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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
1-877-447-0294 and enter your Conference ID and 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
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In order for us to process your continuing education credit, you must confirm your
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that you will receive immediately following the program.
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If you have not printed the conference materials for this program, please
complete the following steps:
•

Click on the link to the PDF of the slides for today’s program, which is located
to the right of the slides, just above the Q&A box.

•

The PDF will open a separate tab/window. Print the slides by clicking on the
printer icon.

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 and
Finnegan, Henderson, Farabow, Garrett & Dunner, LLP (including Finnegan Europe
LLP, and Fei Han Foreign Legal Affairs Law Firm) 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 or
their firms. 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. The presenters are indebted to Stacy Lewis, law clerk at Finnegan,
for her work on preparing the slides.
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Satisfying §112
• Careful drafting to ensure compliance with §112(a)
pays dividends in both prosecution and litigation, as
well as in IPRs and PGRs before PTAB.
• Establish as clear and comprehensive a record as is
practically possible during drafting and prosecution.

• USPTO Examiner Training Materials for §112 found
at https://www.uspto.gov/learning-andresources/examiner-training-materials
• MPEP §§ 2161-2164
• MPEP § 2174
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35 U.S.C. §112(a)
(a) IN GENERAL.—The specification shall contain a
written description of the invention and of the
manner and process of making and using it, in such
full, clear, concise and exact terms as to enable any
person skilled in the art to which it pertains, or with
which it is most nearly connected, to make and use
the same, and shall set forth the best mode
contemplated by the inventor or joint inventor of
carrying out the invention.
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Written Description And Enablement
Are Separate Requirements
•

Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555 (Fed. Cir. 1991)
•

•

•

“35 U.S.C. § 112, first paragraph, requires a ‘written description of the invention’ which
is separate and distinct from the enablement requirement. The purpose of the ‘written
description’ requirement is broader than to merely explain how to ‘make and use’; the
applicant must also convey with reasonable clarity to those skilled in the art that, as of
the filing date sought, he or she was in possession of the invention.“
The district court's requirement that the drawings “describe what is novel or
important” was an error; no “gist” or “heart” of invention test.

Ariad Pharmaceuticals v. Eli Lilly, 598 F.3d 1336 (Fed. Cir. 2010) (en banc)
•
•
•
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Enablement and written description are separate requirements.
Question of fact how much disclosure is required; no bright-line rule: “the level of detail
required …varies depending on the nature and scope of the claims and on the
complexity and predictability of the relevant technology.”
Obviousness not enough: “a description that merely renders the invention obvious
does not satisfy the requirement”

South Corp. v. U.S., 690 F.2d 1368, 1369
(Fed. Cir. 1982)
• “The court sits in banc to consider what case law, if any, may
appropriately serve as established precedent. We hold that
the holdings of our predecessor courts, the United States
Court of Claims and the United States Court of Customs and
Patent Appeals (CCPA), announced by those courts before the
close of business September 30, 1982, shall be binding as
precedent in this court.”
• And all of those CCPA cases were en banc.
• Many, many are relied on in the MPEP.
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CCPA Cases and PTAB
Many of the CCPA cases to be discussed were
appeals of ex parte cases from the Patent Office.
 CCPA cases are a great source of authority to cite in
support of arguments made to and in preparation for
argument before the Patent Trials and Appeal Board
(PTAB).
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CCPA Case Law on Enablement
• Requirement is dynamic.
•

In re Jolles, 628 F.2d 1322 (C.C.P.A. 1980)

• How to make and use the invention judged as of filing date.
•

In re Hogan, 559 F.2d 595 (C.C.P.A. 1977)

• Claims enabled throughout scope.
•

In re Robins, 429 F.2d 452 (CCPA 1970)

• Examples are not necessarily required; question is whether a POSITA could
practice the invention without undue experimentation.
•
•

In re Robins, 429 F.2d 452 (CCPA 1970)
In re Borkowski, 422 F.2d 904 (CCPA 1970)

• Enablement even if inoperative embodiments.
•

In re Angstadt, 537 F.2d 498 (CCPA 1976)
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CCPA Case Law on Enablement
• Some activity plus knowledge of use of activity = enabled.
•

In re Bundy, 642 F.2d 430 (CCPA 1981)

• Only objective enablement required.
•

In re Marzocchi, 439 F.2d 220 (CCPA 1971)

• No basis for doubting activity/utility.
•

In re Gardner, 475 F.2d 1389 (CCPA 1973)

• Claim construction precedes enablement inquiry.
•

In re Moore, 439 F.2d 1232 (CCPA 1971)

• Inquiry based on POSITA
•
•

In re Marosi, 710 F.2d 799 (CCPA 1983)
Gore v. Garlock, 721 F.2d 1540 (Fed. Cir. 1983)
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See also, MPEP
§2164.01-§2164.08

Factors for Enablement
In re Wands, 858 F.2d 731 (Fed. Cir. 1988)
(“Wands Factors”)
1.

Quantity of experimentation necessary;

2.

Amount of direction or guidance provided;

3.

Presence or absence of examples;

4.

Nature of the invention;

5.

State of the prior art;

6.

Relative skill of those in the art;

7.

Predictability or unpredictability of the art; and

8.

Breadth of the claims.
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Incorporation By Reference For Enablement May
Bring In Unwanted Material
• Often convenient to incorporate well-known procedures by reference to
previous publication or other accessible source but BE CAREFUL!!
• Subject matter well-known in the art need not be incorporated into a
specification at all.
• In re Howarth, 654 F.2d 103 (C.C.P.A. 1981)
•

When “essential material” has been improperly incorporated by reference, the
defect can be cured, under certain circumstances, by amending the specification
to recite the teachings in the reference.

• MPEP §2163.07(b) and § 608.01(p).
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Enablement: Legal Standards
35 U.S.C. §112(a)
In Court: Claims are not
enabled when, at the effective
filing date of the patent, one
of ordinary skill in the art
could not practice their full
scope without undue
experimentation. MagSil Corp.
v. Hitachi Global Storage
Techs., Inc., 687 F.3d 1377,
1380–81 (Fed. Cir. 2012).
15

In the USPTO: MPEP 2164.01

Did the “disclosure, when filed,
contain[] sufficient information
regarding the subject matter of the
claims as to enable one skilled in the
pertinent art to make and use the
claimed invention[?]”
“The standard for determining
whether the specification meets the
enablement requirement…: is the
experimentation needed to practice
the invention undue or
unreasonable? … In re Wands, 858
F.2d 731, 737, …(Fed. Cir. 1988).”

Strategies for Avoiding/Overcoming
Lack of Enablement Arguments
• Consider expert declaration to support what a
POSITA would understand.
• Consider reissue possibilities.
• Consider continuation possibilities.
• Stay mindful of how arguments may impact claim
construction and nonobviousness positions.
• Establishing high level of skill in the art may be in
the best interest of a patent applicant for
overcoming enablement rejection.
• Establishing low level of skill in the art may be in the
best interest of a patent applicant for overcoming
obviousness rejection.
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CCPA Case Law on Written Description
•

What does the POSITA recognize was in possession of the inventors?
•

•

In ipsis verbis support is not always required.
•

•

In re Gardner, 475 F.2d 1389 (CCPA 1973)

Claim can be broader than disclosure.
•

•

In re Oda, 443 F.2d 1200 (CCPA 1971)

Original claim can constitute written description.
•

•

In re Wertheim, 541 F.2d 257 (CCPA 1976)

Written description when posita’s knowledge of error also provides knowledge of
correction
•

•

In re Wertheim, 541 F.2d 257 (CCPA 1976)

In re Rasmussen, 650 F.2d 1212 (CCPA 1981)

Use of provisos allowed.
•

In re Johnson, 558 F.2d 1008 (C.C.P.A. 1977)
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See also, MPEP §2163,
2173.05(i)

Written Description Legal Standard
35 U.S.C. §112(a)
In Court: AbbVie Deutschland
GmbH & Co., KG v. Janssen
Biotech, Inc., 759 F.3d 1285
(Fed. Cir. 2014):
“the written description
requirement with respect to
particularly claimed subject
matter is met if the specification
shows that the stated inventor
has in fact invented what is
claimed, that he had possession
of it.”
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In the USPTO: MPEP 2163.02
Standard for Determining
Compliance With the Written
Description Requirement
“the fundamental factual inquiry is
whether the specification conveys
with reasonable clarity to those
skilled in the art that, as of the filing
date sought, applicant was in
possession of the invention as now
claimed.”

Options To Resolve WD Issues
Consider expert declaration to support what a POSITA would understand.

•

•

But always be very careful with declarations!

•

Consider inherency arguments.

•

Consider amending claims; provisos.
•
•
•

Reissue;
Continuations;
Motion to amend in post-grant proceeding.

•

Certificate of Correction to correct priority claim.

•

During prosecution, attack WD rejection for lack of reasonable basis. There is a
presumption that there is a sufficient written description. Examiner has to get
over that presumption first.
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Recent Life Science §112(a)
Federal Circuit Cases

20

Written Description Support of a
Provisional Application
• Merck v. Microspherix, 2020 U.S. App. LEXIS 18269 (Fed. Cir. June 9,
2020)
― Patent owner attacked priority claim of asserted reference and
petitioner attacked priority claim of patent at issue.
― PTAB: patent claim entitled to priority date of provisional
application for all but 2 claims and asserted reference was not.
― FC: Affirmed.
― Note: Merck argued a specific limitation not supported but that
limitation was not recited in the claims at issue.
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Written Description Support of a
Provisional Application
• Purdue Pharma L.P. v Iancu, 767 Fed. Appx. 918 (Fed. Cir. April 17,
2019)
― Patent owner attacked priority claim of asserted reference and PTAB held
claims not entitled to priority date of provisional application.
― PTAB: Claims not entitled to priority date; unpatentable as obvious.
― The provisional and the draft application merely include "laundry list"
disclosures of possible gelling agents, in which "[HPMC] . . . [PEO] . . . and
mixtures thereof" are among a large number of other possible gelling agents.”
― No "specific[] named or mentioned the combination in any manner."

― FC: Affirmed.
― “Purdue never met its burden to show that the '376 patent is entitled to claim
the benefit of the '534 application's filing date.”
― “Such ‘laundry list’ disclosures do not provide adequate specificity to
constitute written description support for Purdue's claim of priority. To be
sure, the language ‘mixtures thereof’ suggests the possibility of combining two
or more of the listed gelling agents. Without more, however, that language
fails to highlight any preference for how many and which gelling agents to
combine.”
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Written Description Support Of
Priority Application
•

Immunex Corp. v. Sandoz Inc., 964 F.3d 1049 (Fed. Cir. 2020)
― Sandoz: the priority application did not include written description
support for (1) the full-length p75 DNA sequence; and (2) the claimed
p75-IgG1 fusion protein.
― DC: Claims valid.
― FC: Affirmed.
― The specification indicates the inventors possessed the full-length
p75 DNA sequence (description and examples) and “the claimed p75IgG1 fusion protein.”
― Also, the full-length p75 sequence was known in the prior art.
― “It is well-established that a patent specification need not re-describe
known prior art concepts.”
― “[A]ctual reduction to practice is not required to show possession.”
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Examples Provide WD Support
Allergan, Inc. v. Sandoz Inc., 796 F.3d 1293 (Fed. Cir. 2015)
•

Representative Group I composition claim:
― 2. A composition having a pH of about 7.3 which comprises about 0.01%
bimatoprost, about 200 ppm benzalkonium chloride, citric acid monohydrate,
a phosphate buffer, and NaCl wherein said composition is an aqueous liquid
which is formulated for ophthalmic administration.

•

Representative Group I method claim:
― 1. A method of lowering elevated intraocular pressure in a patient with openangle glaucoma or ocular hypertension which comprises applying to the eyes
of the patient an aqueous solution comprised of: about 0.01% w/v
bimatoprost; about 200 ppm benzalkonium chloride; the solution having a pH
of about 7.3; a phosphate buffer; and water.
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Examples Provide WD Support
Allergan (con’t)
•

Group II claims:
― 1. A first composition administered once daily for lowering intraocular pressure in a
person with glaucoma or ocular hypertension, the first composition comprising about
0.01% w/v bimatoprost and about 0.02% w/v benzalkonium chloride, wherein the first
composition lowers intraocular pressure and results in less hyperemia as compared to the
once daily administration of a second composition comprising 0.03% w/v bimatoprost and
0.005% w/v benzalkonium chloride.
― 7. A first composition administered once daily for lowering intraocular pressure in a
person with glaucoma or ocular hypertension, the first composition comprising about
0.01% w/v bimatoprost and about 0.02% w/v benzalkonium chloride, wherein the first
composition lowers intraocular pressure without a substantial reduction in the
intraocular pressure lowering benefit provided by the once daily administration of a
second composition comprising 0.03% w/v bimatoprost and 0.005% w/v benzalkonium
chloride.
― 8. The composition of claim 7 wherein the once daily administration of the first
composition results in less hyperemia as compared to the once daily administration of the
second composition.
25

Examples Provide WD Support
Allergan (con’t)
•

Specifications
― Describe a composition comprising 0.005% to 0.02% bimatoprost and 100 ppm to 250 ppm
BAK, which is an aqueous liquid “formulated for ophthalmic administration” and “useful in
treating glaucoma or ocular hypertension”
― Specifically describe a formulation comprising 0.01% bimatoprost and 200 ppm BAK as a
“best mode” of the invention.
― Disclose in vitro and in vivo experimental data in rabbits, showing that increasing the
concentration of BAK from 50 ppm to 200 ppm significantly increased the permeability of
bimatoprost across ocular membranes.
― Constructive example describes the once-daily ophthalmic administration to a glaucoma
patient of a formulation containing 0.015% bimatoprost, 125 ppm BAK, and 0.015% EDTA.
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Examples Provide WD Support
Allergan (con’t)
•

Fed. Cir.: Affirmed that claims not invalid for lack of written
description or enablement or obviousness and infringed literally and
under doctrine of equivalents.
― “the specifications of the asserted patents provide an adequate written
description of the invention claimed by the Group II claims.”
― Claims enabled from in vivo and in vitro data and constructive examples.

― “A claim that recites a property that is necessarily inherent in a formulation
that is adequately described is not invalid as lacking written description
merely because the property itself is not explicitly described.”
― But, “the district court erred by relying on the undisclosed clinical protocol to
support its written description determination.”
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Publicly Available Meets WD Requirement
• Enzo Biochem, Inc. v. Gen-Probe, Inc., 323 F.3d 956 (Fed. Cir. 2002)
•

Enzo's deposits, incorporated by reference in the specification, met the
written description requirement because a POSITA, reading the accession
numbers in the patent specification, could obtain the claimed sequences
from the ATCC depository.
― “reference in the specification to a deposit in a public depository,
which makes its contents accessible to the public when it is not
otherwise available in written form, constitutes an adequate
description of the deposited material sufficient to comply with the
written description requirement of § 112, P 1.”
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No Enablement
• Idenix Pharms. v. Gilead Sciences Inc., 941 F.3d 1149 (Fed. Cir. 2019)
•

Claim 1. A method for the treatment of a hepatitis C virus infection, comprising
administering an effective amount of a purine or pyrimidine ß-D-2'-methyl-ribofuranosyl
nucleoside or a phosphate thereof, or a pharmaceutically acceptable salt or ester
thereof.

•

DC: Invalid for lack of enablement.

•

FC: Affirm.
― “On the evidence presented, a reasonable jury could only have concluded that at least
‘many, many thousands’ of candidate compounds exist…. The specification contains 18
Formulas, each of which is represented by a diagram with variables at multiple positions.”
― “the '597 patent does not provide enough meaningful guidance or working examples, across
the full scope of the claim, to allow a POSA to determine which 2'-methyl-up nucleosides
would or would not be effective against HCV without extensive screening. The immense
breadth of screening required to determine which 2'-methyl-up nucleosides are effective
against HCV can only be described as undue experimentation.”
― Cannot fill gap with knowledge of POSITA to supply “the novel aspects of the invention[.]”
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Or Written Description
• Idenix (con’t)
FC: Also, invalid for lack of written description.
― Does “the '597 patent demonstrate[] that the inventor was in possession of
those 2'-methyl-up nucleosides that fall within the boundaries of the claim
(i.e., are effective against HCV), but are not encompassed by the explicit
formulas or examples provided in the specification”?

•

― “[N]either the '597 patent nor any of its predecessor applications discloses a
2'-methyl-up 2'-fluoro-down nucleoside, including in any formulas or
examples.”
― Specification “fails to provide sufficient blaze marks to direct a POSA to the
specific subset of 2'-methyl-up nucleosides that are effective in treating HCV.”
― “We are mindful of Ariad's caution that written description does not require "a
nucleotide-by-nucleotide recitation of the entire genus." …The purpose of that
rule is to allow relatively few representative examples or formulas to support
a claim on a structurally similar genus. …It does not extend to this case, where
the specification lists tens or hundreds of thousands of possible nucleosides,
substituent-by-substituent, with dozens of distinct stereo-chemical structures,
and yet the compound in question is conspicuously absent.”
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“Equivalent”Disclosure
•
Nalproprion v. Actavis Labs., No. 2018-01221 (Fed. Cir. Aug. 15,
2019)
―
―
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Claimed a method for treating obesity.
Actavis argued claim lacked adequate written description support because
claimed dissolution profile was achieved using the USP Apparatus 2 Paddle
Method (“USP 2”), but the specification disclosed data obtained using the
different USP Apparatus 1 Basket Method (“USP 1”).

―

DC: Not invalid.
―
Court credited Nalpropion’s expert on what a POSITA would understand.

―

FC: Affirmed.
―
“While as a general matter written description may not be satisfied by socalled equivalent disclosure, in this case, buttressed by the district court’s
fact-finding, and where the so-called equivalence relates only to resultant
dissolution parameters rather than operative claim steps, we affirm the
district court’s conclusion. Rigidity should yield to flexible, sensible
interpretation.”

Enablement
Verinata Health v. Ariosa Diagnostics, 809 Fed. Appx. 965 (Fed. Cir. April 24, 2020)
―

Claim 1. 1. A method for determining a presence or absence of a fetal
aneuploidy in a fetus for each of a plurality of maternal blood samples . .
. comprising fetal and maternal cell-free genomic DNA, said method
comprising: …
―
(f) . . . determining the presence or absence of a fetal aneuploidy
comprising using a number of enumerated sequence reads
corresponding to the first chromosome and a number of enumerated
sequence reads corresponding to the reference chromosome of (e).

―

Jury: patents valid and infringed.

―

DC: denied JMOL of invalidity and noninfringement.
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Enablement
Verinata (con’t)

•
―

―
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Ariosa: No enablement because the patent fails to disclose an algorithm
for determining the presence or absence of a fetal aneuploidy in the
context of a targeted sequencing approach as claimed in claim 1, step
(f).
FC: Affirmed.
―
Sufficient that statistical methods known in the art.

Recent Life Science §112(a)
PTAB Cases
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In IPRs and PGRs
• If Petitioner, attack priority claim of challenged claims in IPRs or PGRs
•

To show that asserted reference is prior art.

― ButamaxTM Advanced Biofuels LLC v. Gevo, Inc., IPR2013-00539, Paper 33 (PTAB
March 3, 2015).
― Baxter Healthcare Corp. v. Millenium Biologix, LLC, IPR2013-00591, Paper 8 (P.T.A.B.
March 21, 2014) and IPR2013-00583, Paper 9 (P.T.A.B. March 21, 2014).

•

To try to show claims are PGR-eligible.

― Mylan Pharms. Inc. v. Yeda Research & Development Co. Ltd., 2016-00010, Paper 9
(P.T.A.B. Aug. 16, 2016).
― Aradigm Corp. v. Insmed Inc., PGR2017-00021, Paper 10 (P.T.A.B. Nov. 15, 2017).

• If Patent Owner, attack priority claim of reference to remove it as prior art.
•

Globus Medical, Inc. v. Depuy Synthes Products, LLC, IPR2015-00099, Paper 15
(PTAB May 1, 2015).
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Breaking the Chain of an
Asserted Reference
Ariosa Diagnostics, Inc. v. Illumina, Inc., IPR2014-01093, Paper 14
(P.T.A.B. January 8, 2015)
PTAB instituted IPR on some of asserted grounds, but Patent Owner knocked
out one reference though by showing reference was not entitled to priority
date asserted.

•

― “as noted by Patent Owner …, in order to qualify as prior art under 34 U.S.C. §
102(e), the disclosure of the Straus Published Patent Application must be
supported by its parent application, … (“the '110 application”), of which Straus
is a continuation. See In re Schneider, 481 F.2d 1350, 1356 (CCPA 1973) …
Petitioner, therefore, has failed to demonstrate that there is a continuous chain
from the '110 application to Straus, such that the '110 application ‘satisfies the
requirements of § 112 with respect to the subject matter presently claimed,’ as
required by Schneider. Thus, we conclude that Petitioner has failed to
demonstrate that Straus is entitled to the filing date of its parent '110
application, and thus has not demonstrated that Straus is prior art to the '794
patent under 35 U.S.C. § 102 (a), (b), or (e).”
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Fending Off an Attack on the Priority
Date of a Claim
Hughes Network Systems, LLC v. California Institute of Technology,
IPR2015-00081, Paper 18 (P.T.A.B. April 27, 2015)
•

Petitioner argued patent claims not entitled to priority date benefit.

•

PTAB denied institution.
― Petitioner did not adequately explain which claim limitations were
unsupported.
― Patent Owner entitled to priority date benefit, so asserted references were
not prior art.
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Successful Priority Claim Attack Meant
Claims Eligible for PGR
US Endodontics, LLC v. Gold Standard Instruments, LLC, PGR201500019
• Petition granted because petitioner established claims not entitled to
priority date -> references were prior art to challenged claims.
•Also meant claims only given their actual filing date, which was after
March 16, 2013, so claims eligible for PGR!
•PGR instituted on § § 102, 103, and 112(a) grounds.
•Paper 54 (P.T.A.B. Dec. 28, 2016) Final Written Decision all instituted
claims unpatentable for lack of enablement, lack of written description,
and anticipation.
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Asserted Grounds in PGR Petitions:
§112(a) Asserted in Over 1/2 Petitions Filed
250

233

200
150

121

100
40

50
0
PGR petitions Raising 112a

Source: Finnegan research, as of Sept. 3, 2020.
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Granted and
include 112a
grounds

PGR FWDs
100%
90%
80%
70%

MtA, 2%
All claims survived,
17%
Mixed, 19%

MtA, 5%
All claims survived,
11%
Mixed, 16%

60%
50%
40%
30%

All claims
unpatentable, 62%

All claims
unpatentable, 68%

20%
10%
0%

PGR FWDs

PGR FWDs with 112a at issue

Source: Finnegan research, as of Sept. 3, 2020, 50 PGR FWDs. May be more than one ground per FWD.
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Petitioner's Priority Claim Attack
Successful
Dr. Reddy's Labs. v. Indivior UK Ltd., IPR2019-00329, Paper 49 (P.T.A.B. June 2,
2020)
―

41

Patent issued June 27, 2017 from application filed Jan. 6, 2016, claiming priority to
Aug. 7, 2009.

Petitioner's Priority Claim Attack
Successful
IPR2019-00329 (con’t)

•
―

Asserted anticipatory reference filed Aug. 7, 2009 and published Feb. 10,
2011.

―

September 9, 2016, pending claims 1–10 cancelled and new claims were
added which included the limitations: “about 40 wt % to about 60 wt % of
a water-soluble polymeric matrix”; “wherein the film comprises about
48.2 wt % to about 58.6 wt % of the water soluble polymeric matrix”;
“about 48.2 wt % of the water soluble polymeric matrix”; and “wherein
the weight ratio of (b):(a) is from about 1:3 to about 1:11.5”

―

Description in the priority chain application: “about 40% to about 60% by
weight” of the polymer component, which refers to “the total amount of
polymer components added together, without regard to the other
ingredients” (i.e. a different weight percentage than claimed in the ’454
patent).”

42

Petitioner's Priority Claim Attack
Successful
•

IPR2019-00329 (con’t)
―
Disclosure relied upon in application filed Aug. 7, 2009:
Original Claim 5. The composition of claim 1, wherein said polymeric carrier
matrix comprises at least one polymer in an amount of at least 25% by
weight of said composition.
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Petitioner's Priority Claim Attack
Successful
IPR2019-00329 (con’t)

•

•
PTAB FWD: Claims unpatentable as anticipated because claims not entitled
to priority date.
―

“wherein the film comprises about 48.2 wt% of the water soluble
polymeric matrix” supported by priority application.

―

(b):(a) ratios of 1:2.8 and 1:10.9 supported by the priority application,
but not range.

―

“about 40 wt% to about 60 wt%” and about 48.2 wt% to about 58.6 wt%”
not supported by priority application (“at least 25% by weight of the
composition”, no defined or bounded range of polymer weight
percentages).
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Claim Language In Written Description
Support Analysis
•

Ex parte Ismagilov, Appeal No. 2019-004109 (P.T.A.B. May 13, 2020)
―
Claim 1. An apparatus for determining the quantity of an
analyte present in a sample, the apparatus comprising:
―
―
―
―

―

―

45

a top plate comprising a plurality of areas arranged to form a plurality of
rows extending parallel to one another; and
a bottom plate comprising a plurality of areas arranged to form a
plurality of rows extending parallel to one another, and
a plurality of channels extending perpendicularly to the plurality of rows
of the bottom plate;
wherein the top plate and the bottom plate are assembled together so
that the top plate is on top of the bottom plate and the areas of the top
plate communicate with the areas of the bottom plate so as to form a
plurality of rows;
wherein at least one of the top plate and the bottom plate is configured
to slide relative to the other of the top plate and the bottom plate in
order to form a plurality of columns, with each of the plurality of
columns in communication with each of the plurality of channels; and
wherein the areas in the top plate and the areas in the bottom plate
extend at a 45 degree angle relative to the axis of a row.

Claim Language In Written Description
Support Analysis
•

Ex parte Ismagilov (con’t)
―

Rejected for lack of written description support in the
specification.

―

PTAB: Reversed.
―
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“[G]iven that claims 1–30 are originally-filed claims, the
originally-filed claims satisfy the written description
requirement for the disputed language. The Examiner does
not present any evidence or reasoning to explain why
persons skilled in the art would not recognize a
description of the invention defined by the claims in the
original disclosure, taking into account the originally-filed
claims.”

Successful Defense Against 112(a) Attack
•
Grunenthal GmbH v. Antecip Bioventures, PGR2019-00003, Paper 22
(P.T.A.B. May 5, 2020)
―

Claim 1. A method of treating pain associated with a joint comprising:
administering neridronic acid in an acid form or a salt form to a patient
who has suffered for at least 3 months with 1) pain associated with a
joint and 2) a pain intensity of 5 or greater easured using the 0–10
numerical rating scale (NRS) or 5 cm or greater using the 10 cm visual
analog scale (VAS).

―

PTAB: Claim did not lack written description support.
―
“It is well settled that ‘original claims constitute their own
description.’ In re Koller, 613 F.2d 819, 823 (CCPA 1980); see also In
re Gardiner, 475 F.2d 1389, 1391 (CCPA 1973).”
―
Issued claim language “virtually identical in language to the subject
matter of challenged claim 1. Accordingly, we determine that claim
1 constitutes its own description.”
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Successful Defense Against 112(a) Attack
Grunenthal (con’t)

•
―

PTAB: Claim enabled.
―

―
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“Even accepting that significant experimentation would be required
to determine the appropriate dose of neridronic acid for a given
patient, the information advanced in the Petition is insufficient to
establish that the experimentation would have been anything other
than straightforward, routine, and empirical, for one of skill in the
art.”
“Moreover, the information advanced in the Petition does not
account adequately for the general knowledge of the ordinarily
skilled artisan as demonstrated by [one of the asserted references].”

Wands Factors
•
Genome & Co. v. Univ. of Chicago, PGR2019-00002, Paper 40 (P.T.A.B. April
14, 2020)
―

Claim 1. A method of treating cancer in a human subject comprising coadministering to the subject an immune checkpoint inhibitor and a
bacterial formulation comprising bacteria of the genus Bifidobacterium.

―

PTAB considered all Wands factors
1)
Nature of invention – treating cancer;
2)
Level of ordinary skill in the art – high;
3)
Breadth of the claims – broad range of CPIs and any genus or strain
to treat broad range of cancers;
4)
Presence of working examples – provide little guidance;
5)
Amount of guidance in specification – limited, insufficient re CPI to
use or which cancers to treat;
6)
Predictability of the Art – low;
7)
Amount of Experimentation – significant.

49

Wands Factors
Genome (con’t)

•
―

PTAB conclusion:
―
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“applying the all the Wands factors, Petitioner has demonstrated by
a preponderance of the evidence that claims 1–17 and 19–28 are not
enabled. In reviewing the evidence of record, we find that the
nature of the invention that involves very broad claims, the high
level of skill required in such an unpredictable art, and the dearth of
working examples and lack of specific guidance on the full range of
CPIs and cancers that are commensurate in scope with the claims,
all establish that these challenged claims are not enabled. Because
claims 18 and 29 require known CPIs, however, we find that
Petitioner has failed to show that these claims are not enabled.”

Mixed Outcome
•
Hybrigenics SA v. Forma Therapeutics, PGR2018-00098, Paper 23 (P.T.A.B.
Mar. 19, 2020)
―

Claim 1. A compound of Formula (I):

―
―
―
―

or a pharmaceutically acceptable salt, stereoisomer, and tautomer thereof,
wherein:
X1 is C, S, or S(O); Y1 is N or CH; Y2 is N or CR5; Y3 is N or CR6; Y4 is N or CR7;
. . . R2 is (C1-C6) alkyl, (C6-C14) aryl, 5- or 6- membered heteroaryl comprising 1 to
3 heteroatoms selected from O, N, and S, (C5-C8) cycloalkyl, 3- to 7-membered
heterocycloalkyl comprising 1 to 3 heteroatoms selected from O, N, and S, or —
NR10R11, wherein the alkyl, aryl, heteroaryl, cycloalkyl, and heterocycloalkyl are
optionally substituted with one to three R8; . . . wherein R5, R6, and R7 and not all
simultaneously H; . . . provided that when R2 is optionally substituted alkyl, R5 is H,
and R7 is H, then R6 is not chloro.
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Mixed Outcome
Hybrigenics (con’t)

•
―

PTAB
―

―

―

“Petitioner has shown by a preponderance of the evidence that
claims 1–15 and 17 fail to comply with the written description
requirement.”
Nothing in the lists or examples provided “blaze marks” guiding a
POSITA to the claimed subject matter.
But 4 synthesis examples were sufficient for enablement because
experimentation required not undue.
―
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“Neither [the expert] nor Petitioner explains why the general methods
and specific examples disclosed in the Specification would have been
insufficient to enable a skilled artisan to synthesize any particular
compounds encompassed by the claimed genus.”

Motions to Amend
Proposing Substitute Claims
• 37 C.F.R. §42.20(c) Burden of proof. The moving party has the burden of proof to establish
that it is entitled to the requested relief.
• Nov. 2019 USPTO Trial Practice Guide: “a patent owner does not bear the burden of
persuasion to demonstrate the patentability of substitute claims presented in a motion to
amend. Rather, the burden of persuasion ordinarily will lie with the petitioner to show that any
proposed substitute claims are unpatentable by a preponderance of the evidence.”

• Patent Owner bears burden of showing written description support for any
proposed substitute claims.

37 C.F.R. § 42.121(b): Content. A motion to amend claims must include a claim listing, show the
changes clearly, and set forth:
1) The support in the original disclosure of the patent for each claim that is added or
amended; and
2) The support in an earlier-filed disclosure for each claim for which benefit of the filing date
of the earlier filed disclosure is sought.

•

•
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See 84 Fed.Reg. 9,497 (Mar. 15, 2019) (pilot program for motion to amend
practice)

Thank You!

Contact Information:
Adriana L. Burgy
adriana.burgy@finnegan.com
202.408.4345
Tom Irving
tom.irving@finnegan.com
202.408.4082
Amanda Murphy, Ph.D.
amanda.murphy@finnegan.com
202.408.4114
Steven P. O’Connor, Ph.D.
steven.oconnor@finnegan.com
571.203.2718
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Let’s Have Some Fun
 A compound which is Flukum, wherein one or more hydrogens are replaced
by fluorine
 No examples of making fluorinated Flukum
 An example of making unfluorinated Flukum
 No data providing biological data for fluorinated Flukum, but data for
unfluorinated Flukum
 Argument: no isolation of each of the fluorinated Flukum compounds
 Challenger expert admits that fluorinated Flukum could be synthesized by
known prior art strategies.
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Let’s Have Some Fun


Specification discloses macrocyclic lactone analogs of rapamycin



The sole mention of the analogs outside of the claims (that the applicant added nine years after
the effective filing date) is under the heading “Experiments.” ’7286 patent col.6 ll.4-5. That part
of the specification lists “Agents: Rapamycin (sirolimus) structural analogs (macrocyclic
lactones)”



Four experimental delivery methods using only rapamycin are detailed. No experiments are
detailed using macrocyclic lactone analogs nor does the specification even indicate performance
of any such experiments



No experiments are detailed using macrocyclic lactone analogs nor does the specification even
indicate performance of any such experiments



See Boston Scientific Corp. v. Johnson & Johnson, 647 F.3d 1353 (Fed. Cir. 2011): no written
description support for the macrocyclic lactone analogs of rapamycin: “The patent laws do not

reward an inventor’s invitation to other researchers to discover which of the thousands of macrocyclic lactone analogs of rapamycin could conceivably work in a drug-eluting stent.”
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Let’s Have Some Fun
 Claim is to Flukum for hair growth; disclosure is broader and contains three compounds
for hair growth, one of which is Flukum
 There are examples in the specification of two other compounds and some data disclosed
for each of those two compounds showing hair growth
 No such example or hair growth data for Flukum
 Specification recites that the hair growth properties of compounds are not predictable.
Can only determine hair growth properties by preparing a compound and testing its hair
growth properties.
 Written description, i.e., possession, of Flukum?
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Let’s Have Some Fun
 Claim 1. An oxidation dye composition for keratin fibers, said composition
comprising, suspended in a solvent suitable for dyeing, at least one oxidation dye
precursor, at least one anionic amphiphilic polymer X.
 Specification disclosed polymers A through Z but only tested Y and Z in oxidation dye
compositions.
 Specifciation taught that oxidative dyes having a two-part system involve a delicate
balance designed to satisfy several conditions
 There were seven such conditions
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Let’s Have Some Fun
(1) Stability of the formulation to ensure a reasonable shelf life;
(2) Rheological properties resulting from mixing the lotion and developer that
allow ready distribution of product without experiencing dripping and
running;
(3) Rapid diffusion of the dye precursors from the dye mixture into the hair
fiber;
(4) Ready rinseability from the hair with water;
(5) Inclusion of functionally effective conditioning agents;
(6) Comparable viscosities of the lotion and developer to facilitate mixing;
and
(7) Rapid dyeing effect.
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Let’s Have Some Fun
• Specification touted “highly specific” polymers and focused only on
Y and Z as actually having been tested and achieving all the
conditions.
• That raises a suspicion that Y and Z are the ONLY polymers the
inventor(s) know(s) that obtain the delicately balanced results of
the “highly specific” wonder polymers Y and Z.
• Is there written description for claim 1 reciting polymer X?
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