is required in order to establish that the
evidence relied upon traces its basis to a novel element in the claim,
not to something in the prior art. . . . Objective evidence that results
from something that is not ‘both claimed and novel in the claim’
lacks a nexus to the merits of the invention.” [citations omitted]
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PTAB Requires Nexus (con’t)
• Gnosis (con’t)
― PTAB rejected objective evidence
― “Nexus must exist in relation to all types of objective
evidence of nonobviousness. GPAC, 57 F.3d at 1580
(generally); In re Huang, 100 F.3d 135, 140 (Fed. Cir. 1996)
(commercial success); In re Antor Media Corp., 689 F.3d
1282, 1293 (Fed. Cir. 2012) (licensing); Wm. Wrigley Jr. Co.
v. Cadbury Adams USA LLC, 683 F.3d 1356, 1364 (Fed. Cir.
2012) (copying); Ormco Corp. v. Align Tech., Inc., 463 F.3d
1299, 1313 (Fed. Cir. 2006) (failure of others); Rambus Inc.
v. Rea, 731 F.3d 1248, 1256 (Fed. Cir. 2013) (long-felt need);
Kao, 639 F.3d at 1069 (unexpected results); Stamps.com
Inc. v. Endicia, Inc., 437 F. App’x 897, 905 (Fed. Cir. 2011)
(skepticism); Muniauction, Inc. v. Thomson Corp., 532 F.3d
1318, 1328 (Fed. Cir. 2008) (praise).”
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PTAB Requires Nexus (con’t)
•

Gnosis (con’t)
― PTAB rejected objective evidence
― “Thus, for objective evidence to be accorded substantial
weight, the record ‘must establish a nexus between the
evidence and the merits of the claimed invention.’ . . . .
Moreover, establishing nexus involves a showing that novel
elements in the claim, not prior-art elements, account for the
objective evidence of nonobviousness. . . . As the Federal
Circuit explains, ‘[t]o the extent that the patentee
demonstrates the required nexus, his objective evidence of
nonobviousness will be accorded more or less weight.’ . . .
Thus, the stronger the showing of nexus, the greater the
weight accorded the objective evidence of nonobviousness.”
[citations omitted]
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Sample Expert Declaration Dealing with
Objective Evidence
This declaration establishes that there would have been no
reasonable expectation of success of the claimed subject matter by
showing:
1) significant unexpected results in the teeth of strong skepticism
by FDA experts and fulfillment of a long-felt need;
2) the claimed subject matter is reasonably commensurate in scope
with commercial success, coupled with a nexus between that
commercial success and the merits of the claimed invention;
3) the claimed subject matter is neither necessarily present or
inherently anticipated, nor in any way suggested by the
reference.
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Sample Expert Declaration Dealing with
Objective Evidence
In particular, the declaration of Dr.
supports the
patentability of claims
, as amended, by providing expert
opinion establishing significant unexpected results for the claimed
subject matter in the face of skepticism by experts in the field. To
do so, the
declaration establishes that the drug
product
capsules comprising mg of
achieved results
which were significant and unexpected, i.e., they could not have
been expected (reasonably predicted), given the previous, but
largely inadequate, treatments for the cutaneous manifestations of
cutaneous
in patients who are refractory to at least
one prior systemic therapy.
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Sample Expert Declaration Dealing
with Commercial Success Commensurate
in Scope with Claim
• “In other words, the commercial success would be
expected for each mg amount across the
mg range.
That testimony of course, applies with equal force to new
claim
.”
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Commensurate in Scope:
Commercial Success
In re Glatt Air Techniques, 630 F.3d 1026 (Fed. Cir. 2011)
•

Board: Upheld obviousness rejection.

•

FC: Reversed.
― No prima facie case of obviousness made out by PTO.
― “Under the PTO's logic, there would never be commercial success evidence
for a claim that covers more than one embodiment. Rather, we have
consistently held that a patent applicant “need not sell every conceivable
embodiment of the claims in order to rely upon evidence of commercial
success.” quoting In re DBC, … Commercial success evidence should be
considered “so long as what was sold was within the scope of the claims.”
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Commensurate in Scope:
Commercial Success
Applied Materials, Inc. v. Adv. Semiconductor Materials Am., Inc.,
98 F.3d 1563 (Fed. Cir. 1996)
•

DC: Claim not obvious.

•

FC: Affirmed.
― “the determination of obviousness, vel non, requires that all the
evidence be considered together.”
― Applied Materials presented objective evidence of commercial success,
unsuccessful attempts by competitors and industry skepticism.
― ASM argued that the objective evidence of commercial success was
broader than Applied Materials' successful commercial embodiment.
― “However, a patentee need not show that all possible embodiments
within the claims were successfully commercialized in order to rely on
the success in the marketplace of the embodiment that was
commercialized.”
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Commensurate in Scope:
Commercial Success

46

Sample Expert Declaration Dealing
with Objective Evidence
“And that is not all. The declaration of
provides factual testimony
supporting the patentability of claims
by laying a foundation
establishing significant commercial success of the
capsules
comprising mg of
,
such as purchase of rights to those
capsules by other pharmaceutical companies, copying of those capsules
by generic manufacturers, and significant market share and sales growth
for the capsules, even though competing FDA-approved products are
available. Mr.
also lays the predicate for concluding that there is a
nexus between the commercial success and the merits of the claimed
inventions recited in claims
. That is especially because market
share has remained stable even though promotional costs have declined.
And those claims are reasonably commensurate in scope with the
commercial success.”
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Sample Expert Declaration Dealing
with Objective Evidence
“As explained at the interview, Federal Circuit case law binding on the USPTO
establishes that commercial success establishes the patentability of a claim
broader in scope that the single embodiment of commercial success shown
within the claim. See In re Glatt, 630 F.3d 1026, 1030 (Fed. Cir. 2011) and
Applied Materials, Inc. v. Adv. Semiconductor Materials Am., Inc., 98 F.3d 1563,
1570 (Fed. Cir. 1996).”
“In addition, In re Hollingsworth, 253 F.2d 238 (CCPA 1958), cited in MPEP
716.03(a)(II), also shows that one embodiment having commercial success within
the scope of new claims
can be sufficient to show non-obviousness
over the claims of the
patent.”
“If a particular range in claimed, applicant does not need to show commercial success at every
point in the range….[W]here substantial commercial success is achieved at an apparently typical
point within those ranges, and the affidavits definitely indicate that operation throughout the
claimed ranges approximates that at the particular points invovled in the commercial operation,
we think the evidence as to commercial success is persuasive.”
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Example Where Objective Evidence in “Record”
Successfully Used by Patent Owner
to Get IPR Petition Denied
Omron Oilfield & Marine, Inc. v. Md/Totco, A Division Of
Varco, L.P., IPR2013-00265, Paper 1 (PTAB May 3, 2013)
― Petition acknowledged objective evidence of nonobviousness
overcame rejections in ex parte reexamination, but stated
that:
― “This Petition presents prior art that was not considered
during the prosecution of the ’142 patent and the two
reexaminations. The Patent Owner’s evidence of secondary
considerations will be unable to overcome the strong
showing of obviousness set forth in this Petition.”
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Example Where Objective Evidence in “Record”
Successfully Used by Patent Owner
to Get IPR Petition Denied
Omron, IPR2013-00265, Paper 10 (PTAB Aug. 6, 2013)
― POPR argued that “Petitioner’s arguments for obviousness in its
petition are identical to the disclosures already considered by
the PTO in analyzing obviousness.”
― “[T]he PTO has already determined the overpowering evidence of
secondary considerations of non-obviousness overcomes even a prima
facie case[.]”

― Declarations in the record of reexaminations supporting objective
evidence of nonobviousness.
― “These secondary factors remain unchanged.”
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Example Where Objective Evidence in “Record”
Successfully Used by Patent Owner
to Get IPR Petition Denied
Omron, IPR2013-00265, Paper 11 (PTAB Oct. 31, 2013)
― PTAB: Petition denied.
― Petitioner established a prima facie case of obviousness,
but the objective evidence of nonobviousness provided to
the examiner during a reexamination was persuasive.
― “we determine that Patent Owner has presented sufficient
evidence to establish a prima facie case of nexus.”
― “Petitioner does not rebut any of this evidence. This lack of a
rebuttal serves to bolster the case for commercial success.”
― “We find that the ’142 Patent had significant commercial
success, which, here, overcomes the prima facie case of
obviousness.”
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Example Where Objective Evidence Successfully
Used by Patent Owner Avoid Unpatentability
Determination in FWD
Intri–Plex Technologies, Inc. v. Saint–Gobain Performance Plastics Rencol Ltd.,
IPR2014–00309, Paper 83 (PTAB March 23, 2014)
•

Patent Owner submitted objective evidence of nonobviousness via a declaration
(prepared for the IPR) supporting the Patent Owner Response.

•

PTAB: Final Written Decision that Intri-Plex did not meet its burden of showing
challenged claims unpatentable.
― “we determine that the first three Graham factors favor a determination that the
challenged claims are obvious. However, a proper obviousness determination requires a
consideration of all factors, and we determine that Saint-Gobain’s case for
nonobviousness based on secondary considerations is particularly strong, and outweighs
the other three factors. In particular, we are persuaded that our finding of commercial
success is particularly strong, …. Indeed, we determine that commercial success alone
sufficiently outweighs the other three factors, and that our finding of copying merely
strengthens further our finding that secondary considerations weigh in favor of SaintGobain.”
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Prosecution Declarations and
Objective Evidence
Phigenix, Inc. v. Immunogen, Inc., IPR2014-00676
•

Petition challenged 8 claims; 8 asserted grounds.
― Submitted prosecution declarations as exhibits.
― Argued that the declarations submitted to overcome examiner’s rejection did not in
fact prove unexpected results and lack of reasonable expectation of success.

•

POPR:
― Petitioner failed to establish a reason to combine the prior art with a reasonable
expectation of success
― Petitioner failed to properly account for objective indicia of nonobviousness as
discussed in prosecution declarations.
―
―
―
―

Unexpected results from clinical trials
Praise in the industry
long-felt need
commercial success

― Cited Omron Oilfield & Marine, Inc. v. MD/Totco, to support denial because petition fails to
"challenge the merits of Patent Owner's secondary consideration evidence" of record.
53

Prosecution Declarations and
Objective Evidence
Phigenix, Inc. v. Immunogen, Inc., IPR2014-00676
•

PTAB instituted IPR on all challenged claims on one asserted ground.
― “Petitioner has established a reasonable likelihood that it would prevail in showing
prima facie obviousness, i.e., that an ordinary artisan would have had reason to make
immunoconjugates as described in Chari 1992 using huMAB4D5-8 disclosed in the
HERCEPTIN® Label, with a reasonable expectation of success in making them.”
― Considered objective evidence, but decided that Petitioner had made sufficient
showing for institution.
― The prosecution declarations addressed “a rejection during prosecution based on different references
than those cited in asserted grounds in the Petition.”

Maybe could have
obtained denial
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― “In addition, Patent Owner evidence of record at this time do not address adequately considerations
such as whether evidence of objective indicia are reasonably commensurate with the scope of the
challenged claims, whether a sufficient nexus exists between such evidence and the merits of the
claimed invention, or whether evidence of unexpected results establishes a difference between the
results obtained and those of the closest prior art.”

Prosecution Declarations and
Objective Evidence
Phigenix, Inc. v. Immunogen, Inc., IPR2014-00676, Paper 39 (PTAB
Oct. 27, 2015)
•

PTAB FWD: All claims survived (not shown to be unpatentable).
― “viewing the record as a whole, Petitioner does not persuade us that a preponderance
of the evidence establishes that a skilled artisan would have had a reasonable
expectation of success in 2000 that a Herceptin®- maytansinoid immunoconjugate
would be useful in the treatment of breast tumors in humans[.]”
― “Petitioner has not established by a preponderance of the evidence that a skilled
artisan would have had reason to combine the teaching of the cited references to
make the immunoconjugates of claim 6 and 8.”
― “Although failure to establish a reason to combine the cited teachings is sufficient, by
itself, to conclude non-obviousness, Patent Owner cites substantial evidence of
objective indicia of non-obviousness in relation to claim 8, which is directed to the TDM1/Kadcyla® commercial product.”

55

Prosecution Declarations and
Objective Evidence
Phigenix, Inc. v. Immunogen, Inc., IPR2014-00676, Paper 39 (PTAB Oct.
27, 2015)
•

PTAB FWD: (con’t)
― Objective evidence
― unexpected superior results as compared to closest prior art compositions
― fulfilling a long-felt and unmet need for an immunoconjugate capable of targeting a solid tumor in
patients without excessive toxicity.
― praise in the field
― commercial success: sales and prescription data, marketing and promotional efforts.

― “we are persuaded that Patent Owner establishes a sufficient nexus in relation to the
cited objective evidence of nonobviousness.”
― “The specification of the 856 patent discloses, and claim 8 recites, the very components
that led to the unexpected results, praise and commercial success. . . . Patent Owner
sufficiently establishes that it is the exact combination of those components recited in
claim 8, rather than different components previously combined in the prior art, that
provided the unexpected results at issue, and led to praise and commercial success.”
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Example Where Objective Evidence in “Record”
Insufficient for IPR Denial, But Door Open for
Additional Discovery
• Chevron North America, Inc. v. Milwaukee Electric
Tool Corp., IPR2015-00596
•

Paper 6 (Jan. 21, 2015): Petition argued that “Contrary to
Milwaukee’s assertions during the inter partes reexamination,
secondary considerations do not support a finding of
nonobviousness, including any alleged commercial success and
praise of Milwaukee’s V28 battery pack, long-felt need, or failure
of others.”

•

Paper 18 (PTAB May 3, 2015): POPR argued that prosecution and
reexamination declarations describing objective evidence of
nonobviousness supported the nonobviousness of the claims and
Petitioner did not rebut.
― All claims confirmed in 3 inter partes reexaminations and 5 ex
parte reexaminations.
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Example Where Objective Evidence in
“Record” Insufficient for IPR Denial, But Door
Open for Additional Discovery
• Chevron North America, Inc. v. Milwaukee Electric Tool Corp.,
IPR2015-00596
•

Paper 18 (PTAB May 3, 2015)(con’t):
― POPR supported by inter partes reexamination declarations of Zeiler
(co-inventor) and Blomgren.
― POPR supported by prosecution declaration of Meyer (inventor).
―

Claims issued after Meyer declaration testifying to objective evidence of
nonobviousness.

― Declarations:
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―

No one had been able to adapt lithium-ion batteries for use in high-power
hand-held power tools.

―

Industry praise: “seven different awards that were conferred on
[Milwaukee’s V28® product line ‘because of the persistent industry need
that it solved.’”

―

Numerous competitor licenses.

Example Where Objective Evidence in “Record”
Insufficient for IPR Denial, But Door Open for
Additional Discovery
• Chevron North America, Inc. v. Milwaukee Electric Tool Corp.,
IPR2015-00596
•

Paper 24 (PTAB July 31, 2015): PTAB instituted.
― “At this early stage, Patent Owner’ s evidence, however, is
insufficient to establish commercial success.”
―

No actual sales or market share data, no showing specifically how long
this need existed and was unmet.

― “Our final decision will be based on the record as fully developed
during trial.”

•

Paper 28 (PTAB Oct. 19, 2015): Granted authorization for Patent
Owner to motion for additional discovery.
― According to Patent Owner, documents known to exist from
related district court litigation contain information relevant to
and inconsistent with Petitioner’s arguments relating to the
objective evidence.
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When To Use Prosecution
Declarations?
• Use in Patent Owner Preliminary Response (POPR) to
obtain denial of IPR petition.
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•

Claims survive (-> no patent owner estoppel).

•

Denial cannot be appealed.

•

No Final Written Decision (-> no estoppel on petitioner).

Consider Filing Patent Owner Preliminary Response
(POPR) - May Make A Difference!
Draw PTAB’s Attention to Existing Declarations
(Sample from Bio/Pharma IPR Institution Decisions)

Source: Finnegan research; 234 institution decisions as of Sept. 30, 2015.
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Declarations with POPR: Different
Reactions from Different Panels
•
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NHK Seating Of America, Inc. v. Lear Corp., IPR2014-01200
•

Patent Owner used the POPR to dispute the prior art status of one of the
cited references, relying on an inventor declaration prepared for an
earlier ex parte reexamination.

•

Paper 7 (PTAB Feb. 3, 2015)(Rice, Weatherly, DeFranco): PTAB rejected
the argument as “premature” because Petitioner “had no opportunity to
cross examine” the declarant.

•

There is no cross-examination provided for in the IPR process unless a trial
is instituted.

•

Patent Owner then raised the argument again in its Patent Owner
Response filed April 13, 2015.

Declarations with POPR: Different
Reactions from Different Panels
•

63

Motorola Mobility LLC v. Intellectual Ventures I LLC, IPR2014-00501
•

Patent Owner relied on an inventor declaration submitted during
prosecution to establish a priority date.

•

Paper 13 (P.T.A.B. Sept. 10, 2014)(Kim, Scanlon, Kalan): PTAB analyzed
and decided the issue without any comment about cross-examining the
declarant.

•

See also, Purdue Pharma L.P. v. Depomed, Inc., IPR2014-00377, Paper 9,
at 23 (P.T.A.B. July 10, 2014): PTAB undertook an extensive analysis of
priority dates in the institution decision, and concluded that the
Petitioner had not shown that the reference was prior art to two
challenged claims.

Take Aways
• Strategic use of prosecution or litigation
declarations.
• Exist prior to and not prepared in view of
current IPR.
• Try to make sure to establish nexus between
the objective evidence and the merits of the
claimed invention.
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Take Aways
• Solid evidentiary showings and/or possibly
declarations, in addition to on-point legal
arguments, may help to develop strong patentability
records.
• Prudently establishing such records during
prosecution could support Patent Owner's efforts to
persuade the PTAB that Petitioner does not have a
“reasonable likelihood” of success and thus achieve
denial of institution.
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Take Aways
• The PTAB desires to have cases front-loaded to make the most
efficient use of the its resources by allowing it to make the
institution decision based on the most information possible.
• If Patent Owner has relevant and compelling information in the
prosecution history, or in related proceedings, such as
reexamination or litigation, that could well help Patent Owner
convince the PTAB to deny the petition. In particular, in the
POPR, Patent Owner can tell the PTAB in a concise, compelling
argument why the petition should be denied.
• Such concise and compelling arguments can help the PTAB
achieve both the policy objective that IPR proceedings be
“just, speedy, and inexpensive” and the statutory objective of
resolution 12-18 months from institution.
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Take Aways
• Currently, in the POPR, Patent Owner cannot
“present new testimony evidence beyond that
already of record.”
• This may change in the future, but for now, to
defeat institution, Patent Owner should be able, in
the POPR, to rely on declarations setting forth
objective evidence of nonobviousness originating
from the prosecution or even from other publicly
available documents, such as from reexamination
and litigation that are not “new testimony
evidence.”
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Take Aways
• Even if petition granted, the POPR may lead to the
trial being instituted on fewer grounds and/or fewer
claims than challenged in the petition -> still a
positive development for a Patent Owner now faced
with a trial narrower in scope.
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Thank You!

Contact Information:
Jonathan Stroud
jonathan@unifiedpatents.com
Tom Irving
tom.irving@finnegan.com
Wen Li
wen.li@finnegan.com
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