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Tips for Optimal Quality FOR LIVE EVENT ONLY

Sound Quality

If you are listening via your computer speakers, please note that the quality
of your sound will vary depending on the speed and quality of your internet
connection.

If the sound quality is not satisfactory, you may listen via the phone: dial
1-866-370-2805 and enter your PIN when prompted. Otherwise, please

send us a chat or e-mail sound@straffordpub.com immediately so we can address
the problem.

If you dialed in and have any difficulties during the call, press *0 for assistance.

Viewing Quality
To maximize your screen, press the F11 key on your keyboard. To exit full screen,
press the F11 key again.
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Affirmation/Evaluation after the webinar.
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ext. 35.

Strafford



Disclaimer

These materials are public information and have been prepared solely for
educational and entertainment purposes to contribute to the understanding of
U.S. intellectual property law and practice. These materials reflect only the
personal views of the joint 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. And not all views expressed herein are subscribed to by each
joint author. Thus, the joint authors, Finnegan, Henderson, Farabow, Garrett &
Dunner, LLP (including Finnegan Europe LLP, and Fei Han Foreign Legal Affairs Law
Firm) and JONES DAY cannot be bound either philosophically or as representatives
of 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 the joint authors, Finnegan, Henderson, Farabow,
Garrett & Dunner, LLP (including Finnegan Europe LLP, and Fei Han Foreign Legal
Affairs Law Firm) or JONES DAY. While every attempt was made to insure that
these materials are accurate, errors or omissions may be contained therein, for
which any liability is disclaimed.
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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. 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.

M.P.E.P. § 2173.05(g) (9t ed., rev. 7, Oct. 2015)
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The Statutory Construction

» (f) Element in Claim for a Combination -

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.

35 U.S.C. § 112(f) I Pre-AlA 16.

» Functional language in a claim may invoke 112(f)/96,
but it is not a given.
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Statutory Construction = B.R.I.

» In re Donaldson

Per our holding, the “broadest reasonable
interpretation” that an examiner may give
means-plus-function language is that statutorily
mandated in paragraph six. Accordingly, the PTO
may not disregard the structure disclosed in the
specification corresponding to such language when
rendering a patentability determination.

16 F.3d 1189 (Fed. Cir. 1994) (en banc).
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Statutory Construction = B.R.I.

» M.P.E.P.

Therefore, the broadest reasonable interpretation of a
claim limitation that invokes 35 U.S.C. 112(f) or pre-
AlA 35 U.S.C. 112, sixth paragraph, is the structure,
material or act described in the specification as
performing the entire claimed function and equivalents
to the disclosed structure, material or act. As a result,
section 112(f) or re-A/A section 112, sixth
paragraph, llmltatlons will, in some cases be

dfforded a more narrow mterpretat:on than a
limitation that is not crafted in “means plus
function” format.

M.P.E.P. § 2181 (9th ed., rev. 7, Oct. 2015) .
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Construing a Claim under 112(f)/96

* First Step: Determine the function of the

means-plus-function limitation.

* Second Step: Determine the corresponding
structure disclosed in the specification (and

equivalents thereof).

FINNEGAN
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Summary — Why Construction Matters

» If a claim term invokes 112(f)/96

Corresponding disclosure of structure in the specification
(and equivalents) are read as limitations into the claim.

» If a claim term does not invoke 112(f)/96

No 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.

But, when claim terms with functional language recite a
structure, the structure is still limited by the function.
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Summary —
Why Construction Matters

Functional Limitations can raise the following issues:

Indefiniteness under 112(b): Failure to provide a clear-cut indication of
claim scope because the functional language is not sufficiently precise and
definite resulting in no boundaries on the claim limitation

Lack of written description under 112(a): Failure to explain how the inventor
envisioned the function to be performed such that the written description
does not show that the inventor had possession of the claimed invention

Lack of enablement under 112(a): Failure to provide an enabling disclosure
commensurate with the scope of the claims when the claim language covers
all ways of performing a function

Application of prior art: Uncertainty as to the scope of the claim leading to
broad application of prior art

FINNEGAN Strafford
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How Does the USPTO
Construe § 112(1)?

» MPEP

§2181: “the broadest reasonable interpretation of a claim limitation that
invokes 35 U.S.C. 112(f) ...is the structure, material or act described in the
specification as performing the entire claimed function and equivalents to
the disclosed structure, material or act. As a result, section 112(f) ...
limitations will, in some cases, be afforded a more narrow interpretation
than a limitation that is not crafted in ‘means plus function’ format.”

§2111.01: “When an element is claimed using language falling under the
scope of 35 U.S.C. 112(f) ...the specification must be consulted to
determine the structure, material, or acts corresponding to the function
recited in the claim, and the claimed element is construed as limited to the
corresponding structure, material, or acts described in the specification and
equivalents thereof. In re Donaldson, 16 F.3d 1189, 29 USPQ2d 1845 (Fed.
Cir. 1994) (see MPEP § 2181- MPEP § 2186).”
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How Does the USPTO
Construe § 112(1)?

» MPEP 82114

“Features of an apparatus may be recited either structurally or
functionally. In re Schreiber, 128 F.3d 1473, 1478, 44 USPQ2d 1429,
1432 (Fed. Cir. 1997). See also MPEP § 2173.05(g). If an examiner
concludes that a functional limitation is an inherent characteristic
of the prior art, then to establish a prima case of anticipation or
obviousness, the examiner should explain that the prior art
structure inherently possesses the functionally defined limitations of
the claimed apparatus. ...The burden then shifts to applicant to
establish that the prior art does not possess the characteristic relied
on.”

“Even if the prior art device performs all the functions recited in
the claim, the prior art cannot anticipate the claim if there is any
structural difference. It should be noted, however, that means-plus-
function limitations are met by structures which are equivalent to
the corresponding structures recited in the specification.”

FINNEGAN Strafford




How Do You Set Up §112(1)
Claims at the PTO?

» MPEP 2181:

“[E]xaminers will apply 35 U.S.C. 112(f) or pre-AlA 35 U.S.C.
112, sixth paragraph to a claim limitation if it meets the
following 3-prong analysis:
(A) the claim limitation uses the term ‘means’ or ‘step’ or a term
used as a substitute for ‘means’” that is a generic placeholder (also

called a nonce term or a non-structural term having no specific
structural meaning) for performing the claimed function;

(B) the term ‘means’ or ‘step’ or the generic placeholder is modified
by functional language, typically, but not always linked by the
transition word ‘for’ (e.g., ‘means for’) or another linking word or
phrase, such as ‘configured to’ or ‘so that’; and

(C) the term ‘means’ or ‘step’ or the generic placeholder is not
modified by sufficient structure, material, or acts for performing the
claimed function.”

FINNEGAN Strafford
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§112(f) Presumption

» Reciting “means” plus a function raises the presumption
that §112(f) is invoked.

The presumption is overcome by also claiming structure that is
sufficient to perform the claimed function.

» Absence of the term “means” with functional language
raises a rebuttable presumption that the claim element

is not to be treated under §112(f).

The presumption is rebutted when the claim element:

1) recites a generic placeholder for structure or material;

2) recites a function; and

3) does not recite sufficient structure or material to perform the
function.

FINNEGAN Strafford
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How Do You Set Up §112(1)
Claims at the PTO? (con’t)

» MPEP 2181 (con’t):

“If the examiner has not interpreted a claim limitation as
invoking 35 U.S.C. 112(f) ... and an applicant wishes to have the
claim limitation treated under 35 U.S.C. 112(f) ... applicant must
either:

(A) amend the claim to include the phrase ‘means’ or ‘step’; or

(B) rebut the presumption that 35 U.S.C. 112(f) ... does not apply by
showing that the claim limitation is written as a function to be
performed and does not recite sufficient structure, material, or acts
to perform that function.”

FINNEGAN Strafford
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How Do You Set Up §112(1)
Claims at the PTO? (con’t)

» MPEP 2181 (con’t):

“It is necessary to decide on an element by element basis whether 35 U.S.C. 112(f) ...
applies. Not all terms in a means-plus-function or step-plus-function clause are limited to
what is disclosed in the written description and equivalents thereof, since 35 U.S.C. 112(f) ...
applies only to the interpretation of the means or step that performs the recited function. ...
Each claim must be independently reviewed to determine the applicability of 35 U.S.C.
112(f) ... even where the application contains substantially similar process and apparatus
claims.”

“Where a claim limitation meets the 3-prong analysis and is being treated under 35 U.S.C.
112(f) ... the examiner will include a statement in the Office action that the claim limitation
is being treated under 35 U.S.C. 112(f) ... . If a claim limitation uses the term ‘means’ or
‘step,’ but the examiner determines that either the second prong or the third prong of the 3-
prong analysis is not met, then in these situations, the examiner must include a statement in
the Office action explaining the reasons why a claim limitation which uses the term ‘means’
or ‘step’ is not being treated under 35 U.S.C. 112(f) ...”

“In the event that it is unclear whether the claim limitation falls within the scope of 35
U.S.C. 112(f) ... a rejection under 35 U.S.C. 112(b) ... may be appropriate.”

FINNEGAN Strafford
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MPEP 2181: §112(f)
Claims Must Satisfy §112(b)

» “If one employs means plus function language in a

claim, one must set forth in the specification an
adequate disclosure showing what is meant by that
language. If an applicant fails to set forth an adequate
disclosure, the applicant has in effect failed to
particularly point out and distinctly claim the invention
as required by the 35 U.S.C. 112(b) ... ." Inre
Donaldson Co., 16 F.3d 1189, 1195, 29 USPQ2d 1845,
1850 (Fed. Cir. 1994) (en banc).”

FINNEGAN Strafford
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MPEP 2181:
How to Satisfy §112(b)

» “The proper test for meeting the definiteness

requirement is that the corresponding structure (or
material or acts) of a means- (or step-) plus-function
limitation must be disclosed in the specification itself in
a way that one skilled in the art will understand what
structure (or material or acts) will perform the recited

function.”

FINNEGAN Strafford
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4

MPEP 2181: Must Link Material to Function

In a §112(f) Claim

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. Duty to link structure to function is the quid
pro quo for employing 112, paragraph 6.

“The structure disclosed in the written description of the specification is the
corresponding structure only if the written description of the specification or
the prosecution history clearly links or associates that structure to the function
recited in a means- (or step-) plus-function claim limitation under 35 U.S.C.
112(f) ...The requirement that a particular structure be clearly linked with the
claimed function in order to qualify as corresponding structure is the quid pro
quo for the convenience of employing 35 U.S.C. 112(f) ...and is also supported
by the requirement of 35 U.S.C. 112(b) ...that an invention must be particularly
pointed out and distinctly claimed. ... For a means- (or step-) plus- function
claim limitation that invokes 35 U.S.C. 112(f) ...a rejection under 35 U.S.C.
112(b) ... is appropriate if one of ordinary skill in the art cannot identify what
structure, material, or acts disclosed in the written description of the
specification perform the claimed function.”

FINNEGAN Strafford
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MPEP 2181: Satisfying 112(a)

» “Merely restating a function associated with a means-
plus-function limitation is insufficient to provide the
corresponding structure for definiteness. ... It follows
therefore that such a mere restatement of function in
the specification without more description of the means
that accomplish the function would also likely fail to
provide adequate written description under section
112(a) ... .”

FINNEGAN Strafford
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MPEP 2181: No Single Means
Clause Claims

» A single means claim does not comply with the enablement

requirement of 112(a), and is not a proper 112(f) claim.

“A single means claim is a claim that recites a means-plus-
function limitation as the only limitation of a claim. ...A
single means claim does not comply with 35 U.S.C.

112(a) ...requiring that the enabling disclosure of the
specification be commensurate in scope with the claim under
consideration. ... .Thus, a single means limitation that is
properly construed will cover all means of performing the
claimed function. A claim of such breadth reads on subject
matter that is not enabled by the specification, and
therefore, should be rejected under section 112(a) .... See
also MPEP § 2164.08(a).”
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MPEP 2183: Examiner

» If the examiner finds that a prior art element

A. performs the function specified in the claim,
B. is not excluded by any explicit definition provided in the specification for

an equivalent, and
C. is an equivalent of the means- (or step-) plus-function limitation,

the examiner should provide an explanation and rationale in the
Office action as to why the prior art element is an equivalent.

» “The limitation in a means- (or step-) plus-function claim is the
overall structure corresponding to the claimed function. The
individual components of an overall structure that corresponds to
the claimed function are not claim limitations. Also, potential
advantages of a structure that do not relate to the claimed
function should not be considered in an equivalents determination

under 35 U.S.C. 112(f) [.]”

FINNEGAN Strafford
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MPEP 2183: Applicant

» “The burden then shifts to applicant to show that the
element shown in the prior art is not an equivalent of
the structure, material or acts disclosed in the
application.”

» “while a finding of nonequivalence prevents a prior art
element from anticipating a means- (or step-) plus-
function limitation in a claim, it does not prevent the
prior art element from rendering the claim limitation
obvious to one of ordinary skill in the art.”

FINNEGAN Strafford




MPEP 2184: Arguing Against Examiner’s
PF Case of Equivalence

» “The specification need not necessarily describe the equivalents of
the structures, material, or acts corresponding to the means-(or
step-) plus-function claim element. ...Where, however, the
specification is silent as to what constitutes equivalents and the
examiner has made out a prima facie case of equivalence, the
burden is placed upon the applicant to show that a prior art
element which performs the claimed function is not an equivalent
of the structure, material, or acts disclosed in the specification.”

» “[A]applicant may provide reasons why the applicant believes the
prior art element should not be considered an equivalent to the
specific structure, material or acts disclosed in the specification.
Such reasons may include, but are not limited to:

A. Teachings in the specification that particular prior art is not equivalent;

B. Teachings in the prior art reference itself that may tend to show
nonequivalence; or

C. 37 CFR 1.132 affidavit evidence of facts tending to show nonequivalence.”
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Functional Claim Limitations

» Under Increased Scrutiny

In the USPTO

Functional claims targeted in 2013 White House
initiative.
New examination guidelines and training materials make

functional recitations more likely to be rejected, or
construed narrowly on the record during examination.

In the Courts

Recent decisions make functional recitations more likely
to be invalidated, or construed narrowly and found not
to be infringed.
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Updated Examiner Guidelines

» A claim limitation should be interpreted according to §
112(f)/ 46 if it meets the following 3-prong analysis
(M.P.E.P. § 2181(1)):

A: The claim limitation uses the phrase "means” or a term used as
a substitute for "means” that is a generic placeholder [or "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.
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Formula: [Nonce] [transition] [function]

»Courts have held the following to invoke 112(f)/96:

- 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 to invoke 112(f)/96:

- circuit for® - digital detector for

- computing unit - reciprocating member
- processor® - connector assembly

- detent mechanism - hanger member

* But see recent contrary decisions.
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The Presumption

» A claim element that explicitly recites a “means for”
performing a function is presumed to invoke the
statutory construction of § 112(f) I Pre-AlA {6

» A claim element 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)

FINNEGAN Strafford
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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 presenter computer system of the plurality of computer systems coupled to the network

and comprising:
a content selection control for defining at least one remote streaming data source and for selecting
one of the remote streaming data sources for viewing; and
a presenter streaming data viewer for displaying data produced by the selected remote streaming
data source;
an audience member computer system of the plurality of computer systems and coupled to the
presenter computer system via the network, the audience member computer system comprising:
an audience member streaming data viewer for displaying the data produced by the selected remote
streaming data source; and
a distributed learning server remote from the presenter and audience member computer systems of
the plurality of computer systems and coupled to the presenter computer system and the audience
member computer system via the network and comprising:
a streaming data module for providing the streaming data from the remote streaming data source
selected with the content selection control to the presenter and audience member computer
systems; and
a distributed learning control module for receiving communications a distributed learning control
module for receiving communications transmitted between the presenter and the audience member
computer systems and for relaying the communications to an intended receiving computer system
and for coordinating the operation of the streaming data module.
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Presumption No Longer “Strong”

»  Williamson (con’t)

District court: Invalid for indefiniteness.
“distributed learning control module,” was a means-plus-function term.
specification failed to disclose the necessary algorithms for performing all of the claimed
functions.

Federal Circuit: Affirmed.

“To determine whether § 112, para. 6 applies to a claim limitation,
our precedent has long recognized the importance of the presence or
absence of the word “means.” ...the use of the word “means” in a
claim element creates a rebuttable presumption that § 112, para. 6
applies. ...Applying the converse, we stated that the failure to use the
word “means” also creates a rebuttable presumption—this time that §
112, para. 6 does not apply. Id. We have not, however, blindly
elevated form over substance when evaluating whether a claim
limitation invokes § 112, para. 6:...”

FINNEGAN Strafford
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Presumption No Longer “Strong”

» Williamson (con’t)

Federal Circuit (con’t)

“Our opinions in Lighting World, Inventio, Flo Healthcare and Apple have thus
established a heightened bar to overcoming the presumption that a limitation
expressed in functional language without using the word ‘means’ is not
subject to § 112, para. 6. Our consideration of this case has led us to
conclude that such a heightened burden is unjustified and that we should
abandon characterizing as ‘strong’ the presumption that a limitation lacking
the word ‘means’ is not subject to § 112, para. 6. 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. It has shifted the balance struck by Congress in
passing 8 112, para. 6 and has resulted in a proliferation of functional claiming
untethered to § 112, para. 6 and free of the strictures set forth in the
statute.”
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Presumption No Longer “Strong”

» Williamson (con’t)

Federal Circuit (con’t)

“Henceforth, we will apply the presumption as we have done prior to Lighting
World, without requiring any heightened evidentiary showing and expressly
overrule the characterization of that presumption as ‘strong.’” We also
overrule the strict requirement of ‘a showing that the limitation essentially is
devoid of anything that can be construed as structure.’ The standard is
whether the words of the claim are understood by persons of ordinary skill in
the art to have a sufficiently definite meaning as the name for structure. ....
When a claim term lacks the word ‘means,’ the presumption can be overcome
and § 112, para. 6 will apply if the challenger demonstrates that the claim
term fails to ‘recite sufficiently definite structure’ or else recites ‘function
without reciting sufficient structure for performing that function.’ .... The
converse presumption remains unaffected: ‘use of the word ‘means’ creates a
presumption that § 112, § 6 applies.’”
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Insufficient Structure

» Williamson (con’t)

Federal Circuit (con’t)

Specification does not disclose sufficient structure;
expert testimony cannot supplant.

“Where there are multiple claimed functions, as we have here, the patentee must
disclose adequate corresponding structure to perform all of the claimed functions.”

“Structure disclosed in the specification qualifies as “corresponding structure” if the

intrinsic evidence clearly links or associates that structure to the function recited in
the claim.”

“Even if the specification discloses corresponding structure, the disclosure must be of
“adequate” corresponding structure to achieve the claimed function.”

“if a person of ordinary skill in the art would be unable to recognize the structure in
the specification and associate it with the corresponding function in the claim, a
means-plus-function clause is indefinite.”

“The specification does not set forth an algorithm for performing the claimed
functions.”
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Post-Williamson 112(f)/96 Analysis

112(f)/96
Presumption Is there sufficient does not

1 12(f)/]6 structural language to apply.
rebut the

presumption? 112(f)/9]6
applies.

applies.

Functional
Language present

in the claim —is 112(f)/]6
umeansn Used? (l) Does the does not
functional language

have a reasonably well apply.

) understood meaning
Presumption in the art, or (2) is

1'12(f)/9]6 does there sufficient 112(f)/76
not apply. structural language!? applies.

Williamson: This presumption is no longer “strong”
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Overcoming the Williamson Presumption

» §112(f)/46 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. [nst. 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 8112, § 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)/ 96
“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)/96

FINNEGAN Strafford
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Post— Williamson CAFC Cases

» Advanced Ground Information Systems (con’t)

FC: Affirmed

Claims indefinite under 112(b)

In construing the term under 112(f)/46, “symbol generator” 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.
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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.
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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)/96
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”
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Post— Williamson CAFC Cases

(con’t)

» VocalTag Ltd. v. Agis Automatisering B.V., --- Fed.Appx. ----(Fed.
Cir. Sept. 1, 2016)

1. A monitoring system for monitoring the suitability of animal feed, of ruminant animals,
comprising: at least one sensor for sensing chewing actions... and a data processor
accumulating both the time of each said sensed chewing actions and the number of said
chewing actions per unit time interval, .... [NO “MEANS” USED”]

DC: “sensor” was MPF limitation
Function: “sensing chewing actions of the animal produced by the animal while chewing
animal feed, including the time of each chewing action and the number of chewing
actions per predetermined time interval.”
Corresponding structure: a sound sensor, including a diaphragm-type microphone, a
piezoelectric device, or any other sound-to-electrical transducer.

DC: “data processor” was MPF limitation
Function: “accumulating both the time of each of said sensed chewing actions and the
number of said chewing actions per unit time interval, for determining the chewing
rhythm of the animal indicating ruminating activities over a predetermined time period to
provide an indication of desirable changes in the animal feed for maximizing milk
production or for maintaining animal health.”
Corresponding structures are the algorithms in the spec.
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Post— Williamson CAFC Cases
(con’t)
» VocalTag (con’t)

DC: SJ of noninfringement. the accused CowManager system does
not utilize sound sensors, measure the time of each chew, or
count individual chews

FC: Affirmed.

“to demonstrate infringement of a means-plus-function claim
limitation, a patentee must also show that the accused device has
the same or equivalent structure as the corresponding structure
disclosed in the specification. ...While VocalTag asserts that the
CowManager system can detect the time and number of chewing
actions, VocalTag has not presented any evidence or argument
suggesting that the CowManager system uses the same or equivalent
algorithm as any of the algorithms in Figure 6, 8, or 11[.]”
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Summary —
Federal Circuit Decisions

» Federal Circuit - claim terms held to invoke
112(f)/96:
“colorant selection mechanism”— Inst. of Tech. v. Abacus
Software, 462 F.3d 1344, 1354 (Fed. Cir. 2006)

“program recognition device” and “program loading
device”—Robert Bosch, LLC v. Snap-On Inc., 769 F.3d 1094,
1097 (Fed. Cir. 2014)
“distributed learning control module”—Williamson v.
Citrix, 792 F.3d 1339 (Fed. Cir. 2015) (en banc)
“compliance mechanism”—Media Rights Techs., Inc. v.
ggﬁaét)al One Fin. Corp., 800 F.3d 1366, 1372 (Fed. Cir.
“symbol generator” —Advanced Ground Information
%sté)ems v. Life360, Inc., No. 15-1732 (Fed. Cir. July 28,

16)
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Summary —
Federal Circuit Decisions

» Increasing trend of greater scrutiny towards patents
employing functional claiming, even without the
words “means”

» Recent Section 101 case law is also adding to the
scrutiny on functional claim language:

“The district court phrased its point only by reference to
claims so result-focused, so functional, as to effectively
cover any solution to an 'identified problem Indeed, the
essentially result-focused, functional character of claim
language has been a frequent feature of claims held
ineligible under § 101, especially in the area of using
generic computer and network technology to carry out
economic transactions.”

Electric Power Group, LLC v. Alstom S.A., No. 2015-1778
(Fed. Cir. Aug. 1, 2016)
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“Adequate’ Disclosure

» “Even if the specification discloses corresponding
structure, the disclosure must be of ‘adequate’
corresponding structure to achieve the claimed
function.’” Williamson v. Citrix, 792 F. 3d 1339, 1352
(Fed. Cir. 2015).

» “Adequacy” is hard to reinforce after-the-fact.
“The testimony of one of ordinary skill in the art cannot supplant
the total absence of structure from the specification.” Id. at
1354.

» Post-Williamson, 8112(f) invocation may impose a
higher disclosure burden than 8112(a) or $112(b) alone.
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Post— Williamson Decisions

» Finjan, Inc., v. Proofpoint, Inc., 2015 WL
7770208 (N.D. Cal. Dec. 3, 2015)

a content processor (i) for processing content received over a
network, the content including a call to a first function, and the
call including an input, and (ii) for invoking a second function
with the input, only if a security computer indicates that such
invocation is safe;

Holding: DOES NOT invoke 112(f)/Y6

“The term ‘content processor' has a sufficiently specific
structure. Independent Claim 1 describes how the ‘content
processor’ interacts with the invention's other components (the
transmitter and receiver), which informs the term'’s structural
character.”
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Post— Williamson Decisions

» Sarif Biomedical LLC v. Brainlab, Inc., 2015 WL
5072085 (D. Del. Aug. 26, 2015)

"a computer adapted to: ... control position and
displacements ... "

Holding: INVOKES 112(f)/96

The term and the entirety of the intrinsic evidence fail to
recite structure to accomplish the function of the claim. The
mere fact one of skill in the art could program a computer to

perform the function cannot create structure where none
otherwise is disclosed.
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Post— Williamson Decisions

- Intellicheck Mobilisa, Inc. v. Wizz Sys., LLC, 2016 WL

1182150, at *19 (W.0. Wash. Mar. 28, 2016)

"first circuitry ... for receiving the information”
Holding: DOES NOT invoke 112(f)/6

Federal Circuit has on three other occasions found that “circuit” or "circuitry”
recites sufficient structure.

- Toyota Motor Corp. v. CellPort Sys., Inc. IPR2015-00634,

2015 WL 4934779 (Aug. 14, 2015) (denying institution)

“circuitry contained in a housing for receiving and transmitting
signals carried through an air link"

Holding: INVOKES 112(f)/16

In the field of digital data processing, virtually everything contains circuitry.
Therefore “circuitry” is so broad that it does not convey any definite structure.
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Post— Williamson Decisions

» GoDaddy.com, LLC v. RPost Commc'ns Ltd., 2016 WL
212676 at *53(D. Ariz. Jan. 19, 2016)

"processor for associating”
Holding: INVOKES 112(f)

Processor alone is not sufficient to perform structure

"associating” two sets of data is not a function of a general purpose processor
and requires additional programming to implement

» M2M Sols. LLC v. Sierra Wireless Am., Inc., 2016 WL
1298961, at *5 (D. Del. Mar. 31, 2016)

“processing module”
Holding: DOES NOT invoke 112(f)

One of ordinary skill would understand that the claim limitation recites a
function, but also sufficient structure for performing that function.
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Use Of Means Plus Function Claims
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35 U.S.C. §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.

» Isn’t that quite narrow?
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Why Was § 112, 9 6 Included 1n
the 1952 Act?

» In re Donaldson (16 F.3d 1189 (Fed. Cir. 1994)(en
banc), Judge Rich stated:

The record is clear on why paragraph six was enacted.
In Halliburton Oil Well Cementing Co. v. Walker, 329
U.S. 1, 67 S.Ct. 6, 91 L.Ed. 3 (1946), the Supreme
Court held that means-plus-function language could
not be employed at the exact point of novelty in a
combination claim. Congress enacted paragraph six,

originally paragraph three, to statutorily overrule that
holding.
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35 U.S.C. §112, paragraph 6 (f):
Usable for Pharma?

» P J. Federico:

“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.”
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35 U.S.C. §112, paragraph 6 (f):

Usable for Pharma?

» Who Was PJ. Federico?

» Author of Commentary on the New Patent Act (U.S.C.

1952)

» Republished in JPOS: March 1993

http://www.ipmall.info/hosted_resources/lipa/patents/federico
-commentary.asp#Application_for_Patent

» Friend and Colleague of the late, great Giles S. Rich
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35 U.S.C. §112, paragraph 6 (f):
Usable for Pharma?

» Federico further explained, regarding the last
clause:

“This relates primarily to the construction of such
claims for the purpose of determining when the claim
is infringed (note the use of the word "cover”), and
would not appear to have much, if any, applicability
in determining the patentability of such claims over
the prior art, that is, the Patent Office is not
authorized to allow a claim which ‘reads on’ the prior
art.”
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MPF Claims In Pharma

» Broader literal claim scope can help when doctrine of
equivalents fading.

» May provide more accuracy and clarity than purely
structural characterization.

» See Wanli Tang, “Revitalizing the Patent System to
Incentivize Pharmaceutical Innovation: The Potential of
Claims with Means-Plus-Function Clauses,” 62 Duke L.J.
1069 (2013).

“http://scholarship.law.duke.edu/cgi/viewcontent.cgi?article=3
378&context=dl]
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Consider Using MPF Claims

» Example:

1. A composition comprising:
component A and

component B, and

means for [achieving some desirable outcome].
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Hypothetical US 1,111,111 listed in the
Orange Book for the Product Flukum

Claim 1. A pharmaceutical composition
comprising bubble gum or a
pharmaceutically acceptable salt thereof
as the active ingredient and sodium
stearate.
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Generic Mftr’'s Paragraph IV Notice

» The claims of US Patent No. 1,111,111 limited to
sodium stearate.

» No infringement because our tablets will not
comprise sodium stearate or an obvious equivalent.
Use of sodium stearate was repeatedly stressed
during prosecution.

» Eight other ANDA-filers: basically say the same
thing
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Trickum Litigation

» Hypothetical US Patent 2,222,222 Listed in Orange
Book
1. A composition comprising
aspirin, from about 30-50%
bubble gum from about 25-35%
a polymer from about 5-15%;
honey from about 5-15%
hummus from about 1-10%

a lubricant from about 1-10%; and
a dessicant from about 30 0.2-2.0%.

» Six specific formulation ingredients, six specific ranges.

» How many design arounds?
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Generic Mftr's Para IV Notice in
Trickum

Claim 1 of '346 patent requires
"hummus from about 1-10%.”

» Generic’s ANDA Products contain no
hummus and cannot literally infringe
any of claims 1-14.

» But what about DOE infringement?

» You guessed it: Generic argued
estoppel
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Generic’'s Para IV Notice in Trickum
(con't)

» The patentees have surrendered patent protection for formulations
that do not include hummus.

» Applicants deleted from claim 6 the limitation directed to "a binder"
and replaced it with a limitation directed to “hummus” to overcome
an obviousness rejection.

» Use of other binders are foreseeable and within the applicants'
descriptive powers, they cannot now rebut the presumption of
surrender.

» Further, the amendment was not tangential to patentability, as the
claim was narrowed to conform to the embodiment described in the
Smith Declaration, upon which the applicants relied for a showing of
unexpected results.

» Furthermore, the applicants repeatedly pointed to the "desirability of
selecting hummus" in their efforts to overcome various obviousness
rejections.
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Other Than That, Mrs. Lincoln,
How Was The Play?

» What was the problem here?
Disclosure
Examination
Commercial Formulation

» Motivation for solutions?
Snickers: OB-listed patent, best §156 extension: 3/2020
Formulation patent: 9/2023 at $8 B per year
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The Evolution of LLegal Thinking

» What solutions can we envision for broader claims?
» Draft and claim more broadly.

» Think of a different way of claiming.
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In NCAA Tournament Terms,
(Get to the Dance

» Flukum: no dancing.
» Trickum : not dancing against Watson.

» Be able to reasonably assert and get into Hatch-
Waxman dance.
Make the round of 64 and hope for the best!
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Is Narrow Always Bad?

» In Flukum/Trickum terms:
the formulation in the spec; and
equivalents to that formulation.

» Generics in both Flukum and Trickum
Using the same RLD (Reference Listed Drug)

The formulation for delivering that RLD:
Bioequivalent to the approved formulation for delivering the RLD.

» S0 canodot narrow be totally
Industry?
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Benefits of Using MPF Claims

Link to specification to avoid prior art.
By covering only things “described in the specification,” avoids WD and
enablement issues.

v

> Provide an expansive claim scope when the specification is
carefully drafted to encompass all embodiments intended to be
covered by the language.

> Include statutory equivalents to what is linked in the specification
that are considered in the context of literal infringement, not
doctrine of equivalents.

»  Added difficulty for third parties challenging patentability at the
PTAB or validity in district court.

»  Potential uncertainty of statutory equivalents creates challenges to
third-party design-arounds.
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Challenges/Limits of MPF Claims

» Narrowness and linking to the specification
» Defining statutory equivalents

»  USPTO treatment
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Sample MPF Pharma Claim

A method of treating ulcerative colitis comprising orally administering to a
human in recognized need of such treatment an effective amount for treating of a solid
dosage form demonstrated by a randomized, double dummy clinical trial to show

efficacy in treating ulcerative colitis in humans, comprising:
(1) means for effectively treating ulcerative colitis in the human; and
(2) wherein said solid dosage form demonstrated by a randomized, double dummy

clinical trial to show efficacy in treating ulcerative colitis in humans further comprises at

least one pharmaceutically acceptable carrier.
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Brain Pain

» 10. (New) A pharmaceutical aqueous isotonic single-use, unit-dose formulation

for intravenous administration to a human to reduce the likelihood of headaches,

comprising:
(1) X'in an amount of 0.3 mg based on the weight of its free base, and
(2) means for making said formulation stable at 24 months when stored at room temperature.

» 11, (New) A pharmaceutical aqueous isotonic single-use, unit-dose formulation

for intravenous administration to a human to reduce the likelihood of headaches,

comprising:
(1) X'in an amount of 0.3 mg based on the weight of its free base, and
(2) means for making said formulation stable at 18 months when stored at room temperature.

» 12, (New) A method for reducing the likelihood of headaches, comprising

intravenously administering to a human in need thereof the pharmaceutical
formulation of claim 10, wherein said intravenous administration to said human
occurs before going to sleep.
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Brain Pain (con’t)

» In accord with the principles of § 112(f), as explained in MPEP
§ 2181, both claims 10 and 11 contain a part (2) that is in
proper form to invoke paragraph (f) of S 112.

» In particular, there are three requirements for invoking 8§

112(f) for a claim limitation, as explained in MPEP § 2181:
A claim limitation will be presumed to invoke 35 U.S.C. 112, sixth
paragraph, if it meets the following 3-prong analysis:

(A) the claim limitations must use the phrase “means for” or “step for;”
(B) the “means for” or “step for” must be modified by functional
language; and

(C) the phrase “means for” or “step for” must not be modified by
sufficient structure, material, or acts for achieving the specified function.
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Brain Pain (con’t)

» As discussed below, these three requirements are met by part (2) of
the proposed claims 10 and 11. Specifically:

Part (A) is satisfied by part (2) of claims 10 and 11 because “means for” is

recited.
Part (B) is satisfied because, in claims 10 and 11, “means for” is modified by
“making said formulation stable at 24 [or 18] months when stored at room

temperature”;
Part (C) is satisfied by part (2) of claims 10 and 11 because “means for” is NOT

modified by sufficient structure, material, or acts to achieve the specified
function. Rather, as stated earlier, the only modification of “means for” is the

functional language.

» In addition, part (1) of proposed claims 10 and 11 merely recites “X in
an amount of 0.3 mg based on the weight of its free base.” Thus, part
(1) of proposed claims 10 and 11, in contrast with part (2), satisfies
none of the requirements (A) to (C), and does not invoke § 112(f). That
is, 8 112(f) applies only to part (2) of the proposed claim.
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Brain Pain (con’t): MPEP § 2181
MPF Claim Must Satisfy 35 U.S.C. § 112(b)

»  That requirement is also met here. The Specification states that “there . . . exists a need for an

appropriate range of concentrations for both the Y and its pharmaceutically acceptable carriers that
would facilitate making a formulation with . . . increased stability.” [Specification citation). One of
ordinary skill in the art would see that the Specification indeed then provides detailed descriptions
regarding what structure and/or materials and/or acts can be used to achieve the objectives of
achieving increased stability.

» Claims 10 and 11 recite “means for making said formulation stable at 24 [or 18] months when stored at

room temperature.” Support for this phrase can be found throughout the Specification of the
application filed herewith, for instance at [Specification citations]. On Feb. 1, 2005, furthermore, US
FDA approved the commercial product of X, which is within the scope of the claims, for a 2 year shelf
life. See Exhibit A, FDA approval letter. And of course, that which is stable at 24 months is also stable
at 18 months.

» When reading claims 10 and 11 in light of the Specification, one of ordinary skill in the art would see

that “[t]he inventors have . . . discovered that by adjusting ...concentrations it is possible to increase
the stability of X.” [Specification citation]. The Specification indeed gives exemplary embodiments
that demonstrate what means (i.e., structure and/or materials and/or acts) could be used to increase
the stability of X formulations. [Specification citations]. Thus, based on at least the exemplary
embodiments provided in the Specification, a skilled artisan would have understood what is meant by
the means-plus-function language recited in claims 10 and 11. The Specification provides sufficient
disclosure showing what is meant by the language of “means for making said formulation stable at 24
[or 18] months when stored at room temperature” recited in claims 10 and 11, and thereby satisfies §
112(b).

FINNEGAN Strafford




Brain Pain (con’t): MPEP § 2181
MPF Claim Must Satisfy 35 U.S.C. § 112(b) Definiteness

» In the context of part (2) of claims 10 and 11, therefore, the test
under § 112(b), is whether the specification discloses, in a way that
one skilled in the art would have understood, what materials and/or
structures and/or acts will perform the recited function.

» The Table provided below demonstrates that it will be apparent to

those skilled artisans what structures and/or materials and/or acts will

perform the function recited in the proposed claims.

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 Page 9, lines 7-9; and Example 4
stable at 24 months when stored at (page 14)
room temperature”
Claim 11 “means for making said formulation Page 9, lines 7-9; and Example 4
stable at 18 months when stored at (page 14)
room temperature”
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Brain Pain (con’t): MPEP § 2181
MPF Claim Must Satisfy 35 U.S.C. § 112(b) Definiteness

Thus, one of ordinary skill in the art, when considering
the Specification of the application filed herewith,
would have known what structures and/or materials
and/or acts that have been disclosed in the
Specification can be used to achieve the functions
recited in claims 10 and 11, and more particularly, to
prepare X formulation that is stable at 18 or 24 months
when stored at room temperature. Accordingly, claims

10 and 11 meet the definiteness requirement under
§ 112(b).
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Brain Pain (con’t): MPEP § 2181

MPF Claim Must Satisfy 35 U.S.C. § 112(a)

» MPEP § 2181 instructs that the specification (or the prosecution history) must

4

clearly link the structure (or materials) to the function recited in the claim:

(“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.” (emphasis added)); see also B.
Braun Medical, 124 F.3d at 1424, 43 USPQ2d at 1900 (holding that “pursuant to this provision
[35 U.S.C. 112, sixth paragraph] [now paragraph (f)], 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. This duty to link or
associate structure to function is the quid pro quo for the convenience of employing 112,
paragraph 6 [now paragraph (f)].”)

MPEP § 2181 (IV) (underlining in original, bold emphasis added, commentary added for
emphasis).

This quid pro quo requirement of 35 U.S.C. § 112(a) is also clearly met, as
demonstrated by the Table provided above. Accordingly, the function recited
in claims 10 and 11 is clearly linked to materials and/or structures and/or acts
that will perform that function.
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Brain Pain (con’t): MPEP § 2181
MPF Claim Properly Directed to a Combination

» MPEP § 2181 (V) cautions, however, that there is one last point of analysis.
Specifically, single means claims are not allowed under 35 U.S.C. § 112(f):

Donaldson does not affect the holding of In re Hyatt, 708 F.2d 712, 218 USPQ 195 (Fed. Cir.
1983) to the effect that a single means claim does not comply with the enablement
requirement of 35 U.S.C. 112, first paragraph [now paragraph (a)]. As Donaldson applies only
to an interpretation of a limitation drafted to correspond to 35 U.S.C. 112, sixth paragraph
[now paragraph (f)], which by its terms is limited to “an element in a claim to a
combination,” it does not affect a limitation in a claim which is not directed to a
combination. See also MPEP § 2164.08(a).

MPEP § 2181 (V) (commentary added for emphasis).

» As mentioned above, in addition to the “means for” recited in part (2) of
claims 10 and 11, proposed claims 10 and 11 further recite, for part (1), “Xin
an amount of 0.3 mg based on the weight of its free base.” If claims 10 and 11
recited only part (2), they would be inappropriate “single means” claims
because they would not be directed to a combination. But, because proposed
claims 10 and 11 are directed to a combination of parts (1) and (2), they are
not inappropriate “single means” claims.
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Plant Extract Product

» Botanical extract from Tumble Weed

» Indications sought for FDA approval:
Shingles

» Phase Il completed at time application was filed
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Plant Ex Product

» The composition, like the Lovenox® drug product, is
process-dependent when it comes to amounts of
ingredients in the Extract

Basic process:
90% moon shine, reflux for 3 hrs

Concentration of ethanol phase
Add dirt, and spray dry

» The Extract is a mixture of many compounds
4 marker compounds measured

Many compounds unknown and to some extent, may be
unknowable, just as in Lovenox ©.
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Plant Ex: Claim 61 with four
markers

61. (Abridged) A solid dosage form for the effective
treatment of shingles in humans comprising:
6 to 20% ethanol
>0 to < 2% hydroxy ethanol
1% to 6% chloro ethanol; and
1 to 5% bromo ethanol, and

further comprises at least one pharmaceutically acceptable carrier.
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Plant Ex: Claim 61 with four

markers

» Did someone say Flukum?

» Did someone say Trickum?
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A Fallback: Plant

|
LX.

“Means for” §112(f) claim

63. (New) Asolid dosage form for the effective

treatment of shingles in humans
comprising:

(1) means for effectively treating shingles in humans
[note that replaces the 4 ethanols and amounts

thereof in claim 61]; and

(2) wherein said solid dosage form for the effective
treatment of ulcerative colitis in humans further
comprises at least one pharmaceutically acceptable

carrier.
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Plant Extract Product

» “Means” described in ex. 1:

Shows

8% ethanol

1% hydroxy ethanol

3% chloro ethanol;

4% bromo ethanol, and

further comprises at least one pharmaceutically acceptable carrier.

» Function described in ex. 4:

Shows efficacy in treating shingles in 250 humans in a double
blind, cross over study
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The Zits Be Gone Issue

» New lawyer takes over after 8 years of
unsuccessful efforts and obtains patent in 6

months on:

1. A physiologically acceptable aqueous gel
composition for once-daily treatment of
common acne comprising antiacne actives
consisting of

PEPPET,
salt and
further comprising gelling agent X.
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The Zits Be Gone Issue

» YOou see the issues

» Flukum

» Trickum

FINNEGAN
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/1ts Be Gone

» Zits be Gone Application Presents a
claim invoking 8112, 46

1. A physiologically acceptable aqueous gel composition for once-
daily treatment of common acne comprising antiacne actives
consisting of

pepper,
salt and

means for enhancing the stability of said pepper and salt in
said aqueous gel composition .
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/1ts Be Gone

» The PTO has accepted the claim as
proper under 8112, 46

Not single means
Linking was proper

No recitation of structure or materials
in claim to achieve stability
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The Zits Be Gone 8112, 91, Linking

» That quid pro quo requirement of 35 U.5.C. § 112,
paragraph 1, is clearly met because, as explained
above, Example 6, by comparative experimentation,
links the [specific] gelling agent in Example 2, an
example of the "means for" of claim 1, to the stability
of the salt and pepper in the aqueous gel

composition .
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PTO Accepts the Claims as §112, 96

» The battle shifts to 102/103
patentability.

» PTO finds salt and pepper in prior
art ache composition

» Finds gelling agent recited in
spec
» Makes a combination rejection.
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Shine On Formulation Claims

1. (currently amended) (Abridged) A pharmaceutical composition
comprising:

Wonder Drug as the active ingredient;
and further comprising:

a filler consisting essentially of a mixture of mannitol and
dibasic calcium phosphate trihydrate;

a binder consisting essentially of hydroxypropyl cellulose;

a disintegrant consisting essentially of sodium starch
glycolate,;and

one or more lubricants.
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Shine On Formulation Claims:
Means For

1. A solid pharmaceutical composition for oral
administration comprising:

Wonder Drug as an active ingredient; and

at least one means for releasing at least 90% of the
active agent from the solid pharmaceutical composition
as measurable in silly putty.
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The Link for Shine On

» The tablets prepared according to
the specification of the present
application released “at least 90% of
the active agent”

» Could show using data and a
declaration
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Good4vou

1. Amethod of administering at least one

pharmaceutical agent across the tongue
comprising:

a) providing a solid oral dosage form
including a pharmaceutically effective
amount of an orally administrable
medicament; and at least one effervescent
agent in an amount sufficient to increase
absorption of said orally administrable
medicament across the tongue;
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Good4you: Claim Construction

» Court’s Construction

“at least one compound that evolves gas by means of an
effervescent reaction is present in an amount sufficient to
increase the rate and/or extent of absorption of an orally
administerable [sic] medicament across the tongue . This
amount is greater than that required for disintegration and does
not include the pH-adjusting substance separately claimed.”
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Strategic Good4you claim

1.A method of administration of Good4you to a mammal
across the tongue, said method comprising:
providing a solid oral dosage form comprising

Good4you and

means for evolving gas,
and administrating said solid oral dosage form to said mammal.

2.The method of 1, wherein said solid oral dosage form
further comprises means for adjusting pH.

98 [FINNEGAN Strafford




99

Snake Oi1l |

Original

comprising:

Hxample
Claim

A controlled release oral pharmaceutical composition

snake oil in an amount effective for treatment of at least one

gastrointestinal disorder, and

means for topically delivering in the gastrointestinal tract
said effective amount of snake oil.
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Non—Final Office Action

» Claims rejected under §102(b) as anticipated by Gotcha

et al, US 5,555,555.

Gotcha teaches an oral composition useful for topically treating
gastrointestinal disorders. The composition comprises active
agent useful for the treatment of gastrointestinal disorders, and
means for topically treating gastrointestinal disorders in the
gastrointestinal tract by releasing the drug while minimizing
systemic effects of such drug. ...Active agent includes snake oil.
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Interview Summary

» The 112, 6t paragraph was discussed in view of the
means-plus-function language recited in the claim. It
was agreed that the 102(b) rejection in the non-final
office action dates 06/29/12 will be withdrawn. The
Stillgotcha reference was also discussed. It appears
that Stillgotcha does not teach the specific means for
topically treating gastrointestinal disorders in the
gastrointestinal tract .
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Response to Non—Final Office
Action

» Applicants’ representatives emphasized at the interview that
Claim 1 is a “means-plus-function” claim and must be
examined on that basis...Claim 1 has been rejected as
anticipated by Gotcha...However, when properly interpreted,
Claim 1 is neither anticipated by Gotcha or would have been
obvious in view of it.

» ...As explained during the interview, a “mean-plus-function”
claim is interpreted differently from other types of claims.
Namely, the metes and bounds of the claim are determined
by the means disclosed in the specification of the
application. ...the claim properly invoking 8112, 96 literally
covers what is disclosed in the specification and the statutory
equivalents of what is disclosed in the specification.
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Response to Non—Final Office
Action (con't)

» ...the “corresponding structure, materials, or acts” in
the current application are exemplified in the
specification as a matrix structure and a gastric-
resistant film coating thereon. As such, the claim
covers the structures and materials exemplified in
Examples 1-4 and statutory equivalents thereof, i.e.,
those structures and materials that topically deliver the
effective amount of snake oil in the gastrointestinal
tract.
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Response to Non—Final Office
Action (con’t)

» Exemplary support for Claim 1 in the current
application,...links the structure/material (specific
matrix structure and gastric-resistant film coating
thereon) to the claimed function:

Examples 1-4

Col. 1, lines 15-27
Col. 2, lines 14-19
Col. 4, lines 45-52
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Response to Non—Final Office
Action (con’t)

» Claim 1 Invokes 35 U.S.C. 8112, paragraph 6

As acknowledged by the Examiner during the
interview, Claim 1 is written as a means for” type
claim to invoke 35 U.S.C. §112, paragraph 6 with
respect to part “2.” of the claim. In accord with the
principles of 35 U.S.C. 8112, paragraph 6, as
explained in MPEP 82181, Claim 1 contains a part “2.”
that is in proper form to invoke paragraph 6 of §112,
and should be acknowledged by the Examiner in the
next Office Action.
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Final Office Action

» Claim 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Stillgotcha US
6,666,666, in view of Gotcha, US 5,555,555.

» Stillgotcha teaches a drug delivery device useful to topically treat the colon. The
composition comprises snake oil. ...Stillgotcha teaches the device comprises a solid core,
and an enteric coating.

» Stillgotcha does not teach the claimed excipients (the ones linked in the above linking
table to the claimed function, i.e., the matrix structure and a gastric-resistant film
coating thereon.

» Gotcha teaches a drug delivery system such as a tablet comprising the linked a matrix
structure and a gastric-resistant film coating thereon but not using snake oil as the active
pharmaceutical ingredient.

» Thus, it would have been obvious to one of ordinary skill in the art at the time the
invention was made to optimize the dosage form of Stillgotcha to include the matrix
structure and a gastric-resistant film coating thereon of Gotcha to obtain the claimed
invention. This is because Gotcha teaches a dosage form useful for site specific delivery
of snake oil.
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Response

» The Claim was examined as a means-plus-function
claim. While the undersignhed appreciates that
confirmation, it is nevertheless believes that the
Examiner has still failed to grasp the scope of Claim 1,
which should not have been rejected over the
combination of Stillgotcha in view of Gotcha.
Applicants traverse the rejection for the reasons
discussed below.
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Response (con’t)

» The specification clearly discloses and links to the
“means” clause the structure and materials (the matrix
structure and a gastric-resistant film coating thereon)
that will perform the recited function.

» As explained above, the specification links the means
for topically delivering in the gastrointestinal tract said
effective amount of snake oil to a system including the
specific matrix structure and gastric-resistant film
coating thereon (taken together, those are the structure
and materials for achieving that function and
particularly for constituting an example of the “means
for topically delivering” recited in Claim 1).
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Response (con’t)

» In making the rejection of the present claim over Stillgotcha
in view of Gotcha, the Examiner has failed to give
appropriate credit to the importance of the matrix structure,
disclosed in the specification and linked to the “means”
claim, of the presently claimed controlled release oral
pharmaceutical composition. The mere fact that the
combination of references provides a list of ingredients that
comprise the presently claimed controlled release oral
pharmaceutical composition does not mean that the
references, alone or in combination, suggest the means by
which those ingredients are used as claimed by the current
means-plus-function claim and linked to the specific
teachings in the specification.
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Remarks (con’t)

» And Applicants have clearly, as required by MPEP § 2181 and the case law,
linked the means-for clause of Claim 1, to the appropriate portions of the
specification. In particular, as noted above, Applicants have chosen to
reemphasize, as has been done previously, that the “means for” clause
recited in claim 1 is specifically linked to the disclosure in the specification
of the matrix structure and a gastric-resistant film coating thereon.
Detailed support for that linkage of part (2) of Claim 1, as amended, is
provided in the Table below, already of record:

» Linkage Table

Linkage in substitute application (citations are only to
the substitute specification)

Claim recitation

means for topically delivering in [0002], [0003],[0022], [0042] - [0053], [0063],[0072
the gastrointestinal tract said - [0076], [0080] — [0082]
effective amount of snake oil
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Remarks (con’t)

» Those portions of the substitute specification set forth
in the Table above link to the “means” clause in part (2)
of claim 1.

» That linkage to the specification demonstrates the
irrelevancy of all prior art relied on by the Office.
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Remarks (con’t)

Rejections under 35 U.S.C. 8103(a) over Stillgotcha and Gotcha Should
Be Withdrawn With Respect to Claim 1, as Linked to the Specification

The linked features recited above are not taught or suggested in Stillgotcha. As
admitted by the Office, all Stillgotcha really shows is snake oil and a different
delivery system.

Hence, the linkage established for claim 1 completely distinguishes over the
very different teachings of Stillgotcha. Therefore, Stillgotcha would not have
rendered obvious the subject matter of claim 1.

And Gotcha in no way cures the defects of Stillgotcha. Gotcha uses the matrix
structure and a gastric-resistant film coating thereon but a very different
active ingredient. There is nothing in Gotcha to suggest using its delivery
system with snake oil, or that there would be any reasonable expectation that
snake oil would be delivered in the gastrointestinal tract by use of Gotcha’s
delivery system. For those reasons, the rejections under 35 U.S.C. §103 should
be withdrawn.
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§112(f) and PTAB

» 37 C.F.R. 88 42.104(b)(3)-(4) require an IPR petition to explain

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

“failure to offer a construction of a term critical to understanding
the scope of [challenged] claims” may doom a petition or the

affected asserted ground.
See, e.g., Jiawei Tech. Ltd. v. Simon Nicholas Richmond, IPR2014-00937 and
-00938, (P.T.A.B. Dec. 16, 2014).

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.”
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§112(f) and PTAB

» According to PTAB, the burden of construing means-
plus-function limitations lies with Petitioner as part of
showing that the challenged claims are unpatentable.

» PTAB will deny a petition 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 | LLC, IPR2014-01331, Paper 9 (P.T.A.B. Feb. 24, 2015).
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PTAB Strict Approach to $§112(f)

» Panel Claw, Inc. v. SunPower Corp., IPR2014-00388, Paper 10

(P.T.A.B. June 30, 2014)

Limitations:

“means for interengaging adjacent photovoltaic assemblies into an array of photovoltaic
assemblies.”

“means for interlocking one said photovoltaic assembly to another said photovoltaic
assembly.” and “means for interlocking one photovoltaic assembly to an adjacent
photovoltaic assembly.”
Petitioner: limitations construed as solely functional, such that they cover
“any method for attaching one photovoltaic module or spacer to another
photovoltaic module or spacer.”

Patent Owner argued 35 U.S.C. § 112, 96 applied.

PTAB: §112, Y6 applies: use the word “means” and no rebuttal presented.

“By rule, Petitioner was required to identify the corresponding structure in its Petition.
...Petitioner failed to do this, and the Petition as to the claims at issue... is denied.”
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Failure to Identify as §112(f)
[Led to Denial of Petition

» Pride Solutions, LLC v. NOT DEAD YET Mfq., Inc., IPR2013-00627, Paper
14 (P.T.A.B. March, 17, 2014)

Both parties argued that “retention means” should not be considered a “means-
plus-function” claim.

PTAB disagreed.

use of “means” creates presumption;
presumption not rebutted because “claim language does not specify the exact structure
of the ‘retention means,’”

Petition denied.
Petitioner did not treat the claims as means-plus-function claims in their
proposed claim constructions, which meant it did not provide any evidence of
how the grounds alleged are shown in any of the prior art cited.
“The record is, thus, devoid of evidence on the critical issue of equivalent
structure. Accordingly, Petitioner has not made a sufficient showing that there
is a reasonable likelihood that it would prevail[.]”
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§112(f) Claims and PTAB

» Petitioners should propose claim constructions of any
means-plus-function limitations in the challenged
claims, providing a complete analysis that addresses
both the functional aspects and the “corresponding
structure, material, or acts described in the
specification and equivalents thereof.”
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MP

EP 2173.05(g)

» “Aclaim 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). ... Functional language does not,
in and of itself, render a claim improper.”

» Unlike means-plus-function claim language that applies only to
purely functional limitations, ... functional claiming often involves
the recitation of some structure followed by its function.”

» “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. A functional limitation is often used in association with
an element, ingredient, or step of a process to define a particular
capability or purpose that is served by the recited element,

ingredient or step.”
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Functional Claiming in Pharma

» Pretty common.

» Consider pros and cons of such functional claims in view of

Williamson.

Simply omitting the term “means” apparently no longer provides the
protection of a “strong” presumption that §112(f) does not apply.

Indefiniteness may be a challenge if fail to recite particular
structure, materials or steps that accomplish the function or achieve

the result.
See, e.g., Halliburton Energy Servs., Inc. v. M-1 LLC, 514 F.3d 1244, 1255,
(Fed. Cir. 2008).

Will go back to what a POSITA would understand the boundaries of
the claim are in the specific context of the art.
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Functional Claiming

» Functional claiming is not per se indefinite.

Cox Comm. Inc. v. Sprint Comm. Co., LLC, --F.3d__ (Fed. Cir. Sept.
23 2016)

“1. A method of operating a processing system to control a packet
communication system...”

DC: Invalid as indefinite.
Structural limitation functionally described did not pass Nautilus.

FC: Reversed.
“All of the asserted claims are method claims, and the point of novelty resides
with the steps of these methods, not with the machine that performs them.
‘““Processing system’ is merely the locus at which the steps are being
performed.”
“If ‘processing system’ does not discernably alter the scope of the claims, it is
difficult to see how this term would prevent the claims (...from serving their
notice function under § 112, 9 2.”
“Claims are not per se indefinite merely because they contain functional
language.”
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MPFEF Claims

»  Benefits
Link to specification to avoid prior art.
Statutory equivalents to what is linked to the specification, but
such statutory equivalents are considered in the context of
literal infringement, not doctrine of equivalents.

»  Challenges/Limits
Narrowness and linking to the specification
Defining statutory equivalents
USPTO treatment

»  Further resources, see: Wanli Tang, “Revitalizing The Patent
System To Incentivize Pharmaceutical Innovation: The
Potential Of Claims With Means-plus-function Clauses,” 62
Duke L.J. 1069 (February 2013)
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Functional Claim Limitations

» It is difficu

t to anticipate whether a

functional recitation will be later

interpretec

_icensing n
_itigation.

» Potentially
claims.

to invoke 112(f)/96.

Reasons for allowance.
Reexamination [ reissue.

egotiation

narrowing or invalidating the

e.g., under § 112, Y2 for lack of corresponding

structure.
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Drafting Stage

» Specification: Assume that§ 112(f) / Pre-AlA
16 will apply.

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

Use the claim terms in the specification.

Disclose alternative structures:
Programmed processor, circuitry, algorithms.

Disclose algorithm behind every "black box. “

Include a flow chart and associated description for each
element of the claim
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Drafting Stage

» Claims: Avoid claiming "black boxes"
e.g., modules, units.
Instead, claim 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”)

» Include explicit "means” claim set.
By claim differentiation, non-"means” claims do not invoke the
statutory construction.

» Include 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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Drafting Stage

» Avoid nonce words when possible so that the burden to
overcome presumption is on the opposing party.

» If defending a nonce word, argue that the claim
describes how the element is interconnected with other
elements or otherwise operates.
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Prosecution & Post—-Prosecution

» Prosecution
Address Examiners' application of § 112(f)/96

Argue/amend until withdrawn; or
Leave claims as-is and add new non-"means” claims

» Post-Prosecution

Consider reissue to correct potential problems in
existing portfolio.

Over-reliance on modules, units, etc.
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Best Practice

» Be deliberate in your decision to employ MPF claiming.

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

Thomas L. Irving
Finnegan
901 New York Avenue, NW
Washington, DC 20001-4413
202.408.4082
tom.irving@finnegan.com

Brandon Rash Anthony Gutowski
Finnegan Finnegan
901 New York Avenue, NW Two Freedom Square
Washington, DC 20001-4413 11955 Freedom Drive
202.408.4475 Reston, VA 20190-5675
brandon.rash@finnegan.com 571.203.2774

tony.gutowski@finnegan.com

Wanli Tang, Ph.D.
Jones Day
12265 El Camino Real
Suite 200
San Diego, California 92130-4096
858.314.1185
wtang@jonesday.com
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