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Functional Claiming

• Functional Limitations

A claim term is functional when it recites a feature 
“by what it does rather than by what it is” (e.g., as 
evidenced by its specific structure or specific 
ingredients). There is nothing inherently wrong with 
defining some part of an invention in functional terms. 
Functional language does not, in and of itself, render a 
claim improper. 

In fact, 35 U.S.C. §112(f) (and pre-AIA 35 U.S.C. §112, 
sixth paragraph) expressly authorize a form of 
functional claiming (means- (or step-) plus- function 
claim limitations. 

M.P.E.P. § 2173.05(g)
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Functional Claiming

• 35 U.S.C. §112(f) (pre-AIA §112, 6th paragraph):

“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.”

• Functional language in a claim may invoke
§112(f) in some instances.
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Invoking §112(f)

“The threshold inquiry is whether the claims at issue invoke
§ 112, paragraph 6. The standard is whether a person of
ordinary skill in the art would understand that the claim terms
recite a function but not sufficient structure for performing the
function. … Even if a claim term lacks the word "means," § 112,
paragraph 6 is invoked if the challenger shows that the claim
term fails to recite sufficiently definite structure or recites a
function without sufficient structure for performing that
function.”

Synchronoss Techs., Inc. v. Dropbox, Inc., 987 F.3d 1358, 
1367 (Fed. Cir. 2021)
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§112(f) - Claim Construction

• Construing a Claim under §112(f)

– First Step: Determine the function of the

means-plus-function limitation.

– Second Step: Determine the corresponding

structure disclosed in the specification and

equivalents thereof.
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§112(f) - Claim Scope

• If a claim term invokes §112(f):

• Corresponding disclosures of structure in the
specification (and equivalents) are read as limitations
into the claim (and the recited function is also a claim
limitation).

― Accordingly, when the specification is not drafted 
properly, e.g., to have a comprehensive disclosure of 
alternative structures corresponding to the “means” 
element, the claim limitation may have a narrower scope 
than a limitation that is not a means-plus-function 
element, even though equivalents will be within the claim 
scope.
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• 35 U.S.C. § 112(b)

• “The specification shall conclude with one or more claims

particularly pointing out and distinctly claiming the subject matter

which the applicant regards as his invention.”

• “[Therefore t]he patent specification must disclose with sufficient

particularity the corresponding structure for performing the claimed

function and clearly link that structure to the function.” Triton Tech 

of Texas, LLC v. Nintendo of America, Inc., 753 F.3d 1375 (Fed. Cir.

2014)

• If one of ordinary skill would be unable to recognize structure in the

specification that is clearly linked as corresponding to the means plus

function element, the claim will be invalid as being indefinite under

§112(b).

§ 112(b) Also Applies
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Infringement of  a claim with 

§112(f) limitation

• Literal infringement with §112(f) limitation:

• 1) perform identical function, and

• 2) include feature identical to, or equivalent to, disclosed 

structure or act corresponding to §112(f) limitation

― §112(f) equivalents evaluated at the time of application filing; 

they do not include after-arising technology.

• Doctrine of equivalents (DOE) infringement with §112(f) 

limitation is possible, e.g., if a) don’t perform identical function, 

and/or b) include after-arising technology that is equivalent.
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Equivalents: §112(f) limitation vs. DOE 

• Similarity when determining §112(f) limitation equivalents

and DOE equivalents:

• Insubstantial Differences

― [function]-way-result test

• Interchangeability

• How §112(f) limitation equivalents differ from DOE
equivalents:

• Doesn’t cover after-arising technology

• Narrowing amendments do not create a presumption

of an estoppel barring equivalents

(i.e., Festo does not apply)
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Functional Claiming

• If a claim term does not invoke §112(f):

• No automatic requirement of additional limitations from the

specification; construe claim language in accordance with its

plain and ordinary meaning in light of the specification as

would be understood by one of ordinary skill in the art

• When claim terms recite structure and also recite functional

language regarding the structure, the structure is limited by

the recited function
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Software Claims

• “To avoid purely functional claiming in cases involving computer-
implemented inventions, we have consistently required that the
structure disclosed in the specification be more than simply a general
purpose computer or microprocessor.”

• “Because general purpose computers can be programmed to perform
very different tasks in very different ways, simply disclosing a computer
as the structure designated to perform a particular function does not
limit the scope of the claim to the corresponding structure.”
• Mere reference to a general-purpose computer, microprocessor, specialized

computer, or an undefined component of a computer system, software,
logic, code or black box element is not sufficient.  An algorithm must be
disclosed.

Net MoneyIN, Inc. v. Verisign, Inc., 545 F.3d 1359, 1367 (Fed. Cir. 2008);
see Aristocrat Techs. Australia Pty Ltd. v. Int’l Game Tech. 521 F.3d 1328 
(Fed. Cir. 2008).
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Examiner Guidelines - Functional Claiming

• A claim limitation should be interpreted according to §112(f) if it
meets the following 3-prong analysis (M.P.E.P. § 2181(1)):

• A: The claim limitation uses the term "means" or a substitute term
for "means" that is a generic placeholder [i.e., a "nonce word"];

• B: The phrase "means" or the substitute term is modified by
functional language, typically linked by the transition word "for"
(e.g., "means for") or another linking word; and

• C: The phrase "means" or the substitute term is not modified by
sufficient structure or material for performing the claimed function.

• Recent emphasis on Examiners making a written record of
§112(f) interpretation analysis.
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Nonce Terms - MPEP

Typical Format: [Nonce] [transition] [function]

•Courts have held the following to invoke §112(f):
- module for - element for
- unit for - member for
- device for - apparatus for
- mechanism for - machine for
- component for - system for

•Courts have held the following do not invoke §112(f):
- circuit for* - digital detector for
- computing unit - reciprocating member
- processor* - connector assembly
- detent mechanism - hanger member

MPEP § 2181.  But there are some contrary decisions.
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“Means” Presumption

• A claim that explicitly recites a “means for” performing a

function is presumed to invoke the statutory construction

of §112(f)

• A claim recitation that lacks the word "means" is

presumed not to invoke the statutory construction

• Previously, the presumption flowing from the absence of the

term "means" was characterized as "a strong one that is not

readily overcome."

• The statutory construction was not applied unless the

limitation was "essentially ... devoid of anything that can be

construed as structure."

― Lighting World, Inc. v. Birchwood Lighting, 382 F.3d 1354

(Fed. Cir. 2004).
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“Means” Presumption – No Longer Strong

• Williamson v. Citrix Online, LLC, 792 F.3d 1339
(Fed. Cir. 2015) (en banc).

Claim 8. A system for conducting distributed learning among a plurality of 
computer systems coupled to a network, the system comprising: 

… a distributed learning control module for receiving communications …

• Presumption that a limitation lacking the word ‘means’
is not subject to §112(f) is no longer characterized as
“strong.”

• “That characterization is unwarranted, is uncertain in
meaning and application, and has the inappropriate
practical effect of placing a thumb on what should
otherwise be a balanced analytical scale.”
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“Means” Presumption – No Longer Strong

Post-Williamson §112(f) Analysis

Functional 

Language 

present in the 

claim – is 

“means” used?

Presumption 

112(f)/¶6

applies.

Presumption 

112(f)/¶6

does not 

apply.

Yes

No

(1) Does the 

functional language 

have a reasonably 

well understood 

meaning in the art, 

or (2) is there 

sufficient structural 

language?

Yes §112(f) 

does not 

apply.

Is there sufficient 

structural language 

to rebut the 

presumption?

No §112(f) 

applies.

Yes
§112(f) 

does not 

apply.

No
§112(f) 

applies.

Williamson: This presumption is no longer “strong”
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“Means” Presumption – No Longer Strong

• Overcoming the Williamson Presumption

• §112(f) is applied where the term "means" is replaced
with a "well-known nonce word that can operate as a
substitute of the term ‘means’"

― Verbal constructs tantamount to using the word “means”
― Examples of such generic terms include: "mechanism", 

"element", "device", and "module“

• These terms typically do not connote sufficiently
definite structure. Williamson, 792 F.3d at 1350 (citing
Mass. lnst. of Tech. & Elecs. for Imaging, Inc. v. Abacus 
Software, 462 F.3d 1344, 1354 (Fed. Cir. 2006))
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Post-Williamson CAFC Cases
• Advanced Ground Information Systems, Inc. v. Life360, Inc., 830

F.3d 1341 (Fed. Cir. 2016)

• DC: claim phrases “symbol generator” and “CPU software” invoked §112,
¶ 6, and were indefinite under §112, ¶ 2.

― Claims did not include the word “means,” but “[a] plain reading of the term in 
context of the relevant claim language suggests the term ‘symbol generator’ is 
analogous to a ‘means for generating symbols’ because the term is simply a 
description of the function performed.” 

― Also, “the term is not used in common parlance or by persons of ordinary skill 
in the pertinent art to designate structure.” 

• FC: Affirmed
― INVOKES 112(f)/¶6
― “Symbol generator” not commonly understood: agreeing with the district court  and 

determining “the term is not used in common parlance or by persons of ordinary skill in the 
pertinent art to designate structure.”

― Even though “symbol” and “generator” may be terms of art when considered alone, 
“the combination of the terms as used in the context of the relevant claim language suggests 
that it is simply an abstraction that describes the function being performed (i.e., the 
generation of symbols)”

― Because the term “symbol generator” does not identify a structure by its function, nor do the 
asserted claims suggest that the term “symbol generator” connotes a definite structure, the 
claims are subject to 112(f)/¶6 
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Post-Williamson CAFC Cases

• Advanced Ground Information Systems (con’t)

• FC: Affirmed

― Claims indefinite under 112(b)

― In construing the “symbol generator” term under 112(f), the 

specification fails to disclose an algorithm or description as to 

how symbols are actually generated.

― “The function of generating symbols must be performed by 

some component of the patents-in-suit; however, the patents-

in-suit do not describe this component.”

― The patent suggested the symbols are generated via “a map 

database,” but this was found to only describe the medium

through which the symbols are generated.
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Post-Williamson Decisions

• Media Rights Techs., Inc. v. Capital One Fin. Corp., 800 F.3d 1366, 1371 (Fed. Cir.
Sept. 4, 2015)

1. A method of preventing unauthorized recording of electronic media
comprising:

activating a compliance mechanism in response to receiving media content 
by a client system, said compliance mechanism coupled to said client system, 
said client system having a media content presentation application operable 
thereon and coupled to said compliance mechanism;

controlling a data output pathway of said client system with said compliance 
mechanism by diverting a commonly used data pathway of said media player 
application to a controlled data pathway monitored by said compliance 
mechanism; and

directing said media content to a custom media device coupled to said 
compliance mechanism via said data output path, for selectively restricting 
output of said media content.

24



Post-Williamson CAFC Cases (con’t)

• Media Rights (con’t)

• DC: Claim term “compliance mechanism” was MPF term and was

indefinite.

― Did not use the word “means,” but “the claim language itself stated 

that the ‘compliance mechanism’ was activated in response to the 

client system receiving media content, that it controlled a data 

output path, and that it monitored a controlled data pathway.”

― “Because the structure for computer-implemented functions must be 

an algorithm, and the specification here failed to describe “an 

algorithm whose terms are defined and understandable,” …the 

“compliance mechanism” term is indefinite. 

25



Post-Williamson CAFC Cases (con’t)

• Media Rights (con’t)

• FC: Affirmed.

― “the claims simply state that the “compliance mechanism” can perform various functions. 

…None of these passages, however, define ‘compliance mechanism’ in specific structural 

terms.”

― “We have never found that the term ‘mechanism’—without more—connotes an identifiable 

structure; certainly, merely adding the modifier ‘compliance’ to that term would not do so 

either.” 

― "compliance mechanism" held to invoke 112(f)

― No commonly understood meaning

― Not a substitute for an electrical circuit or anything else connoting structure

― Court has never found that "mechanism" alone connotes identifiable structure

― Further, claims were found indefinite due to lack of an algorithm disclosed for the function 

of “controlling data output”

26



MPF Term Must Correspond to Structure in 

Spec Associated with Function

• Synchronoss Techs., Inc. v. 

Dropbox, Inc., 987 F.3d 1358 (Fed. Cir.

2021)

• DC: Claims indefinite.

Claim 1. A controller for a 
synchronization system, 
comprising:
a user identifier module;
an authentication module 
identifying a user coupled to the 
synchronization system;….

• FC: Affirmed.

• The spec “does not detail what a user identifier module consists of or how it

operates.”

• Dropbox expert identified many ways to perform function, each with separate

structure.

• “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.”
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Multiple Ways to Measure = Indefinite

• RideApp Inc. v. Lyft, 2021 U.S. App. LEXIS

8760 (Fed. Cir. 2021) (unpublished)

• DC: claim limitations indefinite because no

“corresponding structure disclosed —

specifically, an algorithm—for their

respective functions recited in the

claims[.]”

Claim 2. … (c) a wireless means of 
on-demand allocation of a passenger 
to a specific vehicle through the 
central data system.
Claim 6. … (c) a wireless means of 
detecting the proximity of the 
passenger and alerting the passenger 
of the proximity of the vehicle.

• FC: Affirmed.

• “When a function is implemented in a special-purpose computer, ‘the specification

[must] disclose an algorithm for performing the claimed function[.]’”

• No disclosure of how the on-demand allocation works or how proximity is

calculated.

• “RideApp's first point—that a skilled artisan "would know many methods to

calculate distance between sets of coordinates," …—underscores why this means-

plus-function limitation is indefinite…. Without any limit on how the invention 

calculates proximity, RideApp ‘has in effect claimed everything that [performs the 

task] under the sun.’"   
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§112(f) and PTAB

• 37 C.F.R. §§ 42.104(b)(3)-(4) require an IPR petition to explain

“[h]ow the challenged claim is to be construed,” as well as “[h]ow

the construed claim is unpatentable.”

• For claims containing means-plus-function limitations, there is

an added requirement of 37 C.F.R. § 42.104(b)(3) that “the

construction of the claim must identify the specific portions of

the specification that describe the structure, material, or acts

corresponding to each claimed function.”

29



§112(f) and PTAB

• PTAB will deny a petition that fails to analyze a construction

under §112(f) rather than take up this burden and “speculate on

the specific disclosure” that corresponds to the means-plus-

function limitations.

• See Atoptech, Inc. v. Synopsys, Inc., IPR2014-01160, Paper

9, at 9 and 17 (P.T.A.B. Jan. 21, 2013); Ericsson Inc. v. 

Intellectual Ventures I LLC, IPR2014-01331, Paper 9 (P.T.A.B.

Feb. 24, 2015).
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Means-Plus-Function Claims at PTAB:

Need to Anaylze as Such in Petition   

• Pride Solutions, LLC v. NOT DEAD YET Mfg., Inc., IPR2013-00627,
Paper No. 14 (P.T.A.B. Mar. 17, 2014)

• Claim 1. A quick connect/disconnect coupling for securing a stalk
stomper to a tool bar assembly ... comprising ... a retention means on
the plate member ....

• PTAB: Institution denied.
― “Claim limitations that use the word ‘means’ create a presumption that 

the limitation should be interpreted pursuant to § 112, ¶ 6.”

― Function is retaining something. 

― Insufficient structure recited for performing the function of retaining -> 

presumption not rebutted.

― Since Petitioner did not treat claim as a MPF claim, it did not provide any 

evidence of how the prior art references should be applied to a MPF

claim.

― No structural analysis demonstrating that the corresponding structure or 

an equivalent structure is present in the prior art.
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Means-Plus-Function Claims at PTAB:

Need to Anaylze as Such in Petition 

• Syrinix, Inc. v. Blacoh Fluid Control, Inc., IPR2018-00414, Paper 33
(P.T.A.B. May 22, 2019)

• Parties did not dispute that claim 15-18 are MPF claims.

• Patent Owner: Petitioner failed to identify corresponding structure in its Petition as
required by 37 C.F.R. §42.104(b)(3).

• Petitioner Reply listed identified corresponding structures.

• PTAB: “We agree with Patent Owner, and Petitioner does not dispute, that the
Petition is deficient because it fails to specify portions of the specification describing
the structure, material, or acts corresponding to each claimed function. Moreover,
we agree that Petitioner’s attempt to address this deficiency in the Reply is improper
because it goes beyond responding to Patent Owner’s arguments which do not
address the actual construction of these terms. …. Even if we did consider 
Petitioner’s new contentions, they would be insufficient. Petitioner identifies alleged 
corresponding structures in the ’553 patent, but does not provide any contention 
concerning where these structures are disclosed in Palusamy.”

• Claims 15-18 survived.
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MPF Claims In Pharma

• Federico’s Commentary on the 1952 Act: Almost 70 years ago, pharma MPF was foreseen:

― The last paragraph of section 112 relating to so-called functional claims is new.  It provides

that an element of a claim for a combination (and a combination may be not only a 

combination of mechanical elements, but also a combination of substances in a composition 

claim, or steps in a process claim) may be expressed as a means or step for performing a 

specified function, without the recital of structure, material or acts in support thereof.

• MPEP §2181 [R-10.2019].

• Broader literal claim scope (structure, material, or act described in spec and literal

equivalents thereof) can help when doctrine of equivalents fading.

• May provide more accuracy and clarity than purely structural characterization.
33
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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/pa cnt/laws-and-regulations/examination-policy/examination-guidance-and-training-materials

34
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MPF Claims In Pharma

Example (effective against 
ANDA applicant):

1. A composition
comprising:

component  A and 

means for [achieving 
some desirable 
outcome]. 

35

Example (effective against 
505(b)(2) applicant):

1. A composition
comprising:

means for [achieving some 
desirable outcome]; and 

a pharmaceutically acceptable 
carrier. 
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Linking Examples

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.”  give chapter and verse

“[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.” give chapter and verse

“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” give chapter and verse

36
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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 Examples

37
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Linking Examples

Claim limitation Specification

“means for effectively treating 
ulcerative colitis in humans”

““Finally, regarding 35 U.S.C. § 112, paragraph 1, MPEP § 2181 instructs that 
the specification (or the prosecution history) must clearly link the structure 
(or materials) to the function recited in the claim[.] … That requirement of 
35 U.S.C. § 112, paragraph 1, is clearly met because, as explained above, 
Example 4, which demonstrates that the effective treatment of UC in 
humans (the function of part (1) of claim 63) is clearly linked to Example 1 
(the extract for achieving that function).”

“means for chemically stabilizing 
said benzoyl peroxide in said 
aqueous gel composition”

“For a material to be considered “corresponding” to a means-plus-function, 
MPEP 2181 requires that the specification or prosecution history clearly link
the materials to the function recited for the materials. Applicants have 
provided that link via, e.g., Examples 6 and 7 in the Specification, as 
previously discussed in the Preliminary Amendment filed … and the 
Amendment under 37 C.F.R. 1.111 filed… . Moreover, one skilled in the art 
would recognize, from at least Examples 6 and 7, materials that perform the 
function recited in the means-plus-function.” 

38
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An Issued Life Science MPF Claim!

Ex parte Gleave, Appeal No. 2012-004973 (2014)

• U.S. Patent 8,722,872: pull up a chair because these claims don’t yet go through the
PTO at warp speed!

• Board reversed the examiner’s rejection.

• Interesting because PTAB approved MPF introduced during prosecution. No evidence
one has to say “means for “ in the specification, but forearmed with these ideas, can
put in your new applications.

• A 505(b)(2) MPF was used on the active ingredient, with the carrier being in
traditional, broad form.

• Claim 33. A pharmaceutical composition comprising a

a) means for reducing the amount of active hsp27 in cancerous cells and
b) a pharmaceutically acceptable carrier.

39
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An Issued Life Science MPF Claim!

• The specification does not say “means for.”

• Original independent claims 1 and 14 (no “means for”):
• 1. A method for treatment of a cancer characterized by elevated expression of hsp27 as compared to non-

cancerous tissue of the same type in an individual suffering from the cancer, comprising the step of
administering to the individual a therapeutic composition effective to reduce the amount of active hsp27
in the cancer cells.

• 14. A pharmaceutical composition comprising a therapeutic agent effective to reduce the amount of active
hsp27 in cancerous cells exposed to the therapeutic agent, and a pharmaceutically acceptable carrier.

• Preliminary amendment canceling all claims and presenting new claims 33-
35, introducing “means for”:
• 33. (new) A pharmaceutical composition comprising a (a) means for reducing the amount of active hsp27 in

cancerous cells by sequence specific interaction with Seq. ID No. 91 and (b) a pharmaceutically acceptable carrier.  (A
505(b)(2) type MPF claim).

• 34. (new) The pharmaceutical composition of claim 33, wherein the means for reducing the amount of active hsp27
in cancer cells is an oligonucleotide, and the oligonucleotide consists of 12 to 35 nucleotides.

• 35. (new) The pharmaceutical composition of claim 34, wherein the oligonucleotide is an antisense oligonucleotide
complementary to Seq. ID No. 91.

• (The “sequence specific” language ultimately was removed)

40

40



Examiner Treatment Of  A 

Life Science MPF Claim

• The USPTO stated:

• “With regards to the means plus function language of claim 33, the instant

specification does not describe any means for reducing the amount of active

hsp 27 via sequence specific interaction other than by antisense

oligonucleotide or RNAi inhibition.

• Therefore, the claims are broader than the instant disclosure, as this is not a

defined genus that has been described by the specification. The specification

does not have a sufficient disclosure of the structure that corresponds to the

claimed function. Means plus-function claims require disclosure in the

specification even if the means are already well known in the art. It is not clear

what structure is required to meet the limitation of resulting in sequence

specific interaction, but clearly this would include triplexes, miRNA molecules,

and aptamers, which are not disclosed in the specification.”

• The USPTO also made a written description rejection.
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Examiner Treatment Of  A 

Life Science MPF Claim

• Applicants responded, adding a new claim 36, depending from claim

33.

• 36. (new) The pharmaceutical composition of claim 33, wherein the means

for reducing the amount of active hsp27 in the cells is a double-stranded

RNA molecule.

• and arguing (going right after the Examiner’s failure to construe the claims as

MPF):

• “As pointed out in the preliminary amendments, however, ‘it is intended to

invoke 35 USC § 112, sixth paragraph, such that this refers to the

compositions disclosed in the application that accomplish this function, and

equivalents thereof.’ The Examiner has failed to make a determination of the

scope of the claims using the standards of this section of the statute, but

rather has asserted a scope that is seemingly broader than the claim scope.

See MPEP § 2181. Applicants submit that this step must be performed before

the Examiner can properly apply any rejection.”
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• After extensive prosecution, applicants amended claim 33 as follows

but did not amend any claim depending, directly or indirectly, from

claim 33:

• Claim 33. A pharmaceutical composition comprising a

• (a) means for reducing the amount of active hsp27 in cancerous

cells and

• (b) a pharmaceutically acceptable carrier.

• Dependent claims 34-36 continued to read:

• 34. (previously presented) The pharmaceutical composition of claim 33, wherein the means

for reducing the amount of active hsp27 in cancer cells is an oligonucleotide, and the

oligonucleotide consists of 12 to 35 nucleotides.

• 35. (previously presented) The pharmaceutical composition of claim 34, wherein the

oligonucleotide is an antisense oligonucleotide complementary to Seq. ID No. 91.

• 36. (previously presented) The pharmaceutical composition of claim 33, wherein the means

for reducing the amount of active hsp27 in the cells is a double-stranded RNA molecule.
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An Issued Life Science MPF Claim
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Reverse Rejection

• Relying on Donaldson and other precedent, PTAB reasoned:

• Thus, as articulated in MPEP 2181, "the USPTO must apply 35 U.S.C. 112, sixth 
paragraph in appropriate cases, and give claims their broadest reasonable 
interpretation, in light of and consistent with the written description of the 
invention in the application." [Emphasis added.](See also, Br. 3.)

• A structure disclosed in the specification qualifies as a "corresponding structure"
if the specification or the prosecution history "clearly links or associates that
structure to the function recited in the claim." B. Braun Med., Inc. v. Abbott 
Labs., 124 F.3d 1419, 1424 (Fed. Cir. 1997). With means plus-function
claiming, the narrower the disclosed structure in the specification, the narrower
the claim coverage. Ibormeith IP, LLC v. Mercedes-Benz USA, LLC, 732 F.3d
1376, 1381 (Fed. Cir. 2013). In making our determination, we apply the
preponderance of the evidence standard. See, e.g., Ethicon, Inc. v. Quigg, 849
F.2d 1422, 1427 (Fed. Cir. 1988) (explaining the general evidentiary standard
for proceedings before the Office).

• So linking is important.

44

44



Appeal Of  A Life Science MPF

Claim: Reverse Rejection

• The Board concluded:

• We do not find that the Examiner has provided evidence to 
support a prima facie case of anticipation or obviousness.

• We agree with Appellants that the structures disclosed in 
the Specification as having the function recited in the 
claims are limited to (a) the specific antisense 
oligonucleotides in Example 1, (b) the specific RNAi 
molecules of Example 5, and ( c) equivalents thereof, that 
are effective in reducing the amount of hsp27 in cancerous 
cells.  (now, that was effective linking!)
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Almost 3 Years Of  PTA Because Appeal 

Successful!

Filed June 23, 2009. Expiration date March 24, 2026 (Oct. 2, 2023 + 903 days)

When fighting the fight, avoid the things that cause one to lose PTA !

Claim 9. A pharmaceutical composition comprising a (a) means for reducing the 
amount of active hsp27 in cancerous cells and (b) a pharmaceutically acceptable 
carrier. 
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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. Linking should be important.

• 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.
• Useful against ANDA challenger; linking should be important.

• 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.

Gleave Is Not The Only MPF Example
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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.

• Note that this is a double MPF: sequential release and sequentially controlling

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.
• Means for in what is commonly called a Markush group.
• Better in its own independent claim and not part of Markush group?

• 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:…
• Means for achieving six multiple functions: a good idea?
• Better to break into 2 or 3 independent MPF claims?

Other Issued Pharma MPF Claim Examples
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•M.P.E.P. § 2173.05(g) Functional limitations [R-08.2017]

― “A claim term is functional when it recites a feature "by what it does rather than by 
what it is" (e.g., as evidenced by its specific structure or specific ingredients). In re 
Swinehart, 439 F.2d 210, 212, 169 USPQ 226, 229 (CCPA 1971). There is nothing 
inherently wrong with defining some part of an invention in functional terms. 
Functional language does not, in and of itself, render a claim improper. Id. In fact, 
35 U.S.C. 112(f)  and pre-AIA 35 U.S.C. 112, sixth paragraph, expressly authorize a 
form of functional claiming (means- (or step-) plus- function claim limitations 
discussed in MPEP § 2181 et seq.). Functional language may also be employed to 
limit the claims without using the means-plus-function format. …”

― “A functional limitation must be evaluated and considered, just like any other 
limitation of the claim, for what it fairly conveys to a person of ordinary skill in the 
pertinent art in the context in which it is used.”

Functional Claim Limitations: 

Encompass 112(f)
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It is difficult to anticipate whether a functional recitation 

will be later interpreted to invoke §112(f).

• Reasons for allowance

• Reexamination / reissue

• Licensing negotiation

• Litigation

Potentially narrowing or invalidating the claims.

• e.g., under § 112(b) for lack of corresponding structure.

Functional Claim Limitations
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• Write specification to provide structure/materials/acts that are (is)

clearly linked to any functional recitations in the claims.

― Use the claim terms in the specification.

• Disclose alternative structures.

• Consider explicit “means” claim set.

― By claim differentiation, non-"means" claims may not invoke the 112 (f) statutory 

construction.

― Include structure, materials, and/or acts in claims of non-means claim set. 

Application Drafting
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Assume that § 112(f) will apply.
• Use terms found in relevant technical dictionaries.

• Write specification to provide structure that is clearly
linked to any functional recitations in the claims.

― Use the claim terms in the specification.

• Provide structural/systems/process details in specification for
functional claim recitations:
• Alternative embodiments;
• Multiple examples;
• Varying claim strategies.

Application Drafting
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Practical Tips in Drafting

• Disclosure should show how a computer would perform each
function claimed (for computer-implemented claims).

• Detailed flow chart, even in non-software specifications.

• Include inputs and outputs for each structure in your claim.

• Include structure in claim (if you do not intend 112(f) treatment).
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Practical Tips in Drafting

 Avoid [nonce] [transition] [function] format

 Claims: Avoid claiming “black boxes”
 e.g., modules, units (avoid disclosing)
 Instead, claim/disclose processors, circuitry, etc.
 For non-method software claims, one solution may be to claim a processor

executing instructions that when executed perform a function (rather than
claiming a “module”)

 Consider CRM claim set
 "A computer readable medium storing instructions for executing a method

performed by a computer processor, the method comprising .... “
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Practical Tips in Drafting

No need to avoid functional claiming.  Functional 
claiming allows the drafter to control the scope 
of the claim (through the specification).

 Functional claiming allows the prosecutor to
maintain some degree of equivalents for elements
amended for reasons of patentability.
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Practical Tips in Prosecution

 Address Examiner’s application of § 112(f).
 Argue/amend until withdrawn; or
 Leave claims as-is and add new non-"means" claims.
 Avoid losing PTA.

 Approaches to consider
 During prosecution, supplement the “intrinsic” record:

 dictionary definitions;
 expert statements; and
 argument.
 Try not to change the linking table.

 Distinguish various claim sets.

 Be intentional in your decision to use MPF claims and
consider using Linking Table(s) in the specification or in a
preliminary amendment.
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Polling Question

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.

Is claim 6 a double “means for” MPF claim?
Yes or No

Source: https://www.uspto.gov/pa cnt/laws-and-regulations/examination-policy/examination-guidance-and-training-materials
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Polling Question

• Assume you linked to every possible structure, material, or 

act in the specification to achieve the recited function. Would 

you ever want to narrow the linking table during prosecution?

Yes or No 
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Polling Question

• Claim 33. A pharmaceutical composition comprising a

• (a) means for reducing the amount of active hsp27 in cancerous cells and

• (b) a pharmaceutically acceptable carrier.

• Dependent claims 34-36 continued to read:
• 34. (previously presented) The pharmaceutical composition of claim 33, wherein the means for reducing the

amount of active hsp27 in cancer cells is an oligonucleotide, and the oligonucleotide consists of 12 to 35

nucleotides.

• 35. (previously presented) The pharmaceutical composition of claim 34, wherein the oligonucleotide is an

antisense oligonucleotide complementary to Seq. ID No. 91.

• 36. (previously presented) The pharmaceutical composition of claim 33, wherein the means for reducing the

amount of active hsp27 in the cells is a double-stranded RNA molecule.

• Did dependent claims 34-36 strip claim 33 of its 112 (f) status?
Yes or No
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Polling Question

• In Gleave, the Board framed the issues as follows:

• Has the Examiner properly interpreted the means plus-

function language in the claim?

• Does the cited prior art teach a structure disclosed in the

Specification as having the recited claimed function?

• Does the Board’s rationale substantially limit 

arguments of inherency in 112 (f) claims?

• Yes or No
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Resources

• “Got Pharmaceutical Means-Plus-Function Claims?”

https://www.finnegan.com/en/insights/blogs/prosecution-first/got-pharmaceutical-

means-plus-function-claims.html

• “An Issued Life Science MPF U.S. Patent Claim: Ex parte Gleave,”

https://www.finnegan.com/en/insights/blogs/prosecution-first/an-issued-life-science-

mpf-u.s.-patent-claim-ex-parte-gleave.html

• “Revitalizing the Patent System to Incentivize Pharmaceutical Innovation: The

Potential of Claims with Means-Plus-Function Clauses,” Wanli Tang, 62 Duke L.J. 1069

(2013), 

http://scholarship.law.duke.edu/cgi/viewcontent.cgi?article=3378&context=dlj
62

62

https://www.finnegan.com/en/insights/blogs/prosecution-first/got-pharmaceutical-means-plus-function-claims.html
https://www.finnegan.com/en/insights/blogs/prosecution-first/an-issued-life-science-mpf-u.s.-patent-claim-ex-parte-gleave.html
http://scholarship.law.duke.edu/cgi/viewcontent.cgi?article=3378&context=dlj


USPTO Training Materials
https://www.uspto.gov/patent/laws-and-regulations/examination-policy/examination-

guidance-and-training-materials
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THANK YOU! 

• Xiaoguang Michelle Gao, Ph.D., J.D.

• gao_xiaoguang@lilly.com

• Sarah Hooson

• sarah.hooson@merck.com

• Anthony M. Gutowski

• anthony.gutowski@finnegan.com

• Tom Irving

• tom.irving@finnegan.com
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