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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), SHOOK

HARDY & BACON, UNILEVER, and RELATIVITY SPACE 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-and-

resources/examiner-training-materials

• MPEP §§ 2161-2164

• MPEP § 2174

7



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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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). 
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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).”



• Claims with broader scope than the disclosure.

• Claims with functional language.

• Claims with limitations not specifically 

described in the specification.

Potential Violations of  

Enablement Requirement
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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.”



• Claims not commensurate with the scope of 

the disclosure, if that standard holds up.

• Claims with functional language.

Potential Violations of  

Written Description Requirement
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§112(a) Legal Standard

Very much in the News in 2022

Juno Therapeutics, Inc. v. Kite Pharma, Inc., pet. for cert., No. 21-
1566, filed June 13, 2022 

QUESTION PRESENTED
Is the adequacy of the “written description of the invention” to be measured by the 
statutory standard of “in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to make and use the same,” or is it to be evaluated under the 
Federal Circuit’s test, which demands that the “written description of the invention” 
demonstrate the inventor’s “possession” of “the full scope of the claimed invention,” 
including all “known and unknown” variations of each component?

Background: Jury found Juno’s patent valid and Kite’s infringement willful. The Federal Circuit, however, reversed 
… on the ground that Sloan Kettering’s patent failed that court’s atextual “written description” requirement as to 
the well-known “binding element” component of the claims. In the Federal Circuit’s view, it was not enough for 
Sloan Kettering’s patent to teach skilled workers to make and use the binding element; the patent had to 
additionally demonstrate that the inventors “possessed,” in some amorphous sense, the “full scope” of their 
claimed invention at the time of application, including all possible binding elements, “known and unknown.”
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§112(a) Legal Standard

Very much in the News in 2022
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Biogen Int’l GmbH v. Mylan Pharms. Inc., pet. for cert., No. 21-1567, filed 

June 14, 2022

QUESTION PRESENTED
Is 35 U.S.C. § 112’s requirement that a patent specification “contain a written 

description of the invention” met when the specification describes the invention, or 
must the specification also disclose data that demonstrates the claimed invention is 
“effective” and emphasize the claimed invention by singling it out and describing it 
more than once?

Background: “Biogen’s asserted patent, which claims methods of treating multiple sclerosis by orally 
administering 480 mg/day of dimethyl fumarate (DMF), expressly states that “an effective dose of DMF ... to 
be administered to a subject orally can be from ... about 480 mg to about 720 mg per day.” … [T]he Federal 
Circuit nonetheless held that Biogen’s patent did not satisfy 35 U.S.C. § 112’s requirement to provide a 

“written description of the invention” because the patent’s description of the claimed dose did not include 
data proving the 480 mg/day dose’s efficacy, the claimed effective dose was “listed only once” in the 
specification, and the patent disclosed other inventions as well.”

Interesting that both petitions are brand v. brand pharma cases; not brand v. generic manufacturer.



• Amgen Inc. v. Sanofi, 987 F.3d 1080 (Fed. Cir. 2021) 
• Representative claim: 1. An isolated monoclonal antibody, wherein, when bound to PCSK9, the monoclonal 

antibody binds to at least one of the following residues: …of SEQ ID NO:3, and wherein the monoclonal 
antibody blocks binding of PCSK9 to LDLR.

• Jury found that Sanofi failed to prove that the asserted claims were invalid for lack of written description and 
enablement. District court granted Sanofi's Motion for JMOL for lack of enablement. CAFC affirmed. 

• Amgen petitioned for certiorari on Nov. 22, 2021.
• 21-757

• Questions presented:

1. Whether enablement is “a question of fact to be determined by the jury,” Wood v. Underhill, 46 U.S. (5 
How.) 1, 4 (1846), as this Court has held, or “a question of law that [the court] review[s] without 
deference,” Pet.App. 6a, as the Federal Circuit holds.

2. Whether enablement is governed by the statutory requirement that the specification teach those skilled in 
the art to “make and use” the claimed invention, 35 U.S.C. § 112, or whether it must instead enable those 
skilled in the art “to reach the full scope of claimed embodiments” without undue experimentation—i.e., 
to cumulatively identify and make all or nearly all embodiments of the invention without substantial “ ‘time 
and effort,’ ” Pet.App. 14a (emphasis added). 

• Amici briefs filed: Ass. Of Univ. Technology Managers, GSK, Intellectual Property Professors.

• Sol. Gen. invited to file brief, April 18, 2022.

• Stay tuned…

§112(a) Legal Standard

Very much in the News in 2022
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Recent CAFC §112(a) Case Law:

Where’s the Path to Patentability/Validity?  

16



Recent CAFC §112(a) Case Law

Failed to fulfill requirements of §112(a) 
Fulfilled requirements 

of §112(a) 

Just switched sides!
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Let’s Go Back to What We Know For Sure
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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) 
• 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”
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• Obviousness not enough: “a description that merely renders the 

invention obvious does not satisfy the [written description] 

requirement.”

• “Possession” or reduction to practice outside of the specification is not 

enough [to satisfy written description requirement].”

What is Not Sufficient for 

Written Description

From Ariad, 598 F.3d at 1352.
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• “[T]he level of detail required to satisfy the written description 
requirement varies depending on the nature and scope of the claims and 
on the complexity and predictability of the relevant technology.” Ariad, 
598 F.3d 1336 (Fed. Cir. 2010) (en banc).

• “[W]ritten description cases are intensively fact-oriented, and the cases 
vary, just as the ranges vary… "[b]roadly articulated rules are particularly 
inappropriate in this area.” Indivior UK Ltd. v. Reddy's Labs. S.A., 18 F.4th 
1323, 1329 (Fed. Cir. 2021).

• “Thus, no case, with necessarily varied facts, controls the resolution of 
the written description issue in this case.” Indivior, distinguishing 
Nalpropion Pharms., Inc. v. Actavis Labs. FL, Inc., 934 F.3d 1344 (Fed. Cir. 
2019) and In re Wertheim, 541 F.2d 257 (CCPA 1976)).

Sufficiency of  WD is Question of  Fact
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• Level of detail required to satisfy Written Description varies 

depending on:

• the nature and scope of the claims; and  

• the complexity and predictability of the relevant technology.

• Courts consider:

• the existing knowledge in the field;

• the extent and content of the prior art;

• the maturity of the science of technology; and

• the predictability of the aspect at issue.

Sufficiency of  Written Description
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• How to make and use without undue experimentation.

• Standard of reasonableness based on nature of the invention 

and state of the art.

Sufficiency of  Enablement

23



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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Can CCPA Cases Help?

• 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 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).

25



26

• 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)

CCPA Case Law on Enablement
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• 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)

CCPA Case Law on Enablement

See also, MPEP
§2164.01-§2164.08
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• What does the POSITA recognize was the invention?
• In re Wertheim, 541 F.2d 257 (CCPA 1976)

• In ipsis verbis support is not always required.
• In re Wertheim, 541 F.2d 257 (CCPA 1976)

• Written description when posita’s knowledge of error also provides knowledge of 
correction
• In re Oda, 443 F.2d 1200 (CCPA 1971)

• Original claim can constitute written description.
• In re Gardner, 475 F.2d 1389 (CCPA 1973) 

• Claim can be broader than disclosure.
• 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)

CCPA Case Law on Written Description

See also, MPEP §2163, 
2173.05(i)



Priority Application Did Not Provide Written Description 

Support; Require More than “Laundry List”

• Purdue Pharma L.P. v Iancu, 767 Fed. Appx. 918 (Fed. Cir. April 17, 2019)

― Claim 1. A controlled release oral solid dosage form comprising:

― a controlled release matrix comprising a mixture of (i) from 2.5 mg to 320 mg oxycodone or a 

pharmaceutically acceptable salt thereof; and

― (ii) a gelling agent comprising [PEO] and [HPMC], the gelling agent in an effective amount to 

impart a viscosity of at least 10 cP when the dosage form is subjected to tampering by 

dissolution in from 0.5 to 10 ml of an aqueous liquid;

― the controlled release matrix providing a therapeutic effect for at least 12 hours when orally 

administered to a human patient.

― 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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Priority Application Did Provide Written 

Description Support

• Immunex Corp. v. Sandoz Inc., 964 F.3d 1049 (Fed. Cir. 2020)

― Claim 1. A protein comprising (a) a human tumor necrosis factor (TNF)-binding soluble fragment of 

an insoluble human TNF receptor, wherein the insoluble human TNF receptor (i) specifically binds 

human TNF, (ii) has an apparent molecular weight of about 75 kilodaltons on a non-reducing SDS-

polyacrylamide gel, and (iii) comprises the amino acid sequence LPAQVAFXPYAPEPGSTC (SEQ ID 

NO: 10); and (b) all of the domains of the constant region of a human immunoglobulin IgG heavy 

chain other than the first domain of said constant region; wherein said protein specifically binds 

human TNF.

― 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 p75-IgG1 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 open-

angle 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.
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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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Juno Therapeutics, Inc. v. Kite Pharma, Inc., 10 F.4th 1330 (Fed. Cir. 2021)

• Disputed limitation recited “a binding element that specifically interacts with a selected target ….”
• Dependent claims limited the binding element and the target.

• After jury verdict of $1.2B, Kite moved for JMOL of invalidity for lack of WD; district court denied 
motion; CAFC reversed and denied rehearing

• “For genus claims using functional language, … the written description ‘must demonstrate that 
the applicant has made a generic invention that achieves the claimed result and do so by 
showing that the applicant has invented species sufficient to support a claim to the 
functionally-defined genus.”

• “Generally, a genus can be sufficiently disclosed by ‘either a representative number of species 
falling within the scope of the genus or structural features common to the members of the 
genus so that one of skill in the art can “visualize or recognize” the members of the genus.’”

• “To satisfy the written description requirement, the patent needed to demonstrate … that the 
inventors possessed and disclosed … the particular species of [binding elements] that would 
bind to a representative number of targets.”

• “Even accepting that [binding elements] were known …, the specification provides no means of 
distinguishing which [elements] will bind to which targets.” “Although there were some [binding 
elements] known to bind some targets, the claims cover a vast number of possible [elements] 
and an undetermined number of targets about which much was not known in the prior art.”

• As noted, petition for cert filed June 13, 2022; stay tuned.

Functional Language and 

Written Description
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• Biogen Int'l GmbH v. Mylan Pharms., Inc., 2021 U.S. App. LEXIS 35254 (Fed. Cir. 

2021) 

• After Phase III study, pending claims amended to recite this 480 mg/day dose and 

inventorship amended to add Phase II lead scientist who advocated using this dose as part 

of clinical trial.

• Claim recited a “method of treating … multiple sclerosis” with DMF, wherein the 

therapeutically effective amount of [DMF] … is about 480 [milligrams] per day [(mg/day)].” 

• DC: Claim was invalid for lack of WD.

• Did the original specification describe “possession” of the claimed therapeutically effective 

DMF480-dose limitation to treat MS?

• FC: No, but as noted petition for cert. filed June 17, 2022; stay tuned
― “The DMF480 dose … appears [only once] at the end of one range among a series of ranges, including 

DMF concentrations of 100-1,000, 200-800, 240-720, and 480-720 mg/day.” These ranges were said to 

encompass “effective” doses, “define[d] … within a therapeutic, rather than drug-discovery, 

context.” And the paragraph disclosing the ranges did not specifically mention MS or any other target 

disease and encompasses doses expected to be ineffective (e.g., 100, 200, 240, and 1,000 mg/day).

― Original inventor’s testimony “denied that his research could be extrapolated to a clinical dose of 

DMF,” which district court found “credible as to the fact that all the examples … were part of his 

[drug-discovery] research and would not have been ‘helpful in identifying a therapeutically effective’ 

DMF dose.”

Commensurate in Scope and 

Written Description
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Ranges and Written Description

•Indivior UK Ltd. v. Reddy's Labs. S.A., 18 F.4th 1323 (Fed. Cir. 2021)
• All but one challenged claim recited range, e.g., “about 40 wt% to about 60 wt% of a water-soluble 

polymeric matrix” 
• Claim 8 recited specific amount, 48.2 wt% of the water soluble polymeric matrix.
• Specification included tables disclosing the weight percentages of individual polymeric components 

in film samples that, when combined, produced an aggregate polymer weight percentage value of 
48.2 wt%.

• FC: Majority affirmed PTAB FWD that claims unpatentable as anticipated because lacked written 
description support in priority document EXCEPT for Claim 8, which was adequately supported and 
therefore obtained the benefit of the priority date, antedating the Myers application.

• No written description support of the ranges recited.
• Faulted the disclosure in specification tables of weight percentages of individual polymer components in 

samples: it does not show sufficient possession if a skilled artisan has to “cobbl[e] together [these] 
numbers after the fact” after previously identifying and summing the weight percentages of each of the 
individual polymeric components in the samples.

• Such an expectation when filing an application would amount to “an invitation to go on a hunting 
expedition to patch together after the fact a synthetic definition of an invention.”

• Also, statement in specification that “any desired level of . . . polymer” could be used in the film and 
disclosures of embodiments with polymer weight percentages outside of the claimed ranges (e.g., “at 
least 25[ wt]%”) would lead a skilled artisan away from the conclusion “that the inventor had possession 
of the claimed subject matter as of the filing date.”

• “no case, with necessarily varied facts, controls the resolution of the written description issue in this 
case.”
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Whither Wertheim?
•Indivior (con’t)

• FC: Affirmed that a POSITA could readily determine—by identifying and summing the 
individual weight percentages of various polymers in the sample films—that Claim 8 
had sufficient written description. 

• Judge Linn’s opinion disagreed with the majority over the application of the Wertheim 
and Nalpropioncase law. The claimed polymer ranges “are selections of aggregate 
polymer ranges that a reasonable artisan would understand endow the film with the 
identified and desired properties [found in the specification].” 

• No authority for the majority’s position that “written description support for a 
‘closed range’ requires a disclosure of a closed range rather than discrete 
values[.]”

• No “cobbling together” was required; adding up values to meet a desired 
disclosed characteristic was not beyond the person of ordinary skill. 
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Claims Specification

1.     A process comprising:

obtaining an extract containing solids;

concentrating said extract to a higher 
solids level of at least 35%;

foaming said concentrated extract by 
injecting a gas into said extract at cobble 
least atmospheric pressure;

freezing said foam to below its eutectic 
point at cobble least atmospheric 
pressure; and 

freeze-drying said extract at below the 
eutectic temperature of said extract.

The solids-containing extract can be 
concentrated using filtration
until a concentration of 25 to 60% solid 
matter is reached. 

In a first embodiment, the solids content 
is 36%.

In another embodiment, the solids 
content 
is 50%.

What Do You Think?
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• Novartis Pharms. Corp. v. Accord Healthcare, Inc., 21 F.4th 1362 (Fed. Cir. 

2022), reh’g, No. 21-1070 (Fed. Cir. June 21, 2022) (MOORE, Hughes, Linn; 

Linn dissenting)

• U.S. Pat. No. 9,187,405 Claim 1.  A method for reducing or preventing or 

alleviating relapses in Relapsing-Remitting multiple sclerosis in a subject in 

need thereof, comprising orally administering to said subject 2-amino-2-[2-

(4-octylphenyl)ethyl]propane-1,3-diol, in free form or in a 

pharmaceutically acceptable salt form, at a daily dosage of 0.5 mg, absent 

an immediately preceding loading dose regimen.

• First FC decision, affirmed district court decision that claims not invalid 

for lack of written description.

• On rehearing, reversed. Claims invalid for lack of written description.

Negative Claim Limitations and 

Written Description
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• Novartis (con’t)

• On rehearing, reversed. Claims invalid for lack of written description.

― “The ’405 specification discloses neither the presence nor absence of a loading 

dose.”

― “Because the ’405 patent fails to disclose the absence of a loading dose, the 

district court clearly erred in finding that the negative claim limitation “absent 

an immediately preceding loading dose” added during prosecution to overcome 

prior art satisfies the written description requirement of 35 U.S.C. § 112(a).”

― “For negative claim limitations, like the no-loading-dose limitation at issue 

here, there is adequate written description when, for example, “the 

specification describes a reason to exclude the relevant [element].”

― “The common denominator of these examples is disclosure of the element. 

That makes sense because “the hallmark of written description is disclosure.” 

Ariad, 598 F.3d at 1351; … . Silence is generally not disclosure.”

Negative Claim Limitations and 

Written Description
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• Novartis (con’t)

• On rehearing, reversed. Claims invalid for lack of written description.

― “While a negative limitation need not be recited in the specification in haec 

verba, there generally must be something in the specification that conveys to a 

skilled artisan that the inventor intended the exclusion, such as a discussion of 

disadvantages or alternatives.”

― “Consistent with our precedent in Santarus, Inphi and Nike, the written 

description requirement cannot be met through simple disregard of the 

presence or absence of a limitation.”

― “If … a patent owner could establish that a particular limitation would always 

be understood by skilled artisans as being necessarily excluded from a particular 

claimed method or apparatus if that limitation is not mentioned, the written 

description requirement would be satisfied despite the specification’s silence.”

― “We do not today create a heightened standard for negative claim limitations. . 

. . Rather, as with positive limitations, the disclosure must only “reasonably 

convey[] to those skilled in the art that the inventor had possession of the 

claimed subject matter as of the filing date.” citing Ariad.

Negative Claim Limitations and 

Written Description
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• In re Johnson, 558 F.2d 1008 (C.C.P.A. 1977)
• 1963 application: genus of polymers, included 26 examples 

describing 15 species of polyarylene polyethers (including species 

“1” and species “2”).

• To exclude subject matter, Johnson filed CIP with claims stating 

that the two precursor compounds “may not both include a 

divalent sulfone group [or]” a divalent carbonyl group linking two 

aromatic nuclei.”

― 1972 Claim: linear thermoplastic polyarylene polyether polymers 

composed of recurring units of two precursor compounds, both 

bonded to ether oxygens through aromatic carbon atoms.

― Proviso excluded species “1” and species “2.”

Description Of  Invention: Proviso

Genus

incl.

15 

species

CCPA: Entitled to benefit of 1963 filing date. Appellant is claiming less than the full 
scope of his disclosure. “It is for the inventor to decide what bounds of protection he 
will seek.”

Excluded

Species 

“1” and “2”
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• Santarus, Inc. v. Par Pharmaceutical, Inc., 694 F.3d 1344 (Fed. Cir. 

2012)

• Claim 1: A method for treating an acid-caused gastrointestinal 

disorder comprising the step of administering to a subject 

suffering from said disorder a solid pharmaceutical composition 

comprising:

― (a) about 10mg to about 40mg of non-enteric coated omeprazole; and

― (b) sodium bicarbonate in an amount of 0.2 mEq to 5 mEq per 2mg 

omeprazole;

• wherein the composition contains no sucralfate, the acid-

caused gastrointestinal disorder is selected from the group 

consisting of duodenal ulcer, gastric ulcer, gastroesophageal reflux 

disease, and erosive esophagitis, and the sodium bicarbonate is 

present in the composition in an amount sufficient to substantially 

prevent or inhibit acid degradation of at least some of the 

omeprazole by gastric acid upon administration to the subject.

Description Of  Invention: Proviso
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• Santarus (con’t)

• Specification: “H2 antagonists, antacids, and sucralfate ... have certain 

disadvantages associated with their use.” 

• DC: No support for “no sucralfate” limitation.
― specification does not “show why a person of ordinary skill in the art reading 

the application would believe that sucralfate was ‘contraindicated’ in the 

claimed composition.” 

• FC: Reversed
― “This exclusion narrowed the claims, as the patentee is entitled to do.”

― “Negative claim limitations are adequately supported when the specification 

describes a reason to exclude the relevant limitation. Such written description 

support need not rise to the level of disclaimer….The claim limitation that the 

Phillips formulations contain no sucralfate is adequately supported by 

statements in the specification expressly listing the disadvantages of using 

sucralfate.”

Description Of  Invention: Proviso
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Post-Santarus

• Inphi Corp. v. Netlist, 805 F.3d 1350 (Fed. Cir. 2015)

• Negative limitation added by amendment limited claimed invention to 

exclude three particular types signals.
― “DDR chip selects that are not CAS, RAS, or bank address signals.”

• In inter partes reexam, examiner declined to reject claims.

• PTAB affirmed.
― Identified three parts of the original specification that reasonably supported the 

negative limitation (including an incorporation by reference), even though not 

express.

― Unrebutted expert testimony that a POSITA would understand “a DDR chip 

select to be exclusive of RAS, CAS, and bank address signals”

• Federal Circuit affirmed.
― Santarus did not create a heightened written description standard for 

negative claim limitations and that properly described, alternative 

features are sufficient to satisfy the written description standard of 

§112, ¶1 for negative claim limitations.”
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• Inphi Corp. v. Netlist (con’t)

• Federal Circuit affirmed.

― “The question that remains is whether properly describing alternative features 

– without articulating advantages or disadvantages of each feature – can 

constitute a ‘reason to exclude’ under the standard articulated in Santarus. 

We hold that it can.”

― “Santarus simply reflects the fact that the specification need only satisfy the 

requirements of §112, ¶1 as described in this court’s existing jurisprudence, 

including through compliance with MPEP §2173.05(i)…and In re Johnson[.]”

― “The ‘reason’ required by Santarus is provided, for instance, by properly 

describing alternative features of the patented invention.” [citing Johnson]

― “specification makes it clear that there was substantial evidence that Netlist 

possessed the negative claim limitation as of the filing date”

― Distinguished Bimeda (Slide 49)

Post-Santarus
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• Nike v. Adidas, 812 F.3d 1326 (Fed. Cir. 2016)

• PTAB denied motion to substitute claims as unpatentable (but 

found there was written description support in the original 

disclosure).

• Fed. Cir.: Affirmed.
― Quoted Inphi: “Substantial evidence supports a finding that the 

specification satisfies the written description requirement when the 

essence of the original disclosure conveys the necessary information—

regardless of how it conveys such information, and regardless of 

whether the disclosure's words are open to different 

interpretations.”

― “Adidas is incorrect that any sort of heightened standard applies.” 

― Based on the Figures, the disclosures in the written description, and 

the expert testimony, we conclude that substantial evidence supports 

the Board's decision that the proposed substitute claims are 

adequately supported by the written description”

Post-Santarus
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Exclusion Must Be Supported

• In re Bimeda Research & Development Ltd., 724 F.3d 1320 (Fed. Cir. 

2013)

• Original claim: A prophylactic method of controlling infection in a 

mammary gland by a mastitis-causing organism comprising sealing a teat 

canal of a mammary gland with a seal formulation so as to provide a 

physical barrier in the teat canal.

• New claims: 

― “wherein the seal formulation is free of an agent that is antiinfective…”  

ALLOWED 

― seal formulation “has no bacterial action.” ALLOWED

― seal canal had an “acriflavine-free” formulation  REJECTED

― acriflavine well-known, but no mention of in original disclosure so no 

demonstration of possession.
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• In re Bimeda, (con’t)

• Bimeda
― broad description of invention free from antiinfectives

― Example 1 did not include acriflavine as an ingredient

• Examiner
― “specific exclusion of acriflavine introduces new concept” not supported in 

original disclosure.

• Board: Upheld rejection
― No “blaze marks” guiding POSITA to exclusion of particular species

― No support for claim excluding specific antiinfective but permitting others.

• Federal Circuit: Affirmed
― Disclosure inconsistent with formulation that excludes acriflavine but could 

include other antiinfectives or antibiotics.

― Excluding species invalid for lack of written description when the specification 

describes exclusion of the entire genus.

Exclusion Must Be Supported
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MPEP 2173.05(i) Negative Limitations

• “The current view of the courts is that there is nothing inherently 

ambiguous or uncertain about a negative limitation. So long as the 

boundaries of the patent protection sought are set forth definitely, 

albeit negatively, the claim complies with the requirements of 35 

U.S.C. 112(b) or pre-AIA 35 U.S.C. 112, second paragraph. … Any 

negative limitation or exclusionary proviso must have basis in the 

original disclosure. If alternative elements are positively recited in the 

specification, they may be explicitly excluded in the claims. See In re 

Johnson, 558 F.2d 1008, 1019, 194 USPQ 187, 196 (CCPA 1977) …. See 

also Ex parte Grasselli, 231 USPQ 393 (Bd. App. 1983), aff’d mem., 738 

F.2d 453 (Fed. Cir. 1984). The mere absence of a positive recitation is 

not basis for an exclusion. Any claim containing a negative limitation 

which does not have basis in the original disclosure should be rejected 

under 35 U.S.C. 112(a) or pre-AIA 35 U.S.C. 112, first paragraph, as 

failing to comply with the written description requirement.” 
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Enablement and the POSITA

• 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.” But note In re Angstadt, to 

be discussed.

― Cannot fill gap with knowledge of POSITA to supply “the novel aspects of the invention[.]”
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Enablement and the POSITA

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.

― 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.
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• Amgen Inc. v. Sanofi, 987 F.3d 1080 (Fed. Cir. 2021)

• Claim 1 of US 8,829,165: An isolated monoclonal antibody, wherein, when 

bound to PCSK9, the monoclonal antibody binds to at least one of the following 

residues: … , and wherein the monoclonal antibody blocks binding of PCSK9 to 

LDLR.

• Claim 1 of US 8,859,741: An isolated monoclonal antibody that binds to PCSK9, 

wherein the isolated monoclonal antibody binds an epitope on …, and wherein 

the monoclonal antibody blocks binding of PCSK9 to LDLR.

• FC: Claims not enabled but note petition for cert has been filed: stay tuned.

― Functional claim limitations “post high hurdles in fulfilling the enablement 

requirement.”

― Court was concerned not “simply with the number of embodiments but also with their 

functional breadth.”

― Have to consider the three-dimensional structure of the antibody and predict how 

substitutions in that structure affect the antibody’s ability to bind and block function.

― There was inadequate guidance in the specification “beyond the narrow scope of the 

working examples.”

― Claims encompassed millions of candidates and it would be necessary to generate 

each one and then screen each for its ability to (1) bind; and (2) block function.

Functional Language and Enablement
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• Enzo Life Scis., Inc. v. Roche Molecular Sys., 928 F.3d 1340 (Fed. Cir. 2019)

• Claims to a non-radioactively labeled oligo- or polynucleotide probe, wherein 

the label does not interfere with hybridization and detection.

• Known that placement of the label at certain positions of a polynucleotide 

(“the Ward positions”) would not disrupt its ability to hybridize and be 

detected.

• Broad claim required at least one modified nucleotide having the general 

formula: Sig[label]-PM[phosphate]-SM[furanosyl]-BASE[pyrimidine or purine]

• FC: Claims not enabled.
― Specification provided only “sparse guidance” as to how numerous variables would 

impact the functionality of the probes.

― Art was highly unpredictable.

― POSA doubted the ability to label “non-Ward” positions to make a useful probe.

― Only one “paper example.”

― Expert testified that each probe would have to be tested to determine hybridizability 

and detectability.

• See also, Idenix Pharms. LLC v. Gilead Scis. Inc.

Commensurate in Scope and 

Enablement
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• McRO, Inc. v. Bandai Namco Games Am., Inc., 837 F.3d 1299 (Fed. Cir. 

2016) 

• Claims were directed to a method for automatically generating three-

dimensional animations that depict lip movement and facial expressions 

using a “first set of rules”

• DC: (1) defendant’s “bones animation” process did not infringe McRO’s 

claims; and (2) that the McRO specification failed to enable “bones 

animation” or the BALDI system which also generated facial animations.

• FC: Remanded.

― Bones animation and the BALDI system were not within the scope of 

McRO’s claims, and thus were irrelevant as proof of non-enablement.

― Defendant merely made “an abstract assertion of breadth, without 

concrete identification of matter that is not enabled.”

Allegedly Non-Enabled Embodiments Must 

Actually Fall Within Scope of  the Claims
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Sufficient Enablement in Predictable Arts

• Spectra-Physics, Inc. v. Coherent, Inc., 827 F.2d 1524 (Fed. Cir. 

1987)

• Claim 1: "means for providing a heat conduction path from the central 

aperture of each of said discs to and through the tube wall." 

• Patent specifications disclose pulse soldering and brazing as methods of 

attachment.

• FC: Reversed.
― Patents not invalid for lack of enablement (but invalid for lack of best mode).

― If an invention pertains to an art where the results are predictable, e.g., 

mechanical as opposed to chemical arts, a broad claim can be enabled by 

disclosure of a single embodiment, [citations omitted], and is not invalid for lack 

of enablement simply because it reads on another embodiment of the invention 

which is inadequately disclosed, [citation omitted].” 

― “A patent need not teach, and preferably omits, what is well known in the art. 

Hybritech, 802 F.2d at 1384, 231 USPQ at 94.” 

― “Nonenablement is the failure to disclose any mode, [citation omitted], and does 

not depend on the applicant advocating a particular embodiment or method for 

making the invention.” 
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In re Angstadt, 537 F.2d 498 (CCPA 1976): 

Enablement Even If Inoperative Embodiments

• Claimed invention: a method of catalytically oxidizing secondary or tertiary 

alkylaromatic hydrocarbons to form a reaction mixture comprising the 

corresponding hydroperoxides, using an organometallic complex formed between 

hexaalkylphosphoramides and metal salts as the catalyst. 

• Rejection under §112 because “the specification states that not all of the 

complexes will produce hydroperoxides and neither discloses which of the 

complexes will not work nor gives any information as to how the operative 

catalysts might be determined, without undue experimentation.”

• CCPA: Reversed.
• “many chemical processes, and catalytic processes particularly, are unpredictable…, and 

that the scope of enablement varies inversely with the degree of unpredictability 

involved[.]”

• the unpredictability of the claimed process “is demonstrated …in [the] specification.”
• Of 40  examples, only one yields no hydroperoxides in the final product. 

• disclosure in specification that some of these organometallic complex catalysts “yield * * * 

no hydroperoxides in the final product.” 
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In re Angstadt (con’t): Testing Disclosed To Determine 

Which Work And Which Don’t

• CCPA: Reversed (con’t)

• In an unpredictable art, does §112 require disclosure of a test with every 

species covered by a claim?  NO.
• “To require such a complete disclosure would apparently necessitate a patent 

application or applications with ‘thousands’ of examples or the disclosure of 

‘thousands’ of catalysts along with information as to whether each exhibits 

catalytic behavior resulting in the production of hydroperoxides. More 

importantly, such a requirement would force an inventor seeking adequate 

patent protection to carry out a prohibitive number of actual experiments.”

• Each case must be determined on its own facts. 

• In this case, “we have no basis for concluding that persons skilled in this 

art, armed with the specification and its 40 working examples, would not 

easily be able to determine which catalyst complexes within the scope of 

the claims work to produce hydroperoxides and which do not….[A]ppellants 

have supplied the list of catalysts and have taught how to make and how to 

use them[.]”
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In re Angstadt (con’t): 

Experimentation OK If  Not Undue

 CCPA: Reversed (con’t)

 Does the law allow for some experimentation?  YES
• “In this art the performance of trial runs using different catalysts is 

“reasonable,” even if the end result is uncertain, and we see no 
reason on this record why appellants should not be able to claim as 
their invention the broad range of processes which they have 
discovered.”

• “The examples, both operative and inoperative, are the best 
guidance this art permits[.]”

• “this court has never held that evidence of the necessity for any 
experimentation, however slight, is sufficient to require the applicant 
to prove that the type and amount of experimentation needed is not 
undue.”

• “We hold that the evidence as a whole, including the inoperative as 
well as the operative examples, negates the PTO position that 
persons of ordinary skill in this art, given its unpredictability, must 
engage in undue experimentation to determine which complexes 
work. The key word is ‘undue,’ not ‘experimentation.’”
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Teaching Point: 

Angstadt Is Alive and Well

 MPEP §2164.01  Test of Enablement: “The test of enablement is not whether 

any experimentation is necessary, but whether, if experimentation is 

necessary, it is undue.”

 MPEP §2164.06   Quantity of Experimentation: “The quantity of 

experimentation needed to be performed by one skilled in the art is only one 

factor involved in determining whether “undue experimentation” is required 

to make and use the invention.”

 MPEP §2164.08(b)  Inoperative Subject Matter: “identification of a single 

inoperative embodiment did not render a claim broader than the enabled 

scope because undue experimentation was not involved in determining those 

embodiments that were operable.”
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§112(a) at PTAB

§112(a) Asserted in Over 1/2 PGR Petitions Filed
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• 50% of PGR petitions raise 112a grounds;
• Over 50% of granted PGR petitions include 112a grounds; and 
• For those with 112a grounds going through to FWD, nearly half 

held unpatentable on 112a grounds.



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, PGR2015-

00019

• 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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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)

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

Aug. 7, 2009. 
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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).”  
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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:
― 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.
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Claim Language In Written Description 

Support Analysis

• Ex parte Ismagilov (con’t)

― Rejected for lack of written description support in the 

specification. 

― PTAB: Reversed. 

― “[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.”
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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.”

― Claim enabled. 
― “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].”
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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 co-

administering 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.
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Wands Factors

• Genome (con’t)

― PTAB conclusion:

― “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.”
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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.

• See 84 Fed.Reg. 9,497 (Mar. 15, 2019) (pilot program for motion to amend 
practice)
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Do MPF Claims Offer Hope?
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Means-Plus-Function Claims

35 USC 112(f):  An element in a claim for a combination may be expressed as a means or 

step for performing a specified function without the recital of structure, material, or acts in 

support thereof, and such claim shall be construed to cover the corresponding structure, 

material, or acts described in the specification and equivalents thereof.

3 prong analysis to determine if a claim is a “means plus function” (MPF) claim:

• Claim limitation uses terms: “means” or ”step” or equivalent terms; “means” may 

be best practice

• Such term is modified with functional language, typically linked to transitional 

language, such as “for” or “such that” : “for” may be best practice

• Such term is not modified by sufficient structure, material or acts for performing 

the claimed function: this is important to avoid having the claim classified as 

something other than MPF.
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Construing Means-plus-function Claims 

1) Define the particular function of the claim limitation; then

2) Look to the specification and identify the corresponding structure 

for that function. “Under this second step, 'structure disclosed in 

the specification is ‘corresponding’ structure only if the 

specification or prosecution history clearly links or associates that 

structure to the function recited in the claim.’”

• Golight Inc. v. Wal-Mart Stores Inc., 355 F.3d 1327, 1333-1334 (Fed. Cir. 

2004)  

• MPEP 2182. 
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Synchronoss Techs., Inc. v. Dropbox, Inc., 987 F.3d 1358 (Fed. Cir. 2021)

Patentee “relied on [expert’s] list of ‘nearly 20 different structures’ as evidence that a user identifier

module would be understood by a person of ordinary skill in the art as corresponding to structure. In

doing so, [Patentee] illustrated that the claim term ‘user identifier module’ does what the definiteness

requirement prohibits. It is not enough that a means-plus-function claim term correspond to every

known way of achieving the claimed function; instead, the term must correspond to ‘adequate’

structure in the specification that a person of ordinary skill in the art would be able to recognize and

associate with the corresponding function in the claim.”

=

Section 112(f):  Lack Of Sufficiently 

Definite Corresponding Structure 
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• Nautilus Neurosciences, Inc. v. Wockhardt, United States LLC, 

2:11-cv-01997 (D. NJ Feb. 27, 2013) (not for publication)

• Claim 34 of the ‘595 patent. A method for obtaining an average Tmax

of diclofenac in a human patient between 5 and 30 minutes after 

administration comprising orally administering a diclofenac 

formulation to said patient, wherein said diclofenac formulation 

comprises diclofenac in acid and/or salt form and means for 

enhancing said average Tmax of said diclofenac, and wherein said 

diclofenac formulation is selected from:

a) a powder formulation dissolved or dispersed in water; and

b) a fast release layer present in a two layered diclofenac tablet 

that comprises a slow release layer and a fast release layer.

MPF
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Linking to Function: Court went with Plaintiffs

Plaintiff Defendant Court

"the use of an agent 
to shorten the time 
to maximum plasma 
concentration of 
diclofenac in the 
blood of a human 
patient"

"lowering the mean 
time to peak plasma 
concentration of 
diclofenac in more 
than one patient"

"the use of an agent 
to shorten the time 
to maximum plasma 
concentration of 
diclofenac in the 
blood of a human 
patient"
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Linking to Corresponding Structure: Court split the 

Baby

"alkali metal 
carbonates or 
bicarbonates"

Defendant Court

"alkali metal 
carbonates or 
bicarbonates"

"potassium 
bicarbonate or 
sodium bicarbonate"

"alkali metal 
bicarbonates"
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• “[I]t has also been found that the combined use of Diclofenac 

together with alkali metal bicarbonates yields Diclofenac-based 

pharmaceutical compositions in which the active ingredient is 

released more rapidly compared with normal formulations, 

bringing about higher blood levels and therefore a more immediate 

therapeutic effect . . . .     

• As it will be clear from the examples, the immediate release 

formulations for oral use of the present invention containing from 

10 to 60 mg of Diclofenac … together with alkali metal 

bicarbonates or mixtures thereof … permit to generate in human 

patients an average Cmax of Diclofenac comprised between 400 and 

2500 ng/ml . . . . 

• Secondly, the formulations according to the present invention 

permit to obtain in humans an average Tmax of Diclofenac after 

5/30 minutes since administration . . . .”

Specification Plainly Links or Associates Alkali Metal Bicarbonates 

(Not Just Potassium or Sodium Bicarbonate) To The Function Recited 
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• Alkali metal carbonates only disclosed in Examples 1-

3 and only in combination with alkali metal 

bicarbonates.

But NOT Alkali Metal Carbonates

• Case settled July 3, 2013, with alleged infringer 

accepting permanent injunction. 
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Chemical MPF Claim

In Training Materials

5. A laundry detergent composition comprising:
a) a cleaning adjunct selected from the group consisting of a fragrance, a 

surfactant, and a germicide; and
b) a variant alpha-amylase enzyme having an amino acid sequence that has at 

least 90% identity to SEQ ID NO: 6, with
c) means for causing the variant alpha-amylase enzyme to have increased 

thermostability relative to BSG.

6. The laundry detergent composition of claim 5, further comprising:
d) means for maintaining a hue in fabrics. 

Source:https://www.uspto.gov/patent/laws-and-regulations/examination-policy/examination-guidance-and-
training-materials
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• U.S. Patent No. 10,413,611 Independent Claim 1: A pharmaceutical composition 

comprising: (a) at least one poloxamer… and (b) means for keeping the pharmaceutical 

composition in liquid phase up to a temperature of about 40° C in vitro, wherein the 

pharmaceutical composition is used… 

• Such a claim could be very useful against an ANDA challenger  who copies the active 

ingredient but tries to pirate the invention by changing the formulation.

• U.S. Patent No. 9,149,464 Independent Claim: 13. A pharmaceutical composition, 

comprising (a) [compound], and (b) a means for increasing the circulation time of the 

compound in an aqueous environment.

• U.S. Patent No. 7,579,380 Independent Claim: 20. A pharmaceutical composition, 

comprising at least one core …, wherein the at least one core comprises bupropion 

hydrobromide and at least one excipient, wherein the at least one osmotic subcoat 

comprises at least one osmotic agent and at least one osmotic deposition vehicle, and a 

means for releasing the bupropion hydrobromide from the composition. 

Other Issued Pharma MPF Claim Examples
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• U.S. Patent No. 7,670,617 Independent Claim 1. A pharmaceutical 
composition comprising an active ingredient in a dosage form comprising a 
first portion, a second portion and means for sequential release of said 
first portion and said second portion at a desired site within a subject;… 
and wherein said means for sequential release comprise means for 
sequentially controlling the activity of said pH-adjusting substances so 
that said first pH-adjusting substance attains peak activity in the localized 
environment of the active ingredient before said second pH-adjusting 
substance attains peak activity in the localized environment, whereby the 
localized environment of the active ingredient attains a first pH and then 
a second pH; wherein said means for sequentially controlling the activity 
of said pH-adjusting substances comprises at least one coating that 
surrounds said second pH-adjusting substance; said first pH-adjusting 
substance being peripheral to said coating; and wherein said active 
ingredient is peripheral to said coating in said dosage form. 

Other Issued Pharma MPF Claim Examples
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• U.S. Patent No. 9,446,076 Dependent Claim 9. The pharmaceutical 

composition of claim 1, wherein said at least one pharmaceutically 

acceptable excipient comprises at least one component selected from 

the group consisting of growth factors, cytokines, proteins involved in 

organogenesis signaling, pharmaceuticals, platelet lysate, serum, 

isotopes, means for tracing cells in vivo, diluents, lubricants, matrix 

or scaffold materials, and combinations thereof.

• U.S. Patent No. 10,335,405 Independent Claim 11. An abuse deterrent 

oral pharmaceutical composition comprising a tamper resistant 

controlled release matrix, wherein the tamper resistant controlled 

release matrix comprises a means for preventing the crushing, grating, 

grinding, cutting, solvating, or dissolving of the tamper resistant 

controlled release matrix comprising:…

Other Issued Pharma MPF Claim Examples

89



Linking Example

Claim limitation Specification

“means for making said 

formulation stable at 24 

months when stored at 

room temperature”

“there . . . exists a need for an appropriate 

range of concentrations for both the 5-HT3

receptor antagonist and its pharmaceutically 

acceptable carriers that would facilitate 

making a formulation with . . . increased 

stability.” 

“[t]he inventors have . . . discovered that by 

adjusting the formulation’s pH and/or excipient 

concentrations it is possible to increase the 

stability of palonosetron formulations.”

Specification gives exemplary embodiments 

that demonstrate what means (i.e., structure 

and/or materials and/or acts) could be used to 

increase the stability of palonosetron 

formulations
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Claim No. Recited function Exemplified structures 

and/or materials and/or 

acts disclosed in the 

Specification of the 

application filed herewith

Claim 10 “means for making said 

formulation stable at 24 months 

when stored at room 

temperature”

Page 9, lines 7-9; and 

Example 4 (page 14) 

Claim 11 “means for making said 

formulation stable at 18 months 

when stored at room 

temperature”

Page 9, lines 7-9; and 

Example 4 (page 14) 

Linking Example
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Strategies for Avoiding/Overcoming 

Lack of  Enablement Arguments 

• Consider expert declaration to support what a 
POSITA would understand.

• Consider reissue possibilities: broadening, 
narrowing?.

• 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.

• Functional language to obtain broader 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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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.
• Dependent claims

• 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. See: MPEP §2163.04

• Consider MPF claims.
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Thank You!
Contact Information:

Sharon Israel

sisrael@shb.com

Krista Kostiew

krista.kostiew@unilever.com

Bridget Smith

bsmith@relativityspace.com

Tom Irving

tom.irving@finnegan.com
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