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-2102 [Reserved]

2103 Patent Examination Process
[R-07.2015]

|. DETERMINE WHAT APPLICANT HAS
INVENTED AND ISSEEKING TO PATENT

Itisessential that patent applicants obtain a prompt
yet complete examination of their applications.
Under the principles of compact prosecution, each
claim should bereviewed for compliancewith every
statutory requirement for patentability in theinitial
review of the application, even if one or more claims
are found to be deficient with respect to some
statutory requirement. Thus, USPTO personnel
should state all reasonsand basesfor regjecting claims
in the first Office action. Deficiencies should be
explained clearly, particularly when they serve asa
basisfor arejection. Whenever practicable, USPTO
personnel should indicate how rejections may be
overcome and how problems may be resolved. A
failure to follow this approach can lead to
unnecessary delays in the prosecution of the
application.

Prior to focusing on specific statutory requirements,
USPTO personnel must begin examination by
determining what, precisely, the applicant has
invented and is seeking to patent, and how the claims
relate to and define that invention. USPTO personnel
will review the complete specification, including the
detailed description of the invention, any specific
embodiments that have been disclosed, the claims
and any specific, substantial, and credible utilities
that have been asserted for the invention.

After obtaining an understanding of what applicant
invented, the examiner will conduct a search of the
prior art and determine whether the invention as
claimed complies with all statutory requirements.

A. ldentify and Understand Any Utility for the
I nvention

The claimed invention as a whole must be useful.
The purpose of this requirement is to limit patent
protection to inventions that possess a certain level
of “real world” value, as opposed to subject matter
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that represents nothing more than an ideaor concept,
or issimply a starting point for future investigation
or research (Brenner v. Manson, 383 U.S. 519,
528-36, 148 USPQ 689, 693-96 (1966); InreFisher,
421 F.3d 1365, 76 USPQ2d 1225 (Fed. Cir. 2005);
Inre Ziegler, 992 F.2d 1197, 1200-03, 26 USPQ2d
1600, 1603-06 (Fed. Cir. 1993)).

USPTO personnel should review the application to
identify any asserted utility. The applicant isin the
best position to explain why an inventionisbelieved
useful. Accordingly, a complete disclosure should
contain some indication of the practical application
for the clamed invention, i.e., why the applicant
believes the claimed invention is useful. Such a
statement will usually explain the purpose of the
invention or how the invention may be used (e.g., a
compound is believed to be useful in the treatment
of a particular disorder). Regardless of the form of
statement of utility, it must enable one ordinarily
skilled in the art to understand why the applicant
believes the claimed invention is useful. See MPEP
§ 2107 for utility examination guidelines. An
applicant may assert more than one utility and
practical application, but only one is necessary.
Alternatively, an applicant may rely on the
contemporaneous art to provide that the claimed
invention has awell-established utility.

B. Review the Detailed Disclosure and Specific
Embodiments of the I nvention To Understand What the
Applicant Has I nvented

The written description will provide the clearest
explanation of the applicant’'s invention, by
exemplifying theinvention, explaining how it rel ates
to the prior art and explaining the relative
significance of various features of the invention.
Accordingly, USPTO personnel should continue
their evaluation by

(A) determining the function of the invention,
that is, what the invention does when used as
disclosed (e.g., the functionality of a programmed
computer); and

(B) determining the features necessary to
accomplish at |east one asserted practical application.

Rev. 07.2015, October 2015
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Patent applicants can assist the USPTO by preparing
applicationsthat clearly set forth these aspects of an
invention.

C. ReviewtheClaims

The claims define the property rights provided by a
patent, and thus require careful scrutiny. The goa
of claim analysisisto identify the boundaries of the
protection sought by the applicant and to understand
how the claims relate to and define what the
applicant has indicated is the invention. USPTO
personnel must first determine the scope of aclaim
by thoroughly analyzing the language of the claim
before determining if the claim complies with each
statutory requirement for patentability. See In re
Hiniker Co., 150 F.3d 1362, 1369, 47 USPQ2d 1523,
1529 (Fed. Cir. 1998) (“[T]he name of the gameis
theclaim.”).

USPTO personnel should begin claim analysis by
identifying and eval uating each claim limitation. For
processes, the claim limitations will define steps or
acts to be performed. For products, the claim
limitations will define discrete physical structures
or materials. Product claims are claims that are
directed to either machines, manufactures or
compositions of matter.

USPTO personnel are to correlate each claim
limitation to al portions of the disclosure that
describe the claim limitation. This is to be done in
all cases, regardless of whether the claimed invention
is defined using means- (or step-) plus- function
language. The correlation step will ensure that
USPTO personnel correctly interpret each claim
limitation.

The subject matter of a properly construed claimis
defined by the terms that limit its scope. It is this
subject matter that must be examined. As a genera
matter, the grammar and intended meaning of terms
used in a claim will dictate whether the language
limits the claim scope. Language that suggests or
makes optional but does not require steps to be
performed or does not limit a claim to a particular
structure does not limit the scope of aclaim or claim
limitation. The following are examples of language
that may raise a question as to the limiting effect of
the language in a claim:

2100-6



PATENTABILITY

(A) statements of intended use or field of use,
(B) “adapted to” or “adapted for” clauses,
(C) "wherein" clauses, or

(D) “whereby” clauses.

This list of examples is not intended to be
exhaustive. The determination of whether particular
language is a limitation in a claim depends on the
specific facts of the case. See, e.g., Griffin v.
Bertina, 285 F.3d 1029, 1034, 62 USPQ2d 1431
(Fed. Cir. 2002)(finding that a “wherein” clause
limited a process clam where the clause gave
“meaning and purpose to the manipulative steps’).
See also MPEP 88 2111.02 and 2111.04.

USPTO personnel are to give claims their broadest
reasonable interpretation in light of the supporting
disclosure. See MPEP § 2111. Disclosure may be
express, implicit, or inherent. USPTO personnel are
to give the claimed means- (or step-) plus- function
limitations their broadest reasonable interpretation
consistent with all corresponding structures or
materials described in the specification and their
equivalents including the manner in which the
claimed functions are performed. See Kemco Sales,
Inc. v. Control Papers Company, Inc., 208 F.3d
1352, 54 USPQ2d 1308 (Fed. Cir. 2000). Further
guidance in interpreting the scope of equivaentsis

provided in MPEP § 2181 through MPEP § 2186.

While it is appropriate to use the specification to
determine what applicant intends aterm to mean, a
positive limitation from the specification cannot be
read into a claim that does not itself impose that
limitation. A broad interpretation of a claim by
USPTO personnel will reduce the possibility that
the claim, when issued, will be interpreted more
broadly than is justified or intended. An applicant
can aways amend a claim during prosecution to
better reflect the intended scope of the claim.

Finally, when eval uating the scope of aclaim, every
limitation in the claim must be considered. USPTO
personnel may not dissect a claimed invention into
discrete elements and then evaluate the elementsin
isolation. Instead, the claim as a whole must be
considered. See, e.g., Diamond v. Diehr, 450 U.S.
175, 188-89, 209 USPQ 1, 9(1981) (“In determining
the eligibility of respondents’ claimed process for
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patent protection under § 101, their claims must be
considered as awhole. It isinappropriate to dissect
the claims into old and new elements and then to
ignore the presence of the old elements in the
analysis. Thisis particularly truein aprocess claim
because anew combination of stepsin aprocess may
be patentable even though all the constituents of the
combination were well known and in common use
before the combination was made.”).

Il. CONDUCT A THOROUGH SEARCH OF THE
PRIOR ART

Prior to evaluating the claimed invention under 35
U.S.C. 101, USPTO personnel are expected to
conduct athorough search of the prior art. Generaly,
athorough search involves reviewing both U.S. and
foreign patents and nonpatent literature. In many
cases, the result of such a search will contribute to
USPTO personnel’s understanding of theinvention.
Both claimed and unclaimed aspects of theinvention
described in the specification should be searched if
thereis areasonabl e expectation that the unclaimed
aspects may be later claimed. A search must take
into account any structure or material described in
the specification and its equivalents which
correspond to the claimed means- (or step-) plus-
function limitation, in accordance with 35 U.S.C.
112(f) or pre-AlA 35 U.S.C. 112, sixth paragraph
and MPEP § 2181 through MPEP § 2186.

I11. DETERMINEWHETHER THE CLAIMED
INVENTION COMPLIESWITH 35U.S.C. 101

A. Consider the Breadth of 35 U.S.C. 101 Under
Controlling Law

Section 101 of title 35, United States Code, provides:

Whoever invents or discovers any new and
useful process, machine, manufacture, or
composition of matter, or any new and useful
improvement thereof, may obtain a patent
therefor, subject to the conditions and
requirements of thistitle.

35 U.S.C. 101 defines four categories of inventions
that Congress deemed to be the appropriate subject
matter of a patent: processes, machines,
manufactures and compositions of matter. Thelatter
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three categories define“things’ or “ products’ while
the first category defines “actions” (i.e., inventions
that consist of a series of steps or acts to be
performed). See 35 U.S.C. 100(b) (“The term
‘process means process, art, or method, and includes
a new use of a known process, machine,
manufacture, composition of matter, or material.”).

The subject matter which courts have found to be
outside of, or exceptions to, the four statutory
categories of invention is limited to abstract ideas,
laws of nature and natural phenomena (i.e., the
judicial exceptions). Alice Corp. Pty. Ltd. v. CLS
Bank Int'l, 573 U.S. _, 134 S. Ct. 2347, 2354, 110
USPQ2d 1976, 1980 (2014) (citing Association for
Molecular Pathology v. Myriad Genetics, Inc., 569
U.S. _, 133 S. Ct. 2107, 2116, 106 USPQ2d 1972,
1979 (2013)). See also Bilski v. Kappos, 561
U.S.593, 601, 130 S. Ct. 3218, 3225, 95 USPQ2d
1001, 1005-06 (2010) (citing  Diamond .
Chakrabarty, 447 U.S. 303, 309, 206 USPQ 193,
197 (1980)).

The Supreme Court's concern that drives this
"exclusionary principle" ispre-emption. AliceCorp.,
134 S. Ct. at 2354, 110 USPQ2d at 1980 (citing
Bilski, 561 U.S. at 611-612, 95 USPQ2d at 1010
("upholding the patent 'would pre-empt use of this
approach in all fields, and would effectively grant a
monopoly over an abstract idea"). The courts have
held that a claim may not preempt abstract ideas,
laws of nature, or natural phenomena, i.e., one may
not patent every "substantial practical application”
of an abstract idea, law of nature, or natural
phenomenon. This is because such a patent would
"in practical effect be a patent on the [abstract idea,
lav of nature or natural phenomenon] itself.”

Gottschalk v. Benson, 409 U.S. 63, 71, 72, 175
USPQ 673, 676 (1972). The concern over
preemption was expressed as early as 1852. See Le
Roy v. Tatham, 55 U.S. 156, 175 (1852) (“A
principle, in the abstract, is a fundamental truth; an
original cause; a motive; these cannot be patented,
as no one can claim in either of them an exclusive
right.”).

Abstract ideas, laws of nature, and natural
phenomenon "are the basic tools of scientific and
technological work." Mayo Collaborative Serv. v.
PrometheusLabs., Inc., 566 U.S. , 132 S. Ct. 1289,
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1293, 101 USPQ2d 1961, 1965 (2012) (citing
Gottschalk v. Benson, 409 U.S. 63, 67, 97, 175
USPQ 673, 675 (1972)). Thus, the courts have
expressed concern that monopolizing these tools by
granting patent rights may impede innovation rather
than promoteit. See AliceCorp., 134 S. Ct. at 2354,
110 USPQ2d at 1980 (citing Mayo, 132 S. Ct. at
1293, 101 USPQ2d at 1965). However, the courts
have carefully construed this"exclusionary principle
lest it swallow al of patent law" because "al
inventions at some level embody, use, reflect, rest
upon, or apply laws of nature, natural phenomenon,
or abstract ideas." Alice, 134 S. Ct. at 2354, 110
USPQ2d at 1980 (citing Mayo, 132 S. Ct. at 1293,
101 USPQ2d at 1965). Therefore, an invention is
not considered to be ineligible for patent simply
because it involves ajudicial exception. Alice, 134
S. Ct. at 2354, 110 USPQ2d at 1980-81 (citing
Diamond v. Diehr, 450 U.S. 174, 187 (1981)).

The courts have held that an application of an
abstract idea, law of nature or natural phenomenon
"to a new and useful end" is eligible for patent
protection. Alice, 134 S. Ct. at 2354, 110 USPQ2d
at 1980 (citing Benson, 409 U.S. at 67, 175 USPQ
at 675). However, to transform an abstract idea, law
of nature or natural phenomenon into "a
patent-eligible application”, the claim must recite
more than simply the judicial exception "while
adding the words 'apply it." Mayo, 132 S. Ct. at
1294, 101 USPQ2d at 1965. Further, patent
eligibility under 35 U.S.C. section 101 must not
depend simply on the draftsman's art. Alice, 134 S.
Ct. at 2360, 110 USPQ2d at 1985 (citing Mayo 132
S. Ct. at 1294, 101 USPQ2d at 1966).

Determining whether an applicant is seeking to
patent ajudicial exception, namely an abstract idea,
a law of nature or a natura phenomenon, or a
patent-eligible application of the judicial exception
has proven to be challenging. The Supreme Court
in Mayo Collaborative Serv. v. Prometheus Labs.,
Inc.,566 U.S. , 132 S. Ct. 1289, 1301, 101 USPQ2d
1961, 1966 (2013) laid out aframework for making
this determination. See also Alice, 134 S. Ct. at
2355, 110 USPQ2d at 1981. Thisframework, which
isreferred to asthe Mayo test, isdiscussed in further
detail in MPEP § 2106. The first part of the test is
to determine whether the claims are directed to an
abstract idea, a law of nature or a natural
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phenomenon (i.e., ajudicial exception). If theclaims
are directed to ajudicia exception, the second part
of the test is to determine when the claim recites
additional el ementsthat amount to significantly more
than the judicial exception. The Supreme Court has
described the second part of the test as the "search
for an 'inventive concept™. Alice, 134 S. Ct. at 2355,
110 USPQ2d at 1981 (citing Mayo 132 S. Ct. at
1294, 101 USPQ2d at 1966).

The Supreme Court in Bilski v. Kappos, 561 U.S.
593, 130 S. Ct. 3218, 95 USPQ2d 1001 (2010), made
clear that business methods are not "categorically
outside of § 101's scope," stating that "a business
method is simply one kind of ‘method’ that is, at
least in some circumstances, eligible for patenting
under § 101." Thus, examiners are reminded that
software and business methods are not excluded
categories of subject matter. For example, software
is not automatically an abstract idea. While some
software may include an abstract idea (such asastep
that employs a mathematical relationship), further
analysis of the claim as a whole would be required
to determine eligibility.

In addition, examiners are reminded that 35 U.S.C.
101 isnot the soletool for determining patentability;
where a claim encompasses an abstract idea, law of
nature, or natural phenomenon, 35 U.S.C. 112, 35
U.SC. 102 , and 35 U.S.C. 103 will provide
additional toolsfor ensuring that the claim meetsthe
conditions for patentability. As the Supreme Court
made clear in Bilski:

The 8§ 101 patent-eligibility inquiry isonly a
threshold test. Even if aninvention qualifiesas
a process, machine, manufacture, or
composition of matter, in order to receive the
Patent Act’s protection the claimed invention
must also satisfy ‘‘the conditions and
requirements of thistitle.”” 8 101. Those
requirements include that the invention be
novel, see § 102, nonobvious, see 8§ 103, and
fully and particularly described, see § 112.

Therefore, examiners should avoid focusing on
issues of patent-eligibility under 35 U.S.C. 101 to
the detriment of considering an application for
compliancewith therequirementsof 35 U.S.C. 112,
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35U.S.C. 102, and 35 U.S.C. 103, and should avoid
treating an application solely on the basis of
patent-eligibility under 35 U.S.C. 101 except in the
most extreme cases.

See MPEP § 2106 for determining whether a claim
is directed to patent-eligible subject matter.

See MPEP § 2107 for adetail ed discussion of utility,
which is a separate requirement from eligibility
under 35 U.S.C. 101, and requires that inventions
be useful or have autility that is specific, substantial
and credible.

IV. EVALUATE APPLICATION FOR
COMPLIANCEWITH 35U.S.C. 112

A. DetermineWhether the Claimed | nvention Complies
with 35 U.S.C. 112(b) or Pre-AlA 35U.S.C. 112, Second
Paragraph Requirements

35 U.S.C. 112(b) and the second paragraph of
pre-AlA 35 U.S.C. 112 contains two separate and

distinct requirements: (A) that the claim(s) set forth
the subject matter applicantsregard astheinvention,
and (B) that the claim(s) particularly point out and
distinctly claim the invention. An application will
be deficient under thefirst requirement of 35 U.S.C.
112(b) or pre-AlA 35 U.S.C. 112, second paragraph
when evidence including admissions, other than in
the application as filed, shows that an applicant has
stated what he or she regards the invention to be
different from what is claimed (see MPEP § 2171 -
MPEP § 2172.01).

An application fails to comply with the second
requirement of 35 U.S.C. 112(b) or pre-AlA 35
U.S.C. 112, second paragraph when the claims do
not set out and define the invention with areasonable
degree of precision and particularity. In this regard,
the definiteness of the language must be analyzed,
not in avacuum, but alwaysin light of the teachings
of the disclosure as it would be interpreted by one
of ordinary skill in the art. Applicant’s claims,
interpreted in light of the disclosure, must reasonably
apprise a person of ordinary skill in the art of the
invention.

The scope of a“means’ limitation is defined as the
corresponding structure or material set forth by the
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inventor in the written description and equivalents
thereof that perform the claimed function. See M PEP
§ 2181 through MPEP § 2186. See MPEP § 2173 et
seg. for adiscussion of avariety of issues pertaining
to the 35 U.S.C. 112(b) or pre-AlA 35 U.S.C. 112,
second paragraph requirement that the claims
particularly point out and distinctly claim the
invention.

B. DetermineWhether the Claimed I nvention Complies
with 35 U.S.C. 112(a) or 35 U.S.C. 112, First Paragraph
Requirements

35U.S.C. 112(a) and thefirst paragraph of pre-AlA
35 U.S.C. 112 contain three separate and distinct

reguirements:

(A) adequate written description,
(B) enablement, and
(C) best mode.

1. Adequate Written Description

For the written description requirement, an
applicant’s specification must reasonably convey to
those skilled in the art that the applicant was in
possession of the claimed invention as of the date
of invention. See MPEP § 2163 for further guidance
with respect to the eval uation of apatent application
for compliance with the written description
regquirement.

2. Enabling Disclosure

An applicant’s specification must enable a person
skilled in the art to make and use the claimed
invention without undue experimentation. The fact
that experimentation is complex, however, will not
makeit undueif aperson of skill inthe art typically
engages in such complex experimentation.

See MPEP § 2164 et seq. for detail ed guidance with
regard to the enablement requirement of 35 U.S.C.
112(a) and pre-AlA 35 U.S.C. 112, first paragraph.

3. Best Mode

Determining compliance with the best mode
reguirement requires a two-prong inquiry:
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(2) at the time the application wasfiled, did the
inventor possess a best mode for practicing the
invention; and

(2) if theinventor did possess a best mode, does
the written description disclose the best mode such
that a person skilled in the art could practice it.

See MPEP § 2165 et seq. for additional guidance.
Deficiencies related to disclosure of the best mode
for carrying out the claimed invention are not usually
encountered during examination of an application
because evidence to support such a deficiency is
seldom in the record. Fonar Corp. v. General Elec.
Co., 107 F3d 1543, 1548-49, 41 USPQ2d at
1804-05.

V. DETERMINE WHETHER THE CLAIMED
INVENTION COMPLIESWITH 35U.S.C. 102 AND
103

Reviewing a claimed invention for compliance with
35 U.S.C. 102 and 35 U.S.C.103 begins with a
comparison of the claimed subject matter to what is
known in the prior art. See MPEP § 2131 - MPEP
8 2146 and for specific guidance on patentability
determinations under 35 U.S.C. 102 and 35 U.S.C.
103. If no differences are found between the claimed
invention and the prior art, then the claimed
invention lacks novelty and is to be rejected by
USPTO personnel under 35 U.S.C. 102. Once
differences are identified between the claimed
invention and the prior art, those differences must
be assessed and resolved in light of the knowledge
possessed by a person of ordinary skill in the art.
Against this backdrop, one must determine whether
the invention would have been obvious. If not, the
claimed invention satisfies 35 U.S.C. 103.

VI. CLEARLY COMMUNICATE FINDINGS,
CONCLUSIONSAND THEIR BASES

Once USPTO personnel have concluded the above
analyses of the claimed invention under all the
statutory provisions, including 35 U.S.C. 101, 35
U.S.C. 112,35 U.S.C. 102, and 35 U.S.C. 103, they
should review all the proposed rejections and their
bases to confirm that they are able to set forth a

prima facie case of unpatentability. Only then
should any rejection beimposed in an Office action.
The Office action should clearly communicate the
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findings, conclusions and reasons which support
them.

2104 Patentable Subject Matter [R-07.2015]

35 U.S.C. 101 Inventions patentable

Whoever invents or discovers any new and useful process,
machine, manufacture, or composition of matter, or any new
and useful improvement thereof may obtain a patent therefor,
subject to the conditions and requirements of thistitle.

35U.S.C. 101 hasbeeninterpreted asimposing four
reguirements.

First, whoever invents or discovers an eligible
invention may obtain only ONE patent therefor. This
requirement forms the basis for statutory double
patenting rejections when two applications claim the
same invention, i.e. claim identical subject matter.
See MPEP_§ 804 for a full discussion of the
prohibition against double patenting.

Second, the inventor(s) must be the applicant in an
application filed before September 16, 2012, (except
as otherwise provided in pre-AlA 37 CFR 1.41(b))
and the inventor or each joint inventor must be
identified in an application filed on or after
September 16, 2012. See MPEP § 2137.01 for a
detailed discussion of inventorship, MPEP §
602.01(c) et seq. for details regarding correction of
inventorship, and MPEP § 706.03(a), subsection 1V,
for rgjections under 35 U.S.C. 101 and 115 (and
pre-AlA 35 U.S.C. 102(f) for applications subject
topre-AlA 35U.S.C. 102) for failureto set forth the
correct inventorship).

Third, a claimed invention must fall within one of
thefour digible categories of invention, i.e., process,
machine, manufacture, or composition of matter, as
these categories have been interpreted by the courts.
See MPEP 8§ 2106 for a detailed discussion of the
subject matter eligibility requirements and MPEP §
2105 for specia considerations for living subject
matter.

Fourth, a claimed invention must be useful or have
autility that is specific, substantial and credible. See
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MPEP § 2107 for adetailed discussion of the utility
requirement.

2105 Patentable Subject Matter — Living
Subject Matter [R-07.2015]

I. INTRODUCTION

The decision of the Supreme Court in Diamond v.
Chakrabarty, 447 U.S. 303, 206 USPQ 193 (1980),
held that microorganisms produced by genetic
engineering are not excluded from patent protection
by 35 U.S.C. 101. Itisclear from Chakrabarty and
subsequent judicial decisions that the question of
whether or not an invention embraces living matter
is irrelevant to the issue of patentability. Note,
however, that Congress has excluded claimsdirected
to or encompassing a human organism from
patentability. See The Leahy-Smith Americalnvents
Act (AIA), Pub. L. 112-29, sec. 33(a), 125 Stat. 284
(September 16, 2011).

Il. LIVING SUBJECT MATTER MAY BE
PATENTABLE

A. Living Subject Matter May Be Directed To A
Statutory Category

In Chakrabarty, the Supreme Court held that aclaim
to a genetically engineered bacterium was directed
to at least one of the four statutory categories,
because the bacterium was a “manufacture” and/or
a“composition of matter.”

The Supreme Court made the following points in
the Chakrabarty opinion:

1. “Guided by these canons of construction,
this Court has read the term *manufacture’ in
8 101 in accordance with its dictionary
definition to mean ‘the production of articles
for use from raw or prepared materials by
giving to these materials new forms, qualities,
properties, or combinations, whether by
hand-labor or by machinery.’”

2. “In choosing such expansive terms as
‘manufacture’ and ‘composition of matter,
modified by the comprehensive ‘any,” Congress
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plainly contemplated that the patent lawswould
be given wide scope.”

3. “The Act embodied Jefferson’s philosophy
that ‘ingenuity should receive a libera
encouragement. 5 Writings of Thomas
Jefferson, 75-76 Washintgon ed. 1871). See
Grahamv . John Deere Co., 383 U.S. 1, 7-10,
148 USPQ459, 462-464 (1966). Subsequent
patent statutes in 1836, 1870, and 1874
employed this same broad language. 1n 1952,
when the patent lawswere recadified, Congress
replaced the word ‘art’ with ‘process, but
otherwise left Jefferson’s language intact. The
Committee Reports accompanying the 1952
act inform us that Congress intended statutory
subject matter to ‘include any thing under the
sun that is made by man.’” S. Rep. No. 1979,
82d Cong., 2d Sess., 5 (1952); H. R. Rep. No.
1923, 82d Cong., 2d Sess., 6 (1952)”

4., " Congress thus recognized that the relevant
distinction was not between living and
inanimate things, but between products of
nature, whether living or not, and human-made
inventions. Here, respondent’s microorganism
istheresult of human ingenuity and research.”

A review of these statements as well as the whole

Chakrabarty opinion reveals that the Court did not
limit its decision to genetically engineered living
organisms, and that the Court enunciated a very
broad interpretation of “manufacture” and
“composition of matter” in 35 U.S.C. 101.

Following the reasoning in Chakrabarty, the Board
of Patent Appeals and | nterferences determined that
animals are patentable subject matter under 35
U.S.C. 101. In ExparteAllen, 2USPQ2d 1425 (Bd.
Pat. App. & Inter. 1987), the Board decided that a
polyploid Pacific coast oyster could have been the
proper subject of apatent under 35 U.S.C. 101 if all
the criteria for patentability were satisfied. Shortly
after the Allen decision, the Commissioner of
Patents and Trademarks issued a notice (Animals -
Patentability, 1077 O.G. 24, April 21, 1987) that the
Patent and Trademark Office would now consider
nonnaturally occurring, nonhuman multicellular
living organisms, including animals, to be patentable
subject matter within the scope of 35 U.S.C. 101.
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With respect to plant subject matter, the Supreme
Court held that patentable subject matter under 35
U.S.C. 101 includes newly developed plant breeds,
even though plant protection is also available under
the Plant Patent Act (35 U.S.C. 161 - 164) and the
Plant Variety Protection Act (7 U.S.C. 2321 et.
seq.). J.E.M. Ag Supply, Inc. v. Pioneer Hi-Bred
Int’ I, Inc., 534 U.S. 124, 143-46, 122 S.Ct. 593,
605-06, 60 USPQ2d 1865, 1874 (2001) (The scope
of coverage of 35 U.S.C. 101 is not limited by the
Plant Patent Act or the Plant Variety Protection Act;
each statute can be regarded as effective because of
its different requirements and protections). In
analyzing the history of the Plant Patent Act of 1930
in Chakrabarty, the Court stated: “In enacting the
Plant Patent Act, Congress addressed both of these
concerns [the concern that plants, even those
artificially bred, were products of nature for purposes
of the patent law and the concern that plants were
thought not amenable to the written description
requirements of the patent law]. It explained at length
its belief that the work of the plant breeder ‘in aid
of nature’ was patentableinvention. S. Rep. No. 315,
71st Cong., 2d Sess., 6-8 (1930); H.R. Rep. No.
1129, 71st Cong., 2d Sess., 7-9 (1930).” See aso

Ex parte Hibberd, 227 USPQ 443 (Bd. Pat. App. &
Inter. 1985), wherein the Board held that plant
subject matter may be the proper subject of a patent
under 35 U.S.C. 101 even though such subject matter
may be protected under the Plant Patent Act or the
Plant Variety Protection Act.

See MPEP 8 2106, subsection I, for a discussion of
the categories of statutory subject matter.

B. Living Subject Matter May Be Eligible for Patent
Protection

The Supreme Court in Chakrabarty held aclaim to
agenetically engineered bacterium eligible, because
the claimed bacterium was not a“ product of nature”
exception. In so holding, the Court made the
following points:

1. “This is not to suggest that 8 101 has no
limits or that it embraces every discovery. The
laws of nature, physica phenomena, and
abstract ideas have been held not patentable.”

2.“Thus, anew mineral discoveredintheearth
or a new plant found in the wild is not
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patentable subject matter. Likewise, Einstein

could not patent his celebrated law that E=mc2;

nor could Newton have patented the law of
gravity.”

3. “His claim is not to a hitherto unknown
natural phenomenon, but to a nonnaturally
occurring manufacture or compoasition of matter
- a product of human ingenuity ‘having a
distinctive name, character [and] use.”

4. After reference to Funk Seed Co. & Kalo
Co., 333 U.S. 127, 76 USPQ 280 (1948), “Here,
by contrast, the patentee has produced a new
bacterium  with markedly  different
characteristics from any found in nature and
one having the potential for significant utility.
His discovery is not nature’'s handiwork, but
his own; accordingly it is patentable subject
matter under § 101"

A review of these statements as well as the whole
Chakrabarty opinion reveals that “laws of nature,
physical phenomena and abstract ideas’ are not
patentable subject matter. See MPEP _§ 2106,
subsection I, for a discussion of the judicia
exceptions.

A more recent judicial decision from the Federal
Circuit indicated that “discoveries that possess
‘markedly different characteristics from any found
in nature, ... are eligible for patent protection.” In
reRodlin Ingtitute (Edinburgh), 750 F.3d 1333, 1336,
110 USPQ2d 1668, 1671 (Fed. Cir. 2014), quoting

Chakrabarty, 447 U.S. a 310. In Rodin, the
claimed invention was a live-born clone of a
pre-existing, non-embryonic, donor mammal selected
from cattle, sheep, pigs, and goats. An embodiment
of the claimed invention was the famous Dolly the
Sheep, which the court stated was “the first mammal
ever cloned from an adult somatic cell.” Despite
acknowledging that the method used to create the
claimed clones “constituted a breakthrough in
scientific discovery”, the court held the claims
ineligible because “ Dolly herself isan exact genetic
replica of another sheep and does not possess
‘markedly different characteristics from any [farm
animals] found in nature”” Rodlin, 750 F.3d at 1337,
110 USPQ2d at 1671.
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Office personnel are to consult the 2014 Interim
Guidance on Patent Subject Matter Eligibility, 79
Fed. Reg. 74618 (December 16, 2014) and related
materials available at www.uspto.gov/patent/
laws-and-regulationgexamination-palicy/2014-interim-
guidance-subj ect-matter-eligibility-0 to determine
whether anature-based product such asliving subject
matter is eligible for patent protection. See also
MPEP § 2106, subsection |1.

1. HUMAN ORGANISM SARE NONSTATUTORY
SUBJECT MATTER

Congress has excluded claims directed to or
encompassing ahuman organism from patentability.
The Leahy-Smith AmericalnventsAct (AlIA), Public
Law 112-29, sec. 33(a), 125 Stat. 284, states:

Notwithstanding any other provision of law,
no patent may issue on a claim directed to or
encompassing a human organism.

The legidative history of the AIA includes the
following statement, which sheds light on the
meaning of this provision:

[T]he U.S. Patent Office has aready issued
patents on genes, stems cells, animals with
human genes, and a host of non-biologic
products used by humans, but it has not issued
patents on claimsdirected to human organisms,
including human embryos and fetuses. My
amendment would not affect the former, but
would simply affirm the latter.

157 Cong. Rec. E1177-04 (testimony of
Representative Dave Weldon previously presented
in connection with the Consolidated Appropriations
Act, 2004, Public Law 108-199, 634, 118 Stat. 3,
101, and later resubmitted with regard to the AlA;
see 149 Cong. Rec. E2417-01). Thus, section 33(a)
of theAlA codifies existing Office policy that human
organisms are not patent-eligible subject matter.

If the broadest reasonable interpretation of the
claimed invention as awhol e encompasses a human
organism, then arejection under 35 U.S.C. 101 and
AlA sec. 33(a) must be made indicating that the
claimed invention is directed to a human organism

Rev. 07.2015, October 2015


http://www.uspto.gov/patent/laws-and-regulations/examination-policy/2014-interim-guidance-subject-matter-eligibility-0
http://www.uspto.gov/patent/laws-and-regulations/examination-policy/2014-interim-guidance-subject-matter-eligibility-0
http://www.uspto.gov/patent/laws-and-regulations/examination-policy/2014-interim-guidance-subject-matter-eligibility-0

§ 2106

and is therefore nonstatutory subject matter. Form
paragraph 7.04.03 should be used; see MPEP_§
706.03(a). Furthermore, the claimed invention must
be examined with regard to all issues pertinent to
patentability, and any applicablerejections under 35
U.S.C. 102, 103, or 112 must also be made.

2106 Patent Subject Matter Eligibility
[R-07.2015]

Therearetwo criteriafor determining subject matter
eligibility under 35 U.S.C. 101 and both must be
satisfied. The claimed invention (1) must be directed
to one of the four statutory categories, and (2) must
not be wholly directed to subject matter
encompassing ajudicially recognized exception, as
defined below. The following two step analysis is
used to evaluate these criteria

. THE FOUR CATEGORIES OF STATUTORY
SUBJECT MATTER

Step 1: Is the claim directed to one of the four
patent-eligible subject matter categories. process,
machine, manufacture, or composition of matter?
The subject matter of the claim must be directed to
one of the four subject matter categories. If itisnot,
the claim is not eligible for patent protection and
should be rejected under 35 U.S.C. 101, for at least
this reason. A summary of the four categories of
invention, as they have been defined by the courts,
are:

i. Process—an act, or a series of acts or steps.

See Gottschalk v. Benson, 409 U.S. 63, 70, 175
USPQ 673, 676 (1972) ("A processis amode of
trestment of certain materials to produce a given
result. Itisan act, or a series of acts, performed
upon the subject-matter to be transformed and
reduced to a different state or thing." (emphasis
added) (quoting Cochrane v. Deener, 94 U.S. 780,
788, 24 L. Ed. 139, 1877 Dec. Comm'r Pat. 242
(1876))); NTP, Inc. v. Researchin Motion, Ltd., 418
F.3d 1282, 1316, 75 USPQ2d 1763, 1791 (Fed. Cir.
2005) ("[A] processisaseries of acts." (quoting
Minton v. Natl. Ass' n. of Securities Dealers, 336
F.3d 1373, 336 F.3d 1373, 1378, 67 USPQ2d 1614,
1681 (Fed. Cir. 2003))). See also 35 U.S.C. 100(b);
Bilski v. Kappos, 561 U.S. 593, 130 S. Ct. 3218, 95
USPQ2d 1001 (2010).
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ii. Machine — a concrete thing, consisting of
parts, or of certain devices and combination of
devices. Burr v. Duryee, 68 U.S. (1 Wall.) 531, 570,
17 L. Ed. 650 (1863). Thisincludes every
mechanical device or combination of mechanical
powers and devices to perform some function and
produce acertain effect or result. Corning v. Burden,
56 U.S. 252, 267, 14 L. Ed. 683 (1854).

iii. Manufacture—an article produced from raw
or prepared materials by giving to these materials
new forms, qualities, properties, or combinations,
whether by hand labor or by machinery. Diamond
v. Chakrabarty, 447 U.S. 303, 308, 206 USPQ 193,
197 (1980) (emphasis added) (quoting Am. Fruit
Growers, Inc. v. Brogdex Co., 283 U.S. 1,11, 51 S.
Ct. 328, 75L. Ed. 801, 1931 (Dec. Comm'r Pat. 711
(1931))).

iv. Composition of matter —all compositions of
two or more substances and all composite articles,
whether they be the results of chemical union, or of
mechanical mixture, or whether they be gases, fluids,
powders or solids, for example. Chakrabarty, 447
U.S. at 308, 206 USPQ at 197.

Non-limiting examples of claimsthat are not directed
to one of the statutory categories:

i. transitory forms of signal transmission (for
example, apropagating el ectrical or el ectromagnetic
signal per se), Inre Nuijten, 500 F.3d 1346, 1357,
84 USPQ2d 1495, 1503 (Fed. Cir. 2007);

ii. ahuman per se, The Leahy-Smith America
InventsAct (AIA), Public Law 112-29, sec. 33, 125
Stat. 284 (September 16, 2011);

iii. alegal contractual agreement between two
parties, see In re Ferguson, 558 F.3d 1359, 1364,
90 USPQ2d 1035, 1039-40 (Fed. Cir. 2009) (cert.
denied);

iv. acomputer program per se, Gottschalk v.
Benson, 409 U.S. at 72, 175 USPQ at 676-77;

v. acompany, Ferguson, 558 F.3d at 1366, 90
USPQ at 1040;

vi. amere arrangement of printed matter, Inre
Miller, 418 F.2d 1392, 1396, 164 USPQ 46, 49
(CCPA 1969); and

vii. data per se, Digitech Image Tech., LLC v.
Electronics for Imaging, Inc., 758 F.3d 1344, 1350,
111 USPQ2d 1717, 1720 (Fed. Cir. 2014).
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A claim that covers both statutory and non-statutory
embodiments (under the broadest reasonable
interpretation of the claim when read in light of the
specification and in view of one skilled in the art)
embraces subject matter that isnot eligible for patent
protection and therefore is directed to non-statutory
subject matter. Such claims fail the first step (Step
1: NO) and should be rejected under 35 U.S.C. 101,
for at least this reason.

For example, machine readable media can
encompass non-statutory transitory forms of signal
transmission, such as, a propagating electrical or
electromagnetic signal per se. See In re Nuijten,
500 F.3d 1346, 84 USPQ2d 1495 (Fed. Cir. 2007).
When the broadest reasonable interpretation of
machine readable mediain light of the specification
asit would beinterpreted by one of ordinary skill in
the art encompasses transitory forms of signal
transmission, a rejection under 35 U.S.C. 101 as
failing to claim statutory subject matter would be
appropriate. Thus, a claim to a computer readable
medium that can be acompact disc or acarrier wave
covers a non-statutory embodiment and therefore
should be rejected under 35 U.S.C. 101 as being
directed to non-statutory subject matter.

If the claimed invention is clearly not within one of
the four categories, then argjection under 35 U.S.C.
101 must be made indicating that the claimed
invention is directed to non-statutory subject matter.
Form paragraphs 7.05 and 7.05.01 should be used;
see MPEP § 706.03(a). However, when the claim
fails under Step 1 and it appears from applicant’s
disclosure that the claim could be amended to be
directed to astatutory category, Step 2 below should
still be conducted.

1. JUDICIAL EXCEPTIONSTO THE FOUR
CATEGORIES

Step 2: Does the claim wholly embrace ajudicially
recognized exception, which includeslaws of nature,
natural phenomena, and abstract ideas? Alice Corp.
Pty. Ltd. v. CLS Bank Int'l, 573 U.S. , 134 S. Ct.
2347, 2354, 110 USPQ2d 1976, 1980 (2014) (citing
Association for Molecular Pathology v. Myriad
Genetics, Inc. 569 U.S. _, 133 S. Ct. 2107, 2116,
106 USPQ2d 1972, 1979 (2013)). See aso See
Bilski v. Kappos, 561 U.S.593, 601, 130 S. Ct. 3218,
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3225, 95 USPQ2d 1001, 1005-06 (2010) (stating
“The Court's precedents provide three specific
exceptions to § 101's broad patent-eligibility
principles: ‘lawsof nature, physical phenomena, and
abstract ideas.’”) (quoting Diamond v. Chakrabarty,
447 U.S. 303, 309, 206 USPQ 193, 197 (1980)).

Determining that aclaim fallswithin one of the four
enumerated categories of patentable subject matter
recited in 35 U.S.C. 101 (i.e., process, machine,
manufacture, or composition of matter) doesnot end
the eligibility analysis because claims directed to
nothing more than abstract ideas (such as
mathematical algorithms), natural phenomena, and
laws of nature are not eligible for patent protection.
Diamond v. Diehr, 450 U.S. 175, 185, 209 USPQ
1, 7 (1981); accord, e.g., Chakrabarty, 447 U.S. at
309, 206 USPQ at 197; Parker v. Flook, 437 U.S.
584, 589, 198 USPQ 193, 197 (1978); Benson, 409
U.S. at 67-68, 175 USPQ at 675.

In addition to the terms "laws of nature,”" "natural
phenomena,” and "abstract ideas,” judicialy
recognized exceptions have been described using
various other terms, including "physica
phenomena,” "scientific principles,”" "systems that
depend on human intelligence aone," "disembodied
concepts,” "mental processes’ and "disembodied
mathematical algorithmsand formulas,” for example.
The exceptionsreflect the courts’ view that the basic
tools of scientific and technological work are not
patentable. “A principle, in the abstract, is a
fundamental truth; an original cause; amotive; these
cannot be patented, as no one can claim in either of
them an exclusiveright.” Le Roy v. Tatham,55 U.S.
(14 How.) 156, 175 (1852). Instead, such
“manifestations of laws of nature” are “part of the
storehouse of knowledge,” “free to al men and
reserved exclusively to none” Funk Bros. Seed Co.
v. Kalo Inoculant Co., 333 U.S. 127, 130, 76 USPQ
280, 281 (1948).

Thus, “a new mineral discovered in the earth or a
new plant found in thewild isnot patentable subject
matter” under Section 101. Chakrabarty, 447 U.S.
at 309, 206 USPQ at 197. “Likewise, Einstein could

not patent his celebrated law that E=mc2; nor could
Newton have patented the law of gravity.” Id. Nor
can one patent “a novel and useful mathematical
formula” Flook, 437 U.S. at 585, 198 USPQ at 195;
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electromagnetism or steam power, O'Reilly v.
Morse, 56 U.S. (15 How.) 62, 113-114 (1853); or
“[t]he qualities of ... bacteria, ... the heat of the sun,
electricity, or the qualities of metals” Funk, 333
U.S. at 130, 76 USPQ at 281; see Le Roy, 55 U.S.
(14 How.) at 175.

Analysis Of Subject Matter Eligibility

While abstract ideas, natural phenomena, and laws
of nature are not eligible for patenting, methods and
products employing abstract ideas, natura
phenomena, and laws of nature to perform a
real-world function may well be. Thus, if aclaimis
directed to ajudicia exception, it must be analyzed
to determine whether the elements of the claim,
considered both individually and as an ordered
combination, are sufficient to ensure that the claim
as a whole amounts to significantly more than the
exception itself - this has been termed a search for
an inventive concept. Alice Corp., 134 S. Ct. a
2357, 110 USPQ2d at 1981. Thisanalysisconsiders
whether the claim as a whole is for a particular
application of an abstract idea, natural phenomenon,
or law of nature, as opposed to the abstract idea,
natural phenomenon, or law of nature itself. Mayo
Collaborative Serv. v. Prometheus Labs., Inc., 566
U.S._,132S.Ct. 1289, 1293-94, 101 USPQ2d 1961,
1965-66 (2012) (citing Diehr, 450 U.S. at 187, 209

USPQ at 7).

For a detailed discussion of the analysis required to
determine whether a clam is directed to
patent-eligible subject matter, see the 2014 Interim
Guidance on Patent Subject Matter Eligibility, 79
Fed. Reg. 74618 (December 16, 2014) and related
materials available at WWW.USpto.gov
[patent/laws-and-r egulations/examination-policy/2014-
interim-guidance-subj ect-matter-eligibility-0.

I11. Establish on the Record a Prima Facie Case

USPTO personnel should review the totality of the
evidence (e.g., the specification, claims, relevant
prior art) before reaching a conclusion with regard
to whether the claimed invention sets forth patent
eligible subject matter. USPTO personnel must reach
aconclusion asto whether it ismore likely than not
that the claimed invention as a whole either fals
outside of one of the enumerated statutory classes
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or within one of the exceptions to statutory subject
matter. “The examiner bearstheinitial burden ... of
presenting a prima facie case of unpatentability.”

In re Oetiker, 977 F.2d 1443, 1445, 24 USPQ2d
1443, 1444 (Fed. Cir. 1992). If therecord asawhole
suggests that it is more likely than not that the
claimed invention would be considered significantly
more than an abstract idea, natural phenomenon, or
law of nature, then USPTO personnel should not
reject the claim.

After USPTO personnel identify and explain in the
record the reasons why a claim is for an abstract
idea, natural phenomenon, or law of nature without
significantly more, then the burden shifts to the
applicant to either amend the clam or make a
showing of why the claim is eligible for patent
protection. See, eg., In re Brana, 51 F.3d 1560,
1566, 34 USPQ2d 1436, 1441 (Fed. Cir. 1995).

Under the principles of compact prosecution,
regardless of whether a rejection under 35 U.S.C.
101 is made based on lack of subject matter
eligibility, a complete examination should be made
for every claim under each of the other patentability
requirements: 35 U.S.C. 102, 103, 112, and 101
(utility, inventorship and double patenting) and
non-statutory double patenting. Thus, Office
personnel should state all non-cumulative reasons
and bases for rejecting claims in the first Office
action.

2106.01 [Reserved]

2107 Guidelinesfor Examination of
Applicationsfor Compliancewith the Utility
Requirement [R-11.2013]

I. INTRODUCTION

The following Guidelines establish the policies and
procedures to be followed by Office personnel in
the evaluation of any patent application for
compliance with the utility requirements of 35
U.S.C. 101 and 35 U.S.C. 112(a), or pre-AlA 35
U.S.C. 112, first paragraph. These Guidelines have
been promulgated to assist Office personnel in their
review of applicationsfor compliance with the utility
requirement. The Guidelines do not ater the
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substantive requirements of 35 U.S.C. 101 and 35
U.S.C. 112, nor are they designed to obviate the
examiner’s review of applications for compliance
with dl other statutory requirementsfor patentability.
The Guidelines do not constitute substantive
rulemaking and hence do not have the force and
effect of law. Rejections will be based upon the
substantive law, and it is these rejections which are
appealable. Consequently, any perceived failure by
Office personnel to follow these Guidelinesisneither
appealable nor petitionable.

1. EXAMINATION GUIDELINESFOR THE
UTILITY REQUIREMENT

Office personnel are to adhere to the following
procedures when reviewing patent applications for
compliance with the “useful invention” (“utility”)
requirement of 35 U.S.C. 101 and 35 U.S.C. 112(a)
or pre-AlA 35 U.S.C. 112, first paragraph.

(A) Read the claims and the supporting written
description.

(1) Determine what the applicant has
claimed, noting any specific embodiments of the
invention.

(2) Ensurethat the claims define statutory
subject matter (i.e., aprocess, machine, manufacture,
composition of matter, or improvement thereof).

(3) If at any time during the examination, it
becomesreadily apparent that the claimed invention
has a well-established utility, do not impose a
rejection based on lack of utility. An invention has
awell-established utility if (i) a person of ordinary
skill in the art would immediately appreciate why
theinvention is useful based on the characteristics
of theinvention (e.g., properties or applications of
aproduct or process), and (ii) the utility is specific,
substantial, and credible.

(B) Review the claimsand the supporting written
description to determineif the applicant has asserted
for the claimed invention any specific and substantial
utility that is credible:

(1) If the applicant has asserted that the
claimed invention is useful for any particular
practical purpose (i.e., it has a“specific and
substantial utility”) and the assertion would be
considered credible by a person of ordinary skill in
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the art, do not impose a rejection based on lack of
utility.

(i) A claimed invention must have a
specific and substantial utility. This requirement
excludes “throw-away,” “insubstantial,” or
“nonspecific” utilities, such asthe use of acomplex
invention aslandfill, asaway of satisfying the utility
requirement of 35 U.S.C. 101.

(ii) Credibility is assessed from the
perspective of one of ordinary skill intheartinview
of the disclosure and any other evidence of record
(e.g., test data, affidavits or declarations from experts
in the art, patents or printed publications) that is
probative of the applicant’s assertions. An applicant
need only provide one credible assertion of specific
and substantial utility for each claimed invention to
satisfy the utility requirement.

(2) If no assertion of specific and substantial
utility for the claimed invention made by the
applicant iscredible, and the claimed invention does
not have areadily apparent well-established utility,
reject the claim(s) under 35 U.S.C. 101 on the
grounds that the invention as claimed lacks utility.
Also reject the claims under 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph, onthe basis
that the disclosure failsto teach how to use the
invention as claimed. The 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph, rejection
imposed in conjunction with a 35 U.S.C. 101
rejection should incorporate by reference the grounds
of the corresponding 35 U.S.C. 101 rejection.

(3) If the applicant has not asserted any
specific and substantial utility for the claimed
invention and it does not have a readily apparent
well-established utility, impose arejection under 35
U.S.C. 101, emphasizing that the applicant has not
disclosed a specific and substantial utility for the
invention. Also impose a separate rejection under
35U.S.C. 112(a) or pre-AlA 35 U.S.C. 112, first
paragraph, on the basis that the applicant has not
disclosed how to use the invention due to the lack
of a specific and substantia utility. The 35 U.S.C.
101 and 35 U.S.C. 112 rejections shift the burden
of coming forward with evidence to the applicant
to:

(i) Explicitly identify a specific and
substantial utility for the claimed invention; and
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(ii) Provideevidencethat oneof ordinary
skill in the art would have recognized that the
identified specific and substantial utility was
well-established at the time of filing. The examiner
should review any subsequently submitted evidence
of utility using the criteria outlined above. The
examiner should also ensure that thereis an adequate
nexus between the evidence and the properties of
the now claimed subject matter as disclosed in the
application asfiled. That is, the applicant has the
burden to establish a probative relation between the
submitted evidence and the originally disclosed
properties of the claimed invention.

(C) Any rejection based on lack of utility
should include a detailed explanation why the
claimed invention has no specific and substantial
credible utility. Whenever possible, the examiner
should provide documentary evidence regardl ess of
publication date (e.g., scientific or technical journals,
excerpts from treatises or books, or U.S. or foreign
patents) to support the factual basis for the prima
facie showing of no specific and substantial credible
utility. If documentary evidenceis not available, the
examiner should specifically explain the scientific
basisfor his or her factual conclusions.

(1) Where the asserted utility is not
specific or substantial, a prima facie showing must
establish that it is more likely than not that a person
of ordinary skill in the art would not consider that
any utility asserted by the applicant would be
specific and substantial. The prima facie showing
must contain the following elements:

(i) Anexplanation that clearly sets
forth the reasoning used in concluding that the
asserted utility for the claimed invention is not both
specific and substantial nor well-established;

(i) Support for factual findingsrelied
upon in reaching this conclusion; and

(iii) Anevaluation of all relevant
evidence of record, including utilities taught in the
closest prior art.

(2) Where the asserted specific and
substantial utility isnot credible, a prima facie
showing of no specific and substantial credible utility
must establish that it is more likely than not that a
person skilled in the art would not consider credible
any specific and substantial utility asserted by the
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applicant for the claimed invention. The primafacie
showing must contain the following elements:

(i) Anexplanation that clearly sets
forth the reasoning used in concluding that the
asserted specific and substantial utility is not
credible;

(it) Support for factual findingsrelied
upon in reaching this conclusion; and

(iii) Anevaluation of al relevant
evidence of record, including utilities taught in the
closest prior art.

(3) Where no specific and substantial
utility is disclosed or is well-established, a prima
facie showing of no specific and substantial utility
need only establish that applicant has not asserted a
utility and that, on the record before the examiner,
there is no known well-established utility.

(D) A rgection based on lack of utility
should not be maintained if an asserted utility for
the claimed invention would be considered specific,
substantial, and credible by aperson of ordinary skill
inthe art in view of al evidence of record.

Office personnel are reminded that they must treat
as true a statement of fact made by an applicant in
relation to an asserted utility, unless countervailing
evidence can be provided that shows that one of
ordinary skill inthe art would have alegitimate basis
to doubt the credibility of such a statement.
Similarly, Office personnel must accept an opinion
from a qualified expert that is based upon relevant
facts whose accuracy is not being questioned; it is
improper to disregard the opinion solely because of
adisagreement over the significance or meaning of
the facts offered.

Once a prima facie showing of no specific and
substantial credible utility has been properly
established, the applicant bears the burden of
rebutting it. The applicant can do this by amending
the claims, by providing reasoning or arguments, or
by providing evidence in the form of a declaration
under 37 CFR 1.132 or a patent or a printed
publication that rebuts the basisor logic of the prima
facie showing. If the applicant respondsto the prima
facie regjection, the Office personnel should review
the original disclosure, any evidence relied upon in
establishing the prima facie showing, any claim
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amendments, and any new reasoning or evidence
provided by the applicant in support of an asserted
specific and substantial credible utility. It isessential
for Office personnel to recognize, fully consider and
respond to each substantive element of any response
to a regjection based on lack of utility. Only where
the totality of the record continues to show that the
asserted utility is not specific, substantial, and
credible should a rejection based on lack of utility
be maintained.

I the applicant satisfactorily rebuts a prima facie
rejection based on lack of utility under 35 U.S.C.
101, withdraw the 35 U.S.C. 101 rejection and the
corresponding rejection imposed under 35 U.S.C.
112(a) or pre-AlA 35 U.S.C. 112, first paragraph.

2107.01 General PrinciplesGoverning Utility
Reections [R-07.2015]

35 U.S.C. 101 Inventions patentable

Whoever invents or discovers any new and useful process,
machine, manufacture, or composition of matter, or any new
and useful improvement thereof may obtain a patent therefor,
subject to the conditions and requirements of thistitle.

See MPEP § 2107 for guidelinesfor the examination
of applications for compliance with the utility
requirement of 35 U.S.C. 101.

The Office must examine each application to ensure
compliance with the “useful invention” or utility
requirement of 35 U.S.C. 101. In discharging this
obligation, however, Office personnel must keep in
mind several general principles that control
application of the utility requirement. 35 U.S.C. 101
has been interpreted asimposing four purposes. First,
35 U.S.C. 101 limits an inventor to ONE patent for
a claimed invention. If more than one patent is
sought, a patent applicant will receive a statutory
double patenting rejection for claims included in
more than one application that are directed to the
same invention. See  MPEP § 804. Second, the
inventor(s) must be the applicant in an application
filed before September 16, 2012, (except as
otherwise providedin pre-AlA 37 CFR 1.41(b)) and
theinventor or each joint inventor must be identified
in an application filed on or after September 16,
2012. See MPEP § 2137.01 for adetailed discussion
of inventorship, MPEP § 602.01(c) et seg. for details
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regarding correction of inventorship, and MPEP §
706.03(a), subsection 1V, for rejections under 35
U.S.C. 101 and 115 (and pre-AlA 35 U.S.C. 102(f)
for applications subject to pre-AlA 35 U.S.C. 102)
for failure to set forth the correct inventorship).
Third, 35 U.S.C. 101 defines which categories of
inventions are eligible for patent protection. An
invention that is not a machine, an article of
manufacture, a composition or a process cannot be
patented. See Diamond v. Chakrabarty, 447 U.S.
303, 206 USPQ 193 (1980); Diamond v. Diehr, 450
U.S. 175, 209 USPQ 1 (1981); In re Nuijten, 500
F.3d 1346, 1354, 84 USPQ2d 1495, 1500 (Fed. Cir.
2007). Fourth, 35 U.S.C. 101 serves to ensure that
patents are granted on only thoseinventionsthat are
“useful.” This second purpose has a Constitutional
footing — Avrticle |, Section 8 of the Constitution
authorizes Congress to provide exclusive rights to
inventors to promote the “useful arts” See Carl
Zeiss Stiftung v. Renishaw PLC, 945 F.2d 1173, 20
USPQ2d 1094 (Fed. Cir. 1991). Thus, to satisfy the
requirements of 35 U.S.C. 101, an applicant must
claim an invention that is statutory subject matter
and must show that the claimed inventionis* useful”
for some purpose either explicitly or implicitly.
Application of thislatter element of 35 U.S.C. 101
isthe focus of these guidelines.

Deficiencies under the “useful invention”
requirement of 35 U.S.C. 101 will arise in one of
two forms. The first iswhere it is not apparent why
the invention is “useful.” This can occur when an
applicant failsto identify any specific and substantial
utility for the invention or fails to disclose enough
information about the invention to make its
usefulness immediately apparent to those familiar
with the technological field of the invention.
Brenner v. Manson, 383 U.S. 519, 148 USPQ 689
(1966); In re Fisher, 421 F.3d 1365, 76 USPQ2d
1225 (Fed. Cir. 2005); InreZiegler, 992 F.2d 1197,
26 USPQ2d 1600 (Fed. Cir. 1993). The second type
of deficiency arises in the rare instance where an
assertion of specific and substantial utility for the
invention made by an applicant is not credible.

I. SPECIFIC AND SUBSTANTIAL
REQUIREMENTS

To satisfy 35 U.S.C. 101, an invention must be
“useful.” Courts have recognized that the term
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“useful” used with reference to the utility
requirement can be a difficult term to define.
Brenner v. Manson, 383 U.S. 519, 529, 148 USPQ
689, 693 (1966) (simple everyday word like“ useful”
can be “pregnant with ambiguity when applied
to the facts of life”). Where an applicant has set
forth a specific and substantial utility, courts have
been reluctant to uphold arejection under 35 U.S.C.
101 solely on the basis that the applicant’s opinion
asto the nature of the specific and substantial utility
was inaccurate. For example, in Nelson v. Bowler,
626 F.2d 853, 206 USPQ 881 (CCPA 1980), the
court reversed a finding by the Office that the
applicant had not set forth a“practical” utility under
35 U.S.C. 101. In this case the applicant asserted
that the composition was “useful” in a particular
pharmaceutical application and provided evidence
to support that assertion. Courts have used the labels
“practical utility,” “substantial utility,” or “specific
utility” to refer to this aspect of the “useful
invention” requirement of 35 U.S.C. 101. The Court
of Customs and Patent Appeals has stated:

Practical utility is a shorthand way of
attributing “real-world” value to claimed
subject matter. In other words, one skilled in
the art can use aclaimed discovery in amanner
which provides some immediate benefit to the
public.

Nelson v. Bowler, 626 F.2d 853, 856, 206 USPQ
881, 883 (CCPA 1980).

Practical considerations require the Office to rely
on the inventor's understanding of his or her
invention in determining whether and in what regard
an invention is believed to be “useful.” Because of
this, Office personnel should focus on and be
receptive to assertions made by the applicant that an
invention is “useful” for a particular reason.

A. Specific Utility

A “specific utility” is specific to the subject matter
claimed and can “provide a well-defined and
particular benefit to the public.” In re Fisher, 421
F.3d 1365, 1371, 76 USPQ2d 1225, 1230 (Fed. Cir.
2005). This contrasts with a general utility that
would be applicable to the broad class of the
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invention. Office personnel should distinguish
between situations where an applicant has disclosed
aspecific usefor or application of theinvention and
situations where the applicant merely indicates that
the invention may prove useful without identifying
with specificity why it is considered useful. For
example, indicating that acompound may be useful
in treating unspecified disorders, or that the
compound has* useful biological” properties, would
not be sufficient to define a specific utility for the
compound. See, e.g., InreKirk, 376 F.2d 936, 153
USPQ 48 (CCPA 1967); Inre Joly, 376 F.2d 906,
153 USPQ 45 (CCPA 1967). Similarly, a claim to
apolynucleotide whose use is disclosed simply asa
“gene probe’ or “chromosome marker” would not
be considered to be specific in the absence of a
disclosure of a specific DNA target. See In re
Fisher, 421 F.3d at 1374, 76 USPQ2d at 1232 (“Any
EST [expressed sequence tag] transcribed from any
gene in the maize genome has the potential to
perform any one of the alleged uses.... Nothing
about [applicant’s] seven alleged uses set the five
claimed ESTsapart from the more than 32,000 ESTs
disclosed in the [ ] application or indeed from any
EST derived from any organism. Accordingly, we
concludethat [applicant] has only disclosed general
uses for its claimed ESTSs, not specific ones that
satisfy § 101.”). A general statement of diagnostic
utility, such as diagnosing an unspecified disease,
would ordinarily be insufficient absent a disclosure
of what condition can be diagnosed. Contrast the
situation where an applicant discloses a specific
biological activity and reasonably correlates that
activity to a disease condition. Assertions falling
within the latter category are sufficient to identify a
specific utility for the invention. Assertions that fall
in the former category are insufficient to define a
specific utility for the invention, especialy if the
assertion takes the form of a genera statement that
makes it clear that a “useful” invention may arise
from what has been disclosed by the applicant.
Knapp v. Anderson, 477 F.2d 588, 177 USPQ 688
(CCPA 1973).

B. Substantial Utility

“[A]ln application must show that an invention is
useful to the public as disclosed in its current form,
not that it may prove useful at some future date after
further research. Simply put, to satisfy the

2100-20



PATENTABILITY

‘substantial’ utility requirement, an asserted use must
show that the claimed invention has a significant
and presently available benefit to the public”
Fisher, 421 F.3d at 1371, 76 USPQ2d at 1230. The
claimsatissuein Fisher were directed to expressed
sequence tags (ESTSs), which are short nucleotide
seguences that can be used to discover what genes
and downstream proteinsare expressed inacell. The
court held that “the claimed ESTs can be used only
to gain further information about the underlying
genes and the proteins encoded for by those genes.
The claimed ESTs themselves are not an end of
[applicant’s] research effort, but only tools to be
used aong the way in the search for a practical
utility.... [Applicant] does not identify the function
for the underlying protein-encoding genes. Absent
such identification, we hold that the claimed ESTs
have not been researched and understood to the point
of providing an immediate, well-defined, real world
benefit to the public meriting the grant of a patent.”

Id. at 1376, 76 USPQ2d at 1233-34). Thus a
“substantial utility” defines a “rea world” use.
Utilitiesthat require or constitute carrying out further
research to identify or reasonably confirm a “real
world” context of use are not substantial utilities.
For example, both a therapeutic method of treating
a known or newly discovered disease and an assay
method for identifying compounds that themselves
have a “substantial utility” define a “real world”
context of use. An assay that measures the presence
of a material which has a stated correlation to a
predisposition to the onset of a particular disease
condition would also define a“rea world” context
of use in identifying potentia candidates for
preventive measures or further monitoring. On the
other hand, the following are examples of situations
that require or constitute carrying out further research
to identify or reasonably confirm a “real world”
context of use and, therefore, do not define
“substantial utilities’:

(A) Basic research such as studying the
properties of the claimed product itself or the
mechanisms in which the material isinvolved;

(B) A method of treating an unspecified disease
or condition;

(C) A method of assaying for or identifying a
material that itself has no specific and/or substantial
utility;
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(D) A method of making amaterial that itself
has no specific, substantial, and credible utility; and

(E) A claimto an intermediate product for use
in making afinal product that has no specific,
substantial and credible utility.

Office personnel must be careful not to interpret the
phrase “immediate benefit to the public” or similar
formulationsin other casesto mean that products or
services based on the claimed invention must be
“currently available’ to the publicin order to satisfy
the utility requirement. See, e.g., Brenner V.
Manson, 383 U.S. 519, 534-35, 148 USPQ 689, 695
(1966). Rather, any reasonable use that an applicant
has identified for the invention that can be viewed
as providing a public benefit should be accepted as
sufficient, at least with regard to defining a
“substantial” utility.

C. Research Tools

Some confusion can result when one attempts to
label certain typesof inventionsas not being capable
of having a specific and substantial utility based on
the setting in which theinvention isto be used. One
example is inventions to be used in a research or
laboratory setting. Many research tools such as gas
chromatographs, screening assays, and nucleotide
sequencing techniques have a clear, specific and
unguestionable utility (e.g., they are useful in
analyzing compounds). An assessment that focuses
on whether an invention is useful only in aresearch
setting thus does not address whether the invention
isinfact “useful” in a patent sense. Instead, Office
personnel must distinguish between inventions that
have a specificaly identified substantial utility and
inventions whose asserted utility requires further
research to identify or reasonably confirm. Labels
such as “research tool,” “intermediate” or “for
research purposes’ are not helpful in determining if
an applicant hasidentified a specific and substantial
utility for the invention.

Il. WHOLLY INOPERATIVE INVENTIONS;
“INCREDIBLE” UTILITY

An invention that is “inoperative” (i.e., it does not
operate to produce the results claimed by the patent
applicant) isnot a“useful” invention in the meaning
of the patent law. See, eg., Newman v. Quigg,
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877 F.2d 1575, 1581, 11 USPQ2d 1340, 1345 (Fed.
Cir. 1989); In re Harwood, 390 F.2d 985, 989,
156 USPQ 673, 676 (CCPA 1968) (“An inoperative
invention, of course, does not satisfy the requirement
of 35 U.S.C. 101 that an invention be useful.”).
However, as the Federal Circuit has stated, “[t]o
violate [35 U.S.C.] 101 the claimed device must be
totally incapable of achieving a useful result”
Brooktree Corp. v. Advanced Micro Devices, Inc.,
977 F.2d 1555, 1571, 24 USPQ2d 1401, 1412 (Fed.
Cir. 1992) (emphasis added). See also E.l. du Pont
De Nemours and Co. v. Berkley and Co., 620 F.2d
1247, 1260 n.17, 205 USPQ 1, 10 n.17 (8th Cir.
1980) (“A small degree of utility is sufficient . . .
The claimed invention must only be capable of
performing some beneficia function . . . An
invention does not lack utility merely because the
particular embodiment disclosed in the patent lacks
perfection or performs crudely . . . A commercially
successful product is not required . . . Nor is it
essential that the invention accomplish al its
intended functions. . . or operate under al conditions
. .. partia success being sufficient to demonstrate
patentable utility . . . In short, the defense of
non-utility cannot be sustained without proof of total
incapacity.” If an invention is only partialy
successful in achieving a useful result, a rejection
of the claimed invention as awhole based on alack
of utility is not appropriate. See In re Brana, 51
F.3d 1560, 34 USPQ2d 1436 (Fed. Cir. 1995); In
re Gardner, 475 F.2d 1389, 177 USPQ 396 (CCPA),
reh’g denied, 480 F.2d 879 (CCPA 1973); Inre
Marzocchi, 439 F.2d 220, 169 USPQ 367 (CCPA
1971).

Situations where an invention is found to be
“inoperative” and thereforelacking in utility arerare,
and rejections maintained solely on this ground by
afederal court even rarer. In many of these cases,
the utility asserted by the applicant was thought to
be “incredible in the light of the knowledge of the
art, or factualy misleading” when initially
considered by the Office. In re Citron, 325 F.2d
248, 253, 139 USPQ 516, 520 (CCPA 1963). Other
cases suggest that on initial evaluation, the Office
considered the asserted utility to beinconsistent with
known scientific principles or “ speculative at best”
as to whether attributes of the invention necessary
to impart the asserted utility were actually present
in the invention. In re Schert, 566 F.2d 1154, 196
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USPQ 209 (CCPA 1977). However cast, the
underlying finding by the court in these cases was
that, based on the factual record of the case, it was
clear that the invention could not and did not work
as the inventor claimed it did. Indeed, the use of
many labels to describe a single problem (e.g., a
false assertion regarding utility) has led to some of
the confusion that exists today with regard to a
rejection based on the “utility” requirement.
Examples of such cases include: an invention
asserted to change the taste of food using amagnetic
field (Fregeau v. Mossinghoff, 776 F.2d 1034, 227
USPQ 848 (Fed. Cir. 1985)), a perpetual motion
machine (Newman v. Quigg, 877 F.2d 1575, 11
USPQ2d 1340 (Fed. Cir. 1989)), a flying machine
operating on “flapping or flutter function” (In re
Houghton, 433 F.2d 820, 167 USPQ 687 (CCPA
1970)), a“ cold fusion” processfor producing energy
(InreSwartz, 232 F.3d 862, 56 USPQ2d 1703 (Fed.
Cir. 2000)), a method for increasing the energy
output of fossil fuels upon combustion through
exposureto amagneticfield (InreRuskin, 354 F.2d
395, 148 USPQ 221 (CCPA 1966)), uncharacterized
compositionsfor curing awide array of cancers (In
re Citron, 325 F.2d 248, 139 USPQ 516 (CCPA
1963)), and amethod of controlling the aging process
(In re Eltgroth, 419 F.2d 918, 164 USPQ 221
(CCPA 1970)). These examples are fact specific and
should not be applied asa per serule. Thus, inview
of the rare nature of such cases, Office personnel
should not label an asserted utility “incredible,”
“speculative” or otherwise unless it is clear that a
rejection based on “lack of utility” is proper.

I11. THERAPEUTIC OR PHARMACOLOGICAL
UTILITY

Inventions asserted to have utility in the treatment
of human or animal disordersare subject to the same
legal requirements for utility as inventions in any
other field of technology. Inre Chilowsky, 229 F.2d
457, 461-2, 108 USPQ 321, 325 (CCPA 1956)
(“There appears to be no basis in the statutes or
decisionsfor requiring any more conclusive evidence
of operativeness in one type of case than another.
The character and amount of evidence needed may
vary, depending on whether the alleged operation
described in the application appears to accord with
or to contravene established scientific principles or
to depend upon principles aleged but not generally
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recognized, but the degree of certainty as to the
ultimate fact of operativeness or inoperativeness
should bethesamein al cases’); Inre Gazave, 379
F.2d 973, 978, 154 USPQ 92, 96 (CCPA 1967)
(“Thus, in the usual case where the mode of
operation alleged can be readily understood and
conforms to the known laws of physics and
chemistry, operativeness is not questioned, and no
further evidence is required”). As such,
pharmacological or therapeutic inventions that
provide any “immediate benefit to the public” satisfy
35U.S.C. 101. Theutility being asserted in Nelson
related to acompound with pharmacological utility.
Nelson v. Bowler, 626 F.2d 853, 856, 206 USPQ
881, 883 (CCPA 1980). Office personnel should rely
on Nelson and other cases as providing general
guidance when evaluating the utility of an invention
that is based on any therapeutic, prophylactic, or
pharmacological activities of that invention.

Courts have repeatedly found that the mere
identification of a pharmacological activity of a
compound that is relevant to an asserted
pharmacological use providesan “immediate benefit
to the public’ and thus satisfies the utility
requirement. As the Court of Customs and Patent
Appealsheld in Nelson v. Bowler:

Knowledge of the pharmacological activity of
any compound is obviously beneficial to the
public. It is inherently faster and easier to
combat illnesses and alleviate symptomswhen
the medical profession isarmed with an arsenal
of chemicals having known pharmacological
activities. Since it is crucia to provide
researchers with an incentive to disclose
pharmacological activities in as many
compounds as possible, we conclude that
adequate proof of any such activity constitutes
ashowing of practical utility.

Nelson v. Bowler, 626 F.2d 853, 856, 206 USPQ
881, 883 (CCPA 1980).

In  Nelson v. Bowler, the court addressed the
practical utility requirement in the context of an
interference proceeding. Bowler challenged the
patentability of the invention claimed by Nelson on
the basis that Nelson had failed to sufficiently and
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persuasively disclose in his application a practica
utility for the invention. Nelson had developed and
claimed aclass of synthetic prostaglandins model ed
on naturally occurring prostaglandins. Naturally
occurring prostaglandins are bioactive compounds
that, at the time of Nelson’s application, had a
recognized value in pharmacology (e.g., the
stimulation of uterine smooth muscle which resulted
in labor induction or abortion, the ability to raise or
lower blood pressure, etc.). To support the utility he
identified in his disclosure, Nelson included in his
application the results of tests demonstrating the
bioactivity of his new substituted prostaglandins
relative to the bioactivity of naturally occurring
prostaglandins. The court concluded that Nel son had
satisfied the practical utility reguirement in
identifying the synthetic prostaglandins as
pharmacologically active compounds. In reaching
this conclusion, the court considered and rejected
arguments advanced by Bowler that attacked the
evidentiary basis for Nelson's assertions that the
compounds were pharmacologically active.

In In re Jolles, 628 F.2d 1322, 206 USPQ 885
(CCPA 1980), an inventor claimed protection for
pharmaceutical compositions  for  treating
leukemia. The activeingredient in the compositions
wasastructural analog to aknown anticancer agent.
The applicant provided evidence showing that the
clamed andogs had the same generd
pharmaceutical activity as the known anticancer
agents. The court reversed the Board's finding that
the asserted pharmaceutical utility was*incredible,”
pointing to the evidence that showed the relevant
pharmacological activity.

In Crossv. lizuka, 753 F.2d 1040, 224 USPQ 739
(Fed. Cir. 1985), the Federal Circuit affirmed a
finding by the Board of Patent Appeas and
Interferencesthat apharmacological utility had been
disclosed in the application of one party to an
interference proceeding. The invention that was the
subject of the interference count was a chemical
compound used for treating blood disorders. Cross
had challenged the evidencein lizuka's specification
that supported the claimed utility. However, the
Federal Circuit relied extensively on
Nelson v. Bowler in finding that lizuka's application
had sufficiently disclosed a pharmacological utility
for the compounds. It distinguished the case from
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cases where only a generalized “nebulous’
expression, such as*“biological properties,” had been
disclosed in a specification. Such statements, the
court held, “convey little explicit indication
regarding the utility of a compound.” Cross, 753
F.2d at 1048, 224 USPQ at 745 (citing In re Kirk,
376 F.2d 936, 941, 153 USPQ 48, 52 (CCPA 1967)).

Similarly, courts have found utility for therapeutic
inventions despite the fact that an applicant is at a
very early stage in the development of a
pharmaceutical product or therapeutic regimen based
on a clamed pharmacological or bioactive
compound or composition. The Federa Circuit, in
Cross v. lizuka, 753 F.2d 1040, 1051, 224 USPQ
739, 747-48 (Fed. Cir. 1985), commented on the
significance of datafrom in vitro testing that showed
pharmacol ogical activity:

We perceive no insurmountable difficulty,
under appropriate circumstances, in finding that
the first link in the screening chain, in vitro
testing, may establish apractical utility for the
compound in question. Successful in vitro
testing will marshal resources and direct the
expenditure of effort to further in vivo testing
of the most potent compounds, thereby
providing an immediate benefit to the public,
analogous to the benefit provided by the
showing of an in vivo utility.

The Federal Circuit has reiterated that therapeutic
utility sufficient under the patent laws is not to be
confused with the requirements of the FDA with
regard to safety and efficacy of drugs to marketed
in the United States.

FDA approval, however, is not a prerequisite
for finding a compound useful within the
meaning of the patent laws. Scott v. Finney,
34 F.3d 1058, 1063, 32 USPQ2d 1115, 1120
[(Fed.Cir. 1994)]. Usefulnessin patent law, and
in particular in the context of pharmaceutical
inventions, necessarily includesthe expectation
of further research and development. The stage
at which an invention in this field becomes
useful is well before it is ready to be
administered to humans. Were we to require
Phase Il testing in order to prove utility, the
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associated costswould prevent many companies
from obtaining patent protection on promising
new inventions, thereby eliminating an
incentive to pursue, through research and
development, potential cures in many crucial
areas such as the treatment of cancer.

InreBrana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed.
Cir. 1995). Accordingly, Office personnel should
not construe 35 U.S.C. 101, under the logic of
“practical” utility or otherwise, to require that an
applicant demonstrate that a therapeutic agent based
on a claimed invention is a safe or fully effective
drug for humans. See, e.g., Inre Schert, 566 F.2d
1154, 196 USPQ 209 (CCPA 1977); Inre Hartop,
311 F.2d 249, 135 USPQ 419 (CCPA 1962); Inre
Anthony, 414 F.2d 1383, 162 USPQ 594 (CCPA
1969); InreWatson, 517 F.2d 465, 186 USPQ 11
(CCPA 1975).

These general principles are equally applicable to
situations where an applicant has claimed a process
for treating a human or animal disorder. In such
cases, the asserted utility is usualy clear — the
invention is asserted to be useful in treating the
particular disorder. If the asserted utility iscredible,
there is no basis to challenge such a claim on the
basisthat it lacks utility under 35 U.S.C. 101.

See MPEP § 2107.03 for special considerations for
asserted therapeutic or pharmacological utilities.

IV. RELATIONSHIP BETWEEN 35 U.S.C. 112(a)
or Pre-AlA 35 U.S.C. 112, FIRST PARAGRAPH,
AND 35U.S.C. 101

A deficiency under the utility prong of 35 U.S.C. 101
a so creates a deficiency under 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph. See Inre
Brana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed. Cir.
1995); InreJolles, 628 F.2d 1322, 1326 n.10, 206
USPQ 885, 889 n.11 (CCPA 1980); Inre Fouche,
439 F.2d 1237, 1243, 169 USPQ 429, 434 (CCPA
1971) (“If such compositions are in fact useless,
appellant’s specification cannot have taught how to
use them.”). Courts have aso cast the 35 U.S.C.
101/35 U.S.C. 112 relationship such that 35 U.S.C.
112 presupposes compliance with 35 U.S.C. 101.
See Inre Ziegler, 992 F.2d 1197, 1200-1201, 26
USPQ2d 1600, 1603 (Fed. Cir. 1993) (“The how to
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use prong of section 112 incorporates as a matter of
law the requirement of 35 U.S.C. 101 that the
specification disclose as a matter of fact a practical
utility for theinvention. ... If the application fails as
amatter of fact to satisfy 35 U.S.C. § 101, then the
application aso fails as a matter of law to enable
one of ordinary skill in the art to use the invention
under 35 U.S.C. §112"); InreKirk, 376 F.2d 936,
942, 153 USPQ 48, 53 (CCPA 1967) (“Necessarily,
compliance with § 112 requires adescription of how
to use presently useful inventions, otherwise an
applicant would anomalously be required to teach
how to use a useless invention.”). For example, the
Federal Circuit noted, “[o]bvioudly, if a claimed
invention does not have utility, the specification
cannot enable one to use it.” In re Brana, 51 F.3d
1560, 34 USPQ2d 1436 (Fed. Cir. 1995). As such,
a rejection properly imposed under 35 U.S.C. 101
for lack of utility should be accompanied with a
rejection under 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph. Itisequally clear that a
rejection based on “lack of utility,” whether
grounded upon 35 U.S.C. 101 or 35 U.S.C. 112(a)
or pre-AlA 35 U.S.C. 112, first paragraph, rests on
the same basis (i.e, the asserted utility is not
credible). To avoid confusion, any lack of utility
rejection that is imposed on the basis of 35 U.S.C.
101 should be accompanied by arejection based on
35 U.S.C. 112(a) or pre-AlA 35 U.S.C. 112, first
paragraph. The 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph, rejection should be set
out as a separate rejection that incorporates by
reference the factual basis and conclusions set forth
inthe35U.S.C. 101 rejection. The35U.S.C. 112(a)
or pre-AlA 35 U.S.C. 112, first paragraph, rejection
should indicate that because theinvention as claimed
does not have utility, aperson skilled in the art would
not be able to use the invention as claimed, and as
such, the claim is defective under 35 U.S.C. 112(a)
or pre-AlA 35 U.S.C. 112, first paragraph. A 35
U.S.C. 112(a) or pre-AlA 35 U.S.C. 112, first
paragraph, rejection based on lack of utility should
not be imposed or maintained unless an appropriate
basis exists for imposing a utility rejection under
35 U.S.C. 101. In other words, Office personnel
should not impose a 35 U.S.C. 112(a) or pre-AlA
35 U.S.C. 112, first paragraph, rejection grounded
on a“lack of utility” basis unlessa 35 U.S.C. 101
rejectionisproper. In particul ar, the factual showing
needed to impose a rejection under 35 U.S.C. 101
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must be provided if a rgjection under 35 U.S.C.
112(a) or pre-AlA 35 U.S.C. 112, first paragraph,
isto beimposed on “lack of utility” grounds.

Itisimportant to recognizethat 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph, addresses
matters other than those related to the question of
whether or not an invention lacks utility. These
matters include whether the claims are fully
supported by the disclosure (In re Vaeck, 947 F.2d
488, 495, 20 USPQ2d 1438, 1444 (Fed. Cir. 1991)),
whether the applicant has provided an enabling
disclosure of the claimed subject matter (In re
Wright, 999 F.2d 1557, 1561-1562, 27 USPQ2d
1510, 1513 (Fed. Cir. 1993)), whether the applicant
has provided an adequate written description of the
invention and whether the applicant has disclosed
the best mode of practicing the claimed invention
(Chemcast Corp. v. Arco Indus. Corp., 913 F.2d
923, 927-928, 16 USPQ2d 1033, 1036-1037 (Fed.
Cir. 1990)). See also Transco Products Inc. v.
Performance Contracting Inc., 38 F.3d 551, 32
UsPQ2d 1077 (Fed. Cir. 1994); Glaxo
Inc. v. Novopharm Ltd., 52 F.3d 1043, 34 USPQ2d
1565 (Fed. Cir. 1995). The fact that an applicant has
disclosed a specific utility for an invention and
provided a credible basis supporting that specific
utility does not provide a basis for concluding that
the claims comply with all the requirements of 35
U.S.C. 112(a) or pre-AIA 35 U.S.C. 112, first
paragraph. For example, if an applicant has claimed
aprocess of treating acertain disease condition with
a certain compound and provided a credible basis
for asserting that the compound is useful in that
regard, but to actually practice the invention as
claimed a person skilled in the relevant art would
have to engage in an undue amount of
experimentation, the claim may be defective under
35 U.S.C. 112, but not 35 U.S.C. 101. To avoid
confusion during examination, any rejection under
35 U.S.C. 112(a) or pre-AlA 35 U.S.C. 112, first
paragraph, based on grounds other than “lack of
utility” should be imposed separately from any
rejection imposed due to “lack of utility” under 35
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U.S.C. 101 and 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph.

2107.02 Procedural Considerations Related
to Rejectionsfor Lack of Utility [R-11.2013]

I. THECLAIMEDINVENTIONISTHE FOCUSOF
THE UTILITY REQUIREMENT

The claimed invention isthe focus of the assessment
of whether an applicant has satisfied the utility
requirement. Each claim (i.e., each “invention”),
therefore, must be evaluated on its own merits for
compliance with all statutory requirements.
Generally speaking, however, a dependent claim
will define an invention that has utility if the
independent claim from which the dependent claim
depends is drawn to the same statutory class of
invention asthe dependent claim and theindependent
clam defines an invention having utility. An
exception to this general rule is where the utility
specified for the invention defined in a dependent
claim differs from that indicated for the invention
defined in the independent claim from which the
dependent claim depends. Where an applicant has
established utility for a species that falls within an
identified genus of compounds, and presents a
generic claim covering the genus, as a generd
matter, that claim should be trested as being
sufficient under 35 U.S.C. 101. Only where it can
be established that other species clearly encompassed
by the claim do not have utility should a rejection
be imposed on the generic claim. In such cases, the
applicant should be encouraged to amend the generic
claim so as to exclude the species that lack utility.

It iscommon and sensiblefor an applicant to identify
several specific utilitiesfor an invention, particularly
wheretheinvention isaproduct (e.g., amachine, an
article of manufacture or a composition of matter).
However, regardless of the category of invention
that isclaimed (e.g., product or process), an applicant
need only make one credible assertion of specific
utility for the claimed invention to satisfy 35 U.S.C.
101 and 35 U.S.C. 112; additiona statements of
utility, even if not “credible,” do not render the
claimed invention lacking in utility. See, eg.,
Raytheon v. Roper, 724 F.2d 951, 958, 220 USPQ
592, 598 (Fed. Cir. 1983), cert. denied, 469 U.S.
835 (1984) (“When a properly claimed invention
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meets at least one stated objective, utility under 35
U.S.C. 101 isclearly shown.”); Inre Gottlieb, 328
F.2d 1016, 1019, 140 USPQ 665, 668 (CCPA 1964)
(“Having found that the antibioticisuseful for some
purpose, it becomes unnecessary to decide whether
itisin fact useful for the other purposes ‘indicated’
in the specification as possibly useful.”); In re
Malachowski, 530 F.2d 1402, 189 USPQ 432 (CCPA
1976); Hoffman v. Klaus, 9 USPQ2d 1657 (Bd. Pat.
App. & Inter. 1988). Thus, if applicant makes one
credible assertion of utility, utility for the claimed
invention as awhole is established.

Statements made by the applicant in the specification
or incident to prosecution of the application before
the Office cannot, standing alone, be the basisfor a
lack of utility rejection under 35 U.S.C. 101 or 35
USC. 112 Tol-O-Matic, Inc. v. Proma
Produkt-Und Mktg. Gesdllschaft m.b.h., 945 F.2d
1546, 1553, 20 USPQ2d 1332, 1338 (Fed. Cir. 1991)
(Itisnot required that a particular characteristic set
forth in the prosecution history be achieved in order
tosatisfy 35 U.S.C. 101.). An applicant may include
statements in the specification whose technical
accuracy cannot be easily confirmed if those
statements are not necessary to support the
patentability of an invention with regard to any
statutory basis. Thus, the Office should not require
an applicant to strike nonessential statementsrelating
to utility from a patent disclosure, regardliess of the
technical accuracy of the statement or assertion it
presents. Office personnel should aso be especially
careful not to read into a claim unclaimed results,
limitations or embodiments of an invention. See
Carl Zeiss Siftung v. Renishaw PLC, 945 F.2d 1173,
20 USPQ2d 1094 (Fed. Cir. 1991); Inre Krimmel,
292 F.2d 948, 130 USPQ 215 (CCPA 1961). Doing
so can inappropriately change the relationship of an
asserted utility to the claimed invention and raise
issues not relevant to examination of that claim.

Il. ISTHERE AN ASSERTED OR
WELL-ESTABLISHED UTILITY FOR THE
CLAIMED INVENTION?

Upon initial examination, the examiner should
review the specification to determine if there are
any statements asserting that the claimed invention
is useful for any particular purpose. A complete
disclosure should include a statement which
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identifies a specific and substantial utility for the
invention.

A. An Asserted Utility Must Be Specific and Substantial

A statement of specific and substantial utility should
fully and clearly explain why the applicant believes
theinvention isuseful. Such statementswill usually
explain the purpose of or how the invention may be
used (e.g., a compound is believed to be useful in
the treatment of a particular disorder). Regardless
of the form of statement of utility, it must enable
one ordinarily skilled in the art to understand why
the applicant believesthe claimed inventionisuseful.

Except where an invention has a well-established
utility, the failure of an applicant to specificaly
identify why an invention is believed to be useful
renders the claimed invention deficient under 35
U.S.C. 101 and 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph. In such cases, the
applicant has failed to identify a “specific and
substantial utility” for the claimed invention. For
example, a statement that a composition has an
unspecified “biological activity” or that does not
explain why a composition with that activity is
believed to be useful failsto set forth a* specific and
substantial utility.” Brenner v. Manson, 383 US
519, 148 USPQ 689 (1966) (general assertion of
similaritiesto known compounds known to be useful
without sufficient corresponding explanation why
claimed compounds are believed to be similarly
useful insufficient under 35 U.S.C. 101); In re
Ziegler, 992 F.2d 1197, 1201, 26 USPQ2d 1600,
1604 (Fed. Cir. 1993) (disclosure that composition
is*“plastic-like” and can form “films’ not sufficient
to identify specific and substantial utility for
invention); InreKirk, 376 F.2d 936, 153 USPQ 48
(CCPA 1967) (indication that compound is
“biologically active” or has “biological properties’
insufficient standing alone). See also In re Joly,
376 F2d 906, 153 USPQ 45 (CCPA 1967);
Kawai v. Metlesics, 480 F.2d 880, 890, 178 USPQ
158, 165 (CCPA 1973) (contrasting description of
invention as sedative which did suggest specific
utility to general suggestion of “pharmacological
effects on the central nervous system” which did
not). In contrast, a disclosure that identifies a
particular biological activity of a compound and
explains how that activity can be utilized in a
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particular therapeutic application of the compound
does contain an assertion of specific and substantial
utility for the invention.

Situations where an applicant either failsto indicate
why an invention is considered useful, or where the
applicant inaccurately describes the utility should
rarely arise. Onereason for thisisthat applicantsare
required to disclose the best mode known to them
of practicing the invention at the time they file their
application. An applicant who omits a description
of the specific and substantial utility of theinvention,
or who incompletely describes that utility, may
encounter problems with respect to the best mode

requirement of 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph.

B. No Statement of Utility for the Claimed I nvention
in the Specification Does Not Per Se Negate Utility

Occasionally, an applicant will not explicitly state
in the specification or otherwise assert a specific and
substantial utility for the claimed invention. If no
statements can be found asserting a specific and
substantial utility for the claimed invention in the
specification, Office personnel should determine if
the claimed invention has a well-established utility.
An invention has a well-established utility if (i) a
person of ordinary skill intheart would immediately
appreciate why the invention is useful based on the
characteristics of the invention (e.g., properties or
applications of a product or process), and (ii) the
utility is specific, substantial, and credible. If an
invention has a well- established utility, rejections
under 35 U.S.C. 101 and 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph, based on
lack of utility should not beimposed. InreFolkers,
344 F.2d 970, 145 USPQ 390 (CCPA 1965). For
example, if an application teaches the cloning and
characterization of the nucleotide sequence of a
well-known protein such asinsulin, and those skilled
in the art at the time of filing knew that insulin had
awell-established use, it would beimproper to reject
the claimed invention as lacking utility solely
because of the omitted statement of specific and
substantial utility.

If aperson of ordinary skill would not immediately
recognize a specific and substantial utility for the
claimed invention (i.e., why it would be useful)
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based on the characteristics of the invention or
statements made by the applicant, the examiner
should reject the application under 35 U.S.C. 101

MANUAL OF PATENT EXAMINING PROCEDURE

Court of Customs and Patent Appeals in evaluation

of rejections under 35 U.S.C. 112(a) or pre-AlA 35
U.S.C. 112, first paragraph, where the rejection is

and under 35 U.S.C. 112(&) or pre-AlA 35 U.S.C.
112, first paragraph, asfailing to identify a specific
and substantial utility for the claimed invention. The
rejection should clearly indicate that the basis of the
rejection is that the application fails to identify a
specific and substantial utility for theinvention. The
rejection should al so specify that the applicant must
reply by indicating why the invention is believed
useful and where support for any subsequently
asserted utility can be found in the specification as
filed. See MPEP § 2701.

If the applicant subsequently indicates why the
invention is useful, Office personnel should review
that assertion according to the standards articul ated
below for review of the credibility of an asserted
utility.

1. EVALUATING THE CREDIBILITY OF AN
ASSERTED UTILITY

A. An Asserted Utility Createsa Presumption of Utility

In most cases, an applicant’s assertion of utility
creates apresumption of utility that will be sufficient
to satisfy the utility requirement of 35 U.S.C. 101.
See, e.g., Inre Jolles, 628 F.2d 1322, 206 USPQ
885 (CCPA 1980); Inrelrons, 340 F.2d 974, 144
USPQ 351 (CCPA 1965); In re Langer, 503 F.2d
1380, 183 USPQ 288 (CCPA 1974); Inre Schert,
566 F.2d 1154, 1159, 196 USPQ 209, 212-13 (CCPA
1977). Asthe Court of Customs and Patent Appeals
stated in InreLanger:

As a matter of Patent Office practice, a
specification which contains a disclosure of
utility which correspondsin scopeto the subject
matter sought to be patented must be taken as
sufficient to satisfy the utility requirement of
8 101 for the entire claimed subject matter
unless there is a reason for one skilled in the
art to question the objective truth of the
statement of utility or its scope.

In re Langer, 503 F.2d at 1391, 183 USPQ at 297
(emphasisin original). The “Langer” test for utility
has been used by both the Federal Circuit and the
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based on adeficiency under 35 U.S.C. 101. In Inre
Brana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed. Cir.
1995), the Federal Circuit explicitly adopted the
Court of Customs and Patent Appeals formulation
of the “Langer” standard for 35 U.S.C. 112(a) or
pre-AlA 35 U.S.C. 112, first paragraph rejections,
asit was expressed in aglightly reworded format in
Inre Marzocchi, 439 F.2d 220, 223, 169 USPQ 367,
369 (CCPA 1971), namely:

[A] specification disclosure which contains a
teaching of the manner and process of making
and using the invention in terms which
correspond in scopeto those used in describing
and defining the subject matter sought to be
patented must be taken as in compliance with
the enabling requirement of thefirst paragraph
of 8 112 unless there is reason to doubt the
objective truth of the statements contained
therein which must be relied on for enabling
support. (emphasis added).

Thus, Langer and subsequent cases direct the Office
to presume that a statement of utility made by an
applicantistrue. See Inre Langer, 503 F.2d at 1391,
183 USPQ at 297; In re Malachowski, 530 F.2d
1402, 1404, 189 USPQ 432, 435 (CCPA 1976); In
reBrana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed. Cir.
1995). For obvious reasons of efficiency and in
deference to an applicant’s understanding of his or
her invention, when a statement of utility is
evaluated, Office personnel should not begin by
guestioning the truth of the statement of utility.
Instead, any inquiry must start by asking if thereis
any reason to question the truth of the statement of
utility. This can be done by simply evaluating the
logic of the statements made, taking into
consideration any evidence cited by the applicant.
If the asserted utility is credible (i.e., believable
based on the record or the nature of the invention),
a rejection based on “lack of utility” is not
appropriate. Clearly, Office personnel should not
begin an evaluation of utility by assuming that an
asserted utility is likely to be false, based on the
technical field of the invention or for other general
reasons.
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Compliancewith 35 U.S.C. 101 isaquestion of fact.

Raytheon v. Roper, 724 F.2d 951, 956, 220 USPQ
592, 596 (Fed. Cir. 1983) cert. denied, 469 U.S. 835
(1984). Thus, to overcome the presumption of truth
that an assertion of utility by the applicant enjoys,
Office personnel must establish that itismorelikely
than not that one of ordinary skill in the art would
doubt (i.e., “question”) the truth of the statement of
utility. The evidentiary standard to be used
throughout ex parte examination in setting forth a
rejection is a preponderance of the totality of the
evidence under consideration. In re Oetiker, 977
F.2d 1443, 1445, 24 USPQ2d 1443, 1444 (Fed. Cir.
1992) (“After evidence or argument is submitted by
the applicant in response, patentability isdetermined
on the totality of the record, by a preponderance of
evidence with due consideration to persuasiveness
of argument.”); In re Corkill, 771 F2d 1496,
1500, 226 USPQ 1005, 1008 (Fed. Cir. 1985). A
preponderance of the evidence exists when it
suggests that it is more likely than not that the
assertionin questionistrue. Herman v. Huddleston,
459 U.S. 375, 390 (1983). To do this, Office
personnel must provide evidence sufficient to show
that the statement of asserted utility would be
considered “false” by a person of ordinary skill in
the art. Of course, a person of ordinary skill must
have the benefit of both facts and reasoning in order
to assess the truth of a statement. This meansthat if
the applicant has presented facts that support the
reasoning used in asserting a utility, Office personnel
must present countervailing facts and reasoning
sufficient to establish that a person of ordinary skill
would not believe the applicant’s assertion of utility.
In re Brana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed.
Cir. 1995). The initial evidentiary standard used
during evaluation of this question isapreponderance
of the evidence (i.e, the totality of facts and
reasoning suggest that it is morelikely than not that
the statement of the applicant is false).

B. When Isan Asserted Utility Not Credible?

Where an applicant has specifically asserted that an
invention has a particular utility, that assertion
cannot simply be dismissed by Office personnel as
being “wrong,” even when there may be reason to
believe that the assertion is not entirely accurate.
Rather, Office personnel must determine if the
assertion of utility is credible (i.e., whether the
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assertion of utility is believable to a person of
ordinary skill in the art based on the totality of
evidence and reasoning provided). An assertion is
credible unless (A) thelogic underlying the assertion
is serioudly flawed, or (B) the facts upon which the
assertion is based are inconsistent with the logic
underlying the assertion. Credibility as used in this
context refersto therdiahility of the statement based
on the logic and facts that are offered by the
applicant to support the assertion of utility.

One situation where an assertion of utility would not
be considered credibleiswhere aperson of ordinary
skill would consider the assertion to be “incredible
in view of contemporary knowledge” and where
nothing offered by the applicant would counter what
contemporary knowledge might otherwise suggest.
Office personnel should be careful, however, not to
label certain types of inventions as “incredible” or
“gpeculative” as such labels do not provide the
correct focus for the evaluation of an assertion of
utility. “Incredible utility” is a conclusion, not a
starting point for analysis under 35 U.S.C. 101. A
conclusion that an asserted utility is incredible can
be reached only after the Office has evaluated both
the assertion of the applicant regarding utility and
any evidentiary basis of that assertion. The Office
should be particularly careful not to start with a
presumption that an asserted utility is, per se
“incredible” and then proceed to base a rejection
under 35 U.S.C. 101 on that presumption.

Rejections under 35 U.S.C. 101 based on alack of
credible utility have been sustained by federal courts
when, for example, the applicant failed to disclose
any utility for the invention or asserted a utility that
could only betrueif it violated ascientific principle,
such asthe second law of thermodynamics, or alaw
of nature, or was wholly inconsistent with
contemporary knowledge in the art. In re Gazave,
379 F.2d 973, 978, 154 USPQ 92, 96 (CCPA 1967).
Specia care should be taken when assessing the
credibility of an asserted therapeutic utility for a
claimed invention. In such cases, a previous lack of
success in treating a disease or condition, or the
absence of a proven animal model for testing the
effectiveness of drugs for treating a disorder in
humans, should not, standing alone, serve asabasis
for challenging the asserted utility under 35 U.S.C.
101. See MPEP § 2107.03 for additional guidance
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with regard to therapeutic or pharmacological
utilities.

IV. INITIAL BURDEN ISONTHE OFFICETO
ESTABLISH A PRIMA FACIE CASE AND
PROVIDE EVIDENTIARY SUPPORT THEREOF

To properly reject a claimed invention under
35 U.S.C. 101, the Office must (A) make a prima
facie showing that the claimed invention lacks utility,
and (B) provide a sufficient evidentiary basis for
factual assumptions relied upon in establishing the
primafacie showing. InreGaubert, 524 F.2d 1222,
1224, 187 USPQ 664, 666 (CCPA 1975)
"Accordingly, the PTO must do more than merely
guestion operability - it must set forth factual reasons
which would lead one skilled in the art to question
the objective truth of the statement of operability.”
If the Office cannot develop a proper prima facie
case and provide evidentiary support for arejection
under 35 U.S.C. 101, a rejection on this ground
should not be imposed. See, e.g., Inre Oetiker, 977
F.2d 1443, 1445, 24 USPQ2d 1443, 1444 (Fed. Cir.
1992) (“[T]he examiner bearstheinitial burden, on
review of the prior art or on any other ground, of
presenting a prima facie case of unpatentability. If
that burden is met, the burden of coming forward
with evidence or argument shifts to the applicant....
If examination at the initial stage does not produce
a prima facie case of unpatentability, then without
morethe applicant isentitled to grant of the patent.”).
See also Fregeau v. Mossinghoff, 776 F.2d 1034,
227 USPQ 848 (Fed. Cir. 1985) (applying prima
facie case law to 35 U.S.C. 101); In re Piasecki,
745 F.2d 1468, 223 USPQ 785 (Fed. Cir. 1984).

The prima facie showing must be set forth in a
well-reasoned statement. Any rejection based on
lack of utility should include a detailed explanation
why the claimed invention has no specific and
substantial credible utility. Whenever possible, the
examiner should provide documentary evidence
regardless of publication date (e.g., scientific or
technical journals, excerpts from treatises or books,
or U.S. or foreign patents) to support the factual
basisfor the prima facie showing of no specific and
substantial credible utility. If documentary evidence
is not available, the examiner should specifically
explain the scientific basis for his or her factual
conclusions.
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Where the asserted utility is not specific or
substantial, a prima facie showing must establish
that it is more likely than not that a person of
ordinary skill in the art would not consider that any
utility asserted by the applicant would be specific
and substantial. The prima facie showing must
contain the following elements:

(A) Anexplanation that clearly setsforth the
reasoning used in concluding that the asserted utility
for the claimed invention is neither both specific and
substantial nor well-established;

(B) Support for factual findingsrelied uponin
reaching this conclusion; and

(C) Anevauation of al relevant evidence of
record, including utilities taught in the closest prior
art.

Where the asserted specific and substantial utility is
not credible, a prima facie showing of no specific
and substantial credible utility must establish that it
is more likely than not that a person skilled in the
art would not consider credible any specific and
substantial utility asserted by the applicant for the
claimed invention. The prima facie showing must
contain the following elements:

(A) An explanation that clearly setsforth the
reasoning used in concluding that the asserted
specific and substantial utility is not credible;

(B) Support for factual findings relied uponin
reaching this conclusion; and

(C) Anevauation of al relevant evidence of
record, including utilities taught in the closest prior
art.

Where no specific and substantial utility isdisclosed
or iswell-established, a prima facie showing of no
specific and substantial utility need only establish
that applicant has not asserted a utility and that, on
the record before the examiner, there is no known
well-established utility.

It isimperative that Office personnel use specificity
in setting forth and initial rejection under 35 U.S.C.

101 and support any factual conclusionsmadeinthe
prima facie showing.

By using specificity, the applicant will be able to
identify the assumptions made by the Office in
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setting forth the rejection and will be able to address
those assumptions properly.

V. EVIDENTIARY REQUESTSBY AN EXAMINER
TO SUPPORT AN ASSERTED UTILITY

In appropriate situations the Office may require an
applicant to substantiate an asserted utility for a
claimed invention. See In re Pottier, 376 F.2d 328,
330, 153 USPQ 407, 408 (CCPA 1967) (“When the
operativeness of any process would be deemed
unlikely by one of ordinary skill in the art, it is not
improper for the examiner to call for evidence of
operativeness.”). See aso In re Jolles, 628 F.2d
1322, 1327, 206 USPQ 885, 890 (CCPA 1980); In
re Citron, 325 F.2d 248, 139 USPQ 516 (CCPA
1963); InreNovak, 306 F.2d 924, 928, 134 USPQ
335, 337 (CCPA1962). In In re Citron, the court
held that when an “aleged utility appears to be
incredible in the light of the knowledge of the art,
or factually misleading, applicant must establish the
asserted utility by acceptable proof.” 325 F.2d at
253, 139 USPQ at 520. The court approved of the
board’s decision which affirmed the rejection under
35 U.S.C. 101 “in view of the art knowledge of the
lack of a cure for cancer and the absence of any
clinical datato substantiate the allegation.” 325 F.2d
at 252,139 USPQ at 519 (emphasisinorigina). The
court thus established a higher burden on the
applicant where the statement of useisincredible or
misleading. In such a case, the examiner should
challenge the use and require sufficient evidence of
operativeness. The purpose of this authority is to
enable an applicant to cure an otherwise defective
factual basis for the operability of an invention.
Because this is a curative authority (e.g., evidence
is requested to enable an applicant to support an
assertion that isinconsistent with the facts of record
in the application), Office personnel should indicate
not only why the factual record is defective in
relation to the assertions of the applicant, but also,
where appropriate, what type of evidentiary showing
can be provided by the applicant to remedy the
problem.

Reguestsfor additional evidence should beimposed
rarely, and only if necessary to support the scientific
credibility of the asserted utility (e.g., if the asserted
utility is not consistent with the evidence of record
and current scientific knowledge). As the Federal
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Circuit recently noted, “[o]nly after the PTO
provides evidence showing that one of ordinary skill
inthe art would reasonably doubt the asserted utility
does the burden shift to the applicant to provide
rebuttal evidence sufficient to convince such aperson
of the invention’s asserted utility.” Inre Brana, 51
F.3d 1560, 34 USPQ2d 1436 (Fed. Cir. 1995) (citing
In re Bundy, 642 F.2d 430, 433, 209 USPQ 48, 51
(CCPA 1981)). In Brana, the court pointed out that
the purpose of treating cancer with chemical
compounds does not suggest, per se, anincredible
utility. Where the prior art disclosed “structurally
similar compounds to those claimed by applicants
which have been proven in vivo to be effective as
chemotherapeutic agents against various tumor
models . . ., one skilled in the art would be without
basisto reasonably doubt applicants' asserted utility
on its face” 51 F.3d at 1566, 34 USPQ2d at 1441.
As courts have stated, “it is clearly improper for the
examiner to make a demand for further test data,
which as evidence would be essentially redundant
and would seem to serve for nothing except perhaps
to unduly burden the applicant.” In re Isaacs, 347
F.2d 887, 890, 146 USPQ 193, 196 (CCPA 1965).

VI. CONSIDERATION OF A REPLY TOA PRIMA
FACIE REJECTION FOR LACK OF UTILITY

If argjection under 35 U.S.C. 101 hasbeen properly
imposed, along with a corresponding rejection under
35 U.S.C. 112(a) or pre-AlA 35 U.S.C. 112, first
paragraph, the burden shiftsto the applicant to rebut
the prima facie showing. In re Oetiker, 977 F.2d
1443, 1445, 24 USPQ2d 1443, 1444 (Fed. Cir. 1992)
(“The examiner bears the initial burden, on review
of the prior art or on any other ground, of presenting
aprimafacie case of unpatentability. If that burden
is met, the burden of coming forward with evidence
or argument shiftsto the applicant. . . After evidence
or argument is submitted by the applicant in
response, patentability is determined on the totality
of the record, by a preponderance of evidence with
due consideration to persuasiveness of argument.”).
An applicant can do this using any combination of
thefollowing: anendmentsto the claims, arguments
or reasoning, or new evidence submitted in an
affidavit or declaration under 37 CFR 1.132, orin a
printed publication. New evidence provided by an
applicant must be relevant to theissuesraised in the
rejection. For example, declarations in which
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conclusionsare set forth without establishing anexus
between those conclusions and the supporting
evidence, or which merely express opinions, may
be of limited probative value with regard to rebutting
a prima facie case. Inre Grunwell, 609 F.2d 486,
203 USPQ 1055 (CCPA 1979); Inre Buchner, 929
F.2d 660, 18 USPQ2d 1331 (Fed. Cir. 1991). See
MPEP § 716.01(a) through MPEP § 716.01(c).

If the applicant respondsto the primafacieregection,
Office personnel should review the original
disclosure, any evidence relied upon in establishing
the prima facie showing, any claim amendments,
and any new reasoning or evidence provided by the
applicant in support of an asserted specific and
substantial credible utility. It is essential for Office
personnel to recognize, fully consider and respond
to each substantive element of any response to a
rejection based on lack of utility. Only where the
totality of the record continues to show that the
asserted utility is not specific, substantial, and
credible should a rejection based on lack of utility
be maintained. If the record as awhole would make
it more likely than not that the asserted utility for
the claimed invention would be considered credible
by a person of ordinary skill in the art, the Office
cannot maintain the rejection. In re Rinehart, 531
F.2d 1048, 1052, 189 USPQ 143, 147 (CCPA 1976).

VII. EVALUATION OF EVIDENCE RELATED TO
UTILITY

There is no predetermined amount or character of
evidence that must be provided by an applicant to
support an asserted utility, therapeutic or otherwise.
Rather, the character and amount of evidence needed
to support an asserted utility will vary depending on
whatisclaimed (Exparte Ferguson, 117 USPQ 229
(Bd. App. 1957)), and whether the asserted utility
appears to contravene established scientific
principles and beliefs. Inre Gazave, 379 F.2d 973,
978, 154 USPQ 92, 96 (CCPA 1967); In re
Chilowsky, 229 F.2d 457, 462, 108 USPQ 321, 325
(CCPA 1956). Furthermore, the applicant does not
have to provide evidence sufficient to establish that
an asserted utility is true “beyond a reasonable
doubt.” Inrelrons, 340 F.2d 974, 978, 144 USPQ
351, 354 (CCPA 1965). Nor must an applicant
provide evidence such that it establishes an asserted
utility as a matter of dStatistical certainty.
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Nelson v. Bowler, 626 F.2d 853, 856-57, 206 USPQ

881, 883-84 (CCPA 1980) (reversing the Board and
rejecting Bowler’s arguments that the evidence of
utility was statistically insignificant. The court
pointed out that a rigorous correlation is not
necessary when the test is reasonably predictive of
the response). See also Rey-Bellet v. Englehardt,
493 F.2d 1380, 181 USPQ 453 (CCPA 1974) (data
from animal testing is relevant to asserted human
therapeutic utility if there is a “satisfactory
correlation between the effect on the animal and that
ultimately observed in human beings’). Instead,
evidencewill besufficient if, considered asawhole,
it leads a person of ordinary skill in the art to
conclude that the asserted utility ismore likely than
not true.

2107.03 Special Considerationsfor Asserted
Therapeutic or Pharmacological Utilities
[R-08.2012]

The federal courts have consistently reversed
rejections by the Office asserting alack of utility for
inventions claiming apharmacol ogical or therapeutic
utility where an applicant has provided evidence that
reasonably supports such a utility. In view of this,
Office personnel should be particularly careful in
their review of evidence provided in support of an
asserted therapeutic or pharmacological utility.

I. A REASONABLE CORRELATION BETWEEN
THE EVIDENCE AND THE ASSERTED UTILITY
ISSUFFICIENT

As a general matter, evidence of pharmacological
or other biologica activity of a compound will be
relevant to an asserted therapeutic use if thereis a
reasonable correlation between the activity in
question and the asserted utility. Cross v. lizuka,
753 F.2d 1040, 224 USPQ 739 (Fed. Cir. 1985); In
re Jolles, 628 F.2d 1322, 206 USPQ 885 (CCPA
1980); Nelson v. Bowler, 626 F.2d 853, 206 USPQ
881 (CCPA 1980). An applicant can establish this
reasonable correlation by relying on statistically
relevant data documenting the activity of a
compound or composition, arguments or reasoning,
documentary evidence (e.g., articles in scientific
journals), or any combination thereof. The applicant
does not have to prove that a correlation exists
between a particular activity and an asserted
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therapeutic use of a compound as a matter of
statistical certainty, nor does he or she have to
provide actual evidence of success in treating
humans where such a utility is asserted. Instead, as
the courts have repeatedly held, all that is required
is areasonable correlation between the activity and
the asserted use. Nelson v. Bowler, 626 F.2d 853,
857, 206 USPQ 881, 884 (CCPA 1980).

1. STRUCTURAL SIMILARITY TO COMPOUNDS
WITH ESTABLISHED UTILITY

Courts have routinely found evidence of structural
similarity to acompound known to have aparticul ar
therapeutic or pharmacological utility as being
supportive of an assertion of therapeutic utility for
a new compound. In In re Jolles, 628 F.2d 1322,
206 USPQ 885 (CCPA 1980), the claimed
compounds were found to have utility based on a
finding of a close structura relationship to
daunorubicin  and doxorubicin and shared
pharmacological activity with those compounds,
both of which were known to be useful in cancer
chemotherapy. The evidence of close structural
similarity with the known compounds was presented
in conjunction with evidence demonstrating
substantial activity of the claimed compounds in
animals customarily employed for screening
anticancer agents. Such evidence should be given
appropriate weight in determining whether one
skilled in the art would find the asserted utility
credible. Office personnel should evaluate not only
the existence of the structural relationship, but also
the reasoning used by the applicant or adeclarant to
explain why that structural similarity is believed to
be relevant to the applicant's assertion of utility.

1. DATA FROM INVITRO OR ANIMAL
TESTING ISGENERALLY SUFFICIENT TO
SUPPORT THERAPEUTIC UTILITY

If reasonably correlated to the particular therapeutic
or pharmacological utility, data generated using in
vitro assays, or from testing in an anima model or
a combination thereof almost invariably will be
sufficient to establish therapeutic or pharmacol ogical
utility for a compound, composition or process. A
cursory review of cases involving therapeutic
inventions where 35 U.S.C. 101 was the dispositive
issue illustrates the fact that the federal courts are
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not particularly receptive to rejections under 35
U.S.C. 101 based on inoperability. Most striking is
the fact that in those cases where an applicant
supplied a reasonable evidentiary showing
supporting an asserted therapeutic utility, almost
uniformly the 35 U.S.C. 101-based rejection was
reversed. See, e.g., Inre Brana, 51 F.3d 1560, 34
USPQ 1436 (Fed. Cir. 1995); CrossV. lizuka, 753
F.2d 1040, 224 USPQ 739 (Fed. Cir. 1985); Inre
Jolles, 628 F.2d 1322, 206 USPQ 885 (CCPA 1980);
Nelson v. Bowler, 626 F.2d 853, 856, 206 USPQ
881, 883 (CCPA 1980); In re Malachowski, 530
F.2d 1402, 189 USPQ 432 (CCPA 1976); Inre
Gaubert, 530 F.2d 1402, 189 USPQ 432 (CCPA
1975); Inre Gazave, 379 F.2d 973, 154 USPQ 92
(CCPA 1967); In re Hartop, 311 F.2d 249, 135
USPQ 419 (CCPA 1962); Inre Krimmel, 292 F.2d
948, 130 USPQ 215 (CCPA 1961). Only in those
cases where the applicant was unable to come
forward with any relevant evidenceto rebut afinding
by the Office that the claimed invention was
inoperative was a 35 U.S.C. 101 rejection affirmed
by the court. In re Citron, 325 F.2d 248, 253, 139
USPQ 516, 520 (CCPA 1963) (therapeutic utility
for an uncharacterized biological extract not
supported or scientifically credible); In re Buting,
418 F.2d 540, 543, 163 USPQ 689, 690 (CCPA
1969) (record did not establish a credible basis for
the assertion that the single class of compounds in
question would be useful in treating disparate types
of cancers); Inre Novak, 306 F.2d 924, 134 USPQ
335 (CCPA 1962) (claimed compoundsdid not have
capacity to effect physiological activity upon which
utility claim based). Contrast, however, InreButing
to Inre Gardner, 475 F.2d 1389, 177 USPQ 396
(CCPA 1973), reh'g denied, 480 F.2d 879 (CCPA
1973), inwhich the court held that utility for agenus
was found to be supported through a showing of
utility for one species. In no case has afederal court
required an applicant to support an asserted utility
with data from human clinical trials.

If an applicant provides data, whether from invitro
assaysor animal testsor both, to support an asserted
utility, and an explanation of why that data supports
the asserted utility, the Office will determine if the
data and the explanation would be viewed by one
skilled in the art as being reasonably predictive of
the asserted utility. See, e.g., Ex parte Maas, 9
USPQ2d 1746 (Bd. Pat. App. & Inter. 1987); Ex
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parte Balzarini, 21 USPQ2d 1892 (Bd. Pat. App. &
Inter. 1991). Office personnel must be careful to
evaluate all factors that might influence the
conclusions of a person of ordinary skill in the art
as to this question, including the test parameters,
choice of animal, relationship of the activity to the
particular disorder to be treated, characteristics of
the compound or composition, relative significance
of the data provided and, most importantly, the
explanation offered by the applicant as to why the
information provided is believed to support the
asserted utility. If the data supplied is consistent with
the asserted utility, the Office cannot maintain a
rejection under 35 U.S.C. 101.

Evidence does not have to be in the form of data
from an art-recognized animal model for the
particular disease or disease condition to which the
asserted utility relates. Data from any test that the
applicant reasonably correlatesto the asserted utility
should be evaluated substantively. Thus, an applicant
may provide datagenerated using aparticular animal
model with an appropriate explanation as to why
that data supports the asserted utility. The absence
of a certification that the test in question is an
industry-accepted model is not dispositive of whether
data from an animal model isin fact relevant to the
asserted utility. Thus, if one skilled in the art would
accept the animal tests asbeing reasonably predictive
of utility in humans, evidence from those tests should
be considered sufficient to support the credibility of
the asserted utility. InreHartop, 311 F.2d 249, 135
USPQ 419 (CCPA 1962); InreKrimmel, 292 F.2d
948, 953, 130 USPQ 215, 219 (CCPA 1961); Ex
parte Krepelka, 231 USPQ 746 (Bd. Pat. App. &
Inter. 1986). Office personnel should be careful not
to find evidence unpersuasive simply because no
anima model for the human disease condition had
been established prior to thefiling of the application.
See Inre Chilowsky, 229 F.2d 457, 461, 108 USPQ
321, 325 (CCPA 1956) (“The mere fact that
something has not previously been done clearly is
not, in itself, a sufficient basis for reecting all
applications purporting to disclose how to do it.”);
In re Wooddy, 331 F.2d 636, 639, 141 USPQ 518,
520 (CCPA 1964) (“It appears that no one on earth
is certain as of the present whether the process
claimed will operate in the manner claimed. Yet
absolute certainty is not required by the law. The
mere fact that something has not previously been
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done clearly is not, in itself, a sufficient basis for
rejecting al applications purporting to disclose how
todoit.”).

IV. HUMAN CLINICAL DATA

Office personnel should not impose on applicants
the unnecessary burden of providing evidence from
human clinical trials. Thereisno decisional law that
requires an applicant to provide data from human
clinical trials to establish utility for an invention
related to treatment of human disorders (see Inre
Isaacs, 347 F.2d 889, 146 USPQ 193 (CCPA 1963);
InreLanger, 503 F.2d 1380, 183 USPQ 288 (CCPA
1974)), even with respect to situations where no
art-recognized animal models existed for the human
disease encompassed by the claims. Ex parte
Balzarini, 21 USPQ2d 1892 (Bd. Pat. App. & Inter.
1991) (human clinical data is not required to
demonstratethe utility of the claimed invention, even
though those skilled in the art might not accept other
evidence to establish the efficacy of the claimed
therapeutic compositions and the operativeness of
the claimed methods of treating humans). Before a
drug can enter human clinical trials, the sponsor,
often the applicant, must provide a convincing
rationale to those especially skilled in the art (e.g.,
the Food and Drug Administration (FDA)) that the
investigation may be successful. Such a rationale
would provide a basis for the sponsor’s expectation
that the investigation may be successful. In order to
determine a protocol for phase | testing, the first
phase of clinical investigation, some credible
rational e of how the drug might be effective or could
be effective would be necessary. Thus, as a genera
rule, if an applicant hasinitiated human clinical trials
for atherapeutic product or process, Office personnel
should presume that the applicant has established
that the subject matter of that trial is reasonably
predictive of having the asserted therapeutic utility.

V. SAFETY AND EFFICACY CONSIDERATIONS

The Office must confine its review of patent
applications to the statutory requirements of the
patent law. Other agencies of the government have
been assigned the responsibility of ensuring
conformance to standards established by statute for
the advertisement, use, sale or distribution of drugs.
The FDA pursues a two-prong test to provide
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approval for testing. Under that test, a sponsor must
show that the investigation does not pose an
unreasonable and significant risk of illnessor injury
and that thereis an acceptablerationale for the study.
As a review matter, there must be a rationale for
believing that the compound could be effective. If
the use reviewed by the FDA is not set forth in the
specification, FDA review may not satisfy 35 U.S.C.
101. However, if the reviewed use is one set forth
in the gspecification, Office personnel must
be extremely hesitant to challenge utility. In such a
situation, experts at the FDA have assessed the
rationale for the drug or research study upon which
an asserted utility is based and found it satisfactory.
Thus, in challenging utility, Office personnel must
be able to carry their burden that there is no sound
rationale for the asserted utility even though experts
designated by Congress to decide the issue have
come to an opposite conclusion. “FDA approval,
however, is not a prerequisite for finding a
compound useful within the meaning of the patent
laws.” InreBrana, 51 F.3d 1560, 34 USPQ2d 1436
(Fed. Cir. 1995) (citing Scott v. Finney, 34 F.3d
1058, 1063, 32 USPQ2d 1115, 1120 (Fed. Cir.
1994)).

Thus, while an applicant may on occasion need to
provide evidenceto show that an invention will work
as claimed, it is improper for Office personnel to
request evidence of safety in the treatment of
humans, or regarding the degree of effectiveness.
See Inre Schert, 566 F.2d 1154, 196 USPQ 209
(CCPA 1977); In re Hartop, 311 F.2d 249, 135
USPQ 419 (CCPA 1962); In re Anthony, 414 F.2d
1383, 162 USPQ 594 (CCPA 1969); In re Watson,
517 F.2d 465, 186 USPQ 11 (CCPA 1975); Inre
Krimmel, 292 F.2d 948, 130 USPQ 215 (CCPA
1961); Ex parte Jovanovics, 211 USPQ 907 (Bd.
Pat. App. & Inter. 1981).

VI. TREATMENT OF SPECIFIC DISEASE
CONDITIONS

Claims directed to a method of treating or curing a
disease for which there have been no previously
successful trestments or cureswarrant careful review
for compliance with 35 U.S.C. 101. The credibility
of an asserted utility for treating a human disorder
may be more difficult to establish where current
scientific understanding suggests that such a task
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would be impossible. Such a determination has
always required a good understanding of the state
of the art as of the time that the invention was made.
For example, prior to the 1980's, there were a
number of cases where an asserted use in treating
cancer in humanswas viewed as“incredible” Inre
Jolles, 628 F.2d 1322, 206 USPQ 885 (CCPA 1980);
In re Buting, 418 F.2d 540, 163 USPQ 689 (CCPA
1969); Ex parte Stevens, 16 USPQ2d 1379 (Bd. Pat.
App. & Inter. 1990); Ex parte Busse, 1 USPQ2d
1908 (Bd. Pat. App. & Inter. 1986); Ex parte
Krepelka, 231 USPQ 746 (Bd. Pat. App. & Inter.
1986); Ex parte Jovanovics, 211 USPQ 907 (Bd.
Pat. App. & Inter. 1981). The fact that there is no
known cure for a disease, however, cannot serve as
the basis for a conclusion that such an invention
lacks utility. Rather, Office personnel must
determine if the asserted utility for the invention is
credible based on the information disclosed in the
application. Only those claimsfor which an asserted
utility is not credible should be rejected. In such
cases, the Office should carefully review what is
being claimed by the applicant. An assertion that the
claimed invention is useful in treating a symptom
of an incurable disease may be considered credible
by a person of ordinary skill in the art on the basis
of afairly modest amount of evidence or support.
In contrast, an assertion that the claimed invention
will be useful in*curing” the disease may require a
significantly greater amount of evidentiary support
to be considered credible by a person of ordinary
skill in the art. In re Schert, 566 F.2d 1154, 196
USPQ 209 (CCPA 1977); In re Jolles, 628 F.2d
1322, 206 USPQ 885 (CCPA 1980). See also Ex
parte Ferguson, 117 USPQ 229 (Bd. Pat. App. &
Inter. 1957).

In these cases, it is important to note that the Food
and Drug Administration has promulgated
regulations that enable a party to conduct clinical
trials for drugs used to treat life threatening and
severely-dehilitating illnesses, even where no
alternative therapy exists. See 21 CFR 312.80-88
(1994). Implicit in these regulations is the
recognition that experts qualified to evaluate the
effectiveness of therapeutics can and often do find
a sufficient basis to conduct clinical trials of drugs
for incurable or previously untreatable illnesses.
Thus, affidavit evidence from experts in the art
indicating that there is a reasonable expectation of
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success, supported by sound reasoning, usualy
should be sufficient to establish that such a utility is
credible.

2108
-2110 [Reserved]

2111 Claim Interpretation; Broadest
Reasonable I nterpretation [R-07.2015]

CLAIMSMUST BE GIVEN THEIR BROADEST
REASONABLE INTERPRETATION IN LIGHT OF
THE SPECIFICATION

During patent examination, the pending claims must
be “given their broadest reasonable interpretation
consistent with the specification.” The Federal
Circuit's en banc decision in Phillips v. AWH
Corp., 415 F.3d 1303, 1316, 75 USPQ2d 1321, 1329
(Fed. Cir. 2005) expressly recognized that the
USPTO employs the “broadest reasonable
interpretation” standard:

The Patent and Trademark Office (“PTQO")
determines the scope of claimsin patent
applicationsnot solely onthebasisof theclaim
language, but upon giving claimstheir broadest
reasonable construction “in light of the
specification as it would be interpreted by one
of ordinary skill inthe art.” In re Am. Acad. of
ci. Tech. Ctr., 367 F.3d 1359, 1364[, 70
USPQ2d 1827, 1830] (Fed. Cir. 2004). Indeed,
the rules of the PTO require that application
claims must “ conform to the invention as set
forth in the remainder of the specification and
the terms and phrases used in the claims must
find clear support or antecedent basisin the
description so that the meaning of thetermsin
the claims may be ascertainable by reference
to the description.” 37 CFR 1.75(d)(1).

See dso Inre Suitco Surface, Inc., 603 F.3d 1255,
1259, 94 USPQ2d 1640, 1643 (Fed. Cir. 2010); In
re Hyatt, 211 F.3d 1367, 1372, 54 USPQ2d 1664,
1667 (Fed. Cir. 2000).

Patented claims are not given the broadest reasonable
interpretation during court proceedings involving
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infringement and validity, and can be interpreted
based on a fully developed prosecution record. In
contrast, an examiner must construe claim termsin
the broadest reasonable manner during prosecution
as is reasonably alowed in an effort to establish a
clear record of what applicant intendsto claim. Thus,
the Office does not interpret claims in the same
manner as the courts. Inre Morris, 127 F.3d 1048,
1054, 44 USPQ2d 1023, 1028 (Fed. Cir. 1997); In
re Zletz, 893 F.2d 319, 321-22, 13 USPQ2d 1320,
1321-22 (Fed. Cir. 1989).

Because applicant has the opportunity to amend the
claimsduring prosecution, giving aclaimits broadest
reasonabl e interpretation will reduce the possibility
that the claim, onceissued, will be interpreted more
broadly than isjustified. InreYamamoto, 740 F.2d
1569, 1571 (Fed. Cir. 1984); In re Zletz, 893 F.2d
319, 321, 13 USPQ2d 1320, 1322 (Fed. Cir. 1989)
(“During patent examination the pending claims
must be interpreted as broadly as their terms
reasonably alow.”); In re Prater, 415 F.2d 1393,
1404-05, 162 USPQ 541, 550-51 (CCPA 1969)
(Claim 9 was directed to aprocess of anayzing data
generated by mass spectrographic analysis of agas.
The process comprised selecting the data to be
analyzed by subjecting the data to a mathematical
manipulation. The examiner made rejections under
35U.S.C. 101 and 35 U.S.C. 102. Inthe 35 U.S.C.
102 rejection, the examiner explained that the claim
was anticipated by a mental process augmented by
pencil and paper markings. The court agreed that
the claim was not limited to using amachineto carry
out the process since the claim did not explicitly set
forth the machine. The court explained that “ reading
a claim in light of the specification, to thereby
interpret limitations explicitly recited in the claim,
is a quite different thing from ‘reading limitations
of the specification into aclaim,” to thereby narrow
the scope of the claim by implicitly adding disclosed
limitations which have no express basis in the
clam.” The court found that applicant was
advocating the latter, i.e, the impermissible
importation of subject matter from the specification
into the claim.). See also In re Morris, 127 F.3d
1048, 1054-55, 44 USPQ2d 1023, 1027-28 (Fed.
Cir. 1997) (The court held that the PTO is not
required, in the course of prosecution, to interpret
claimsin applicationsin the same manner as a court
would interpret claims in an infringement suit.
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Rather, the*PTO appliesto verbiage of the proposed
claimsthe broadest reasonable meaning of thewords
in their ordinary usage as they would be understood
by one of ordinary skill in the art, taking into account
whatever enlightenment by way of definitions or
otherwise that may be afforded by the written
description contained in applicant’s specification.”).

The broadest reasonabl einterpretation does not mean
the broadest possible interpretation. Rather, the
meaning given to a claim term must be consistent
with the ordinary and customary meaning of theterm
(unless the term has been given a special definition
in the specification), and must be consistent with the
use of the claim term in the specification and
drawings. Further, the broadest reasonable
interpretation of the claims must be consistent with
the interpretation that those skilled in the art would
reach. In re Cortright, 165 F.3d 1353, 1359, 49
USPQ2d 1464, 1468 (Fed. Cir. 1999) (The Board's
construction of the claim limitation “restore hair
growth” as requiring the hair to be returned to its
original state was held to be an incorrect
interpretation of the limitation. The court held that,
consistent with applicant’s disclosure and the
disclosure of three patents from analogous arts using
the same phrase to require only some increase in
hair growth, one of ordinary skill would construe
“restore hair growth” to mean that the claimed
method increases the amount of hair grown on the
scalp, but does not necessarily produce a full head
of hair.). Thusthe focus of theinquiry regarding the
meaning of a clam should be what would be
reasonable from the perspective of one of ordinary
skill in the art. In re Suitco Surface, Inc., 603 F.3d
1255, 1260, 94 USPQ2d 1640, 1644 (Fed. Cir.
2010); In re Buszard, 504 F.3d 1364, 84 USPQ2d
1749 (Fed. Cir. 2007). In Buszard, the claim was
directed to aflameretardant composition comprising
aflexible polyurethane foam reaction mixture. 504
F.3d at 1365, 84 USPQ2d at 1750. The Federal
Circuit found that the Board's interpretation that
equated a “flexible” foam with a crushed “rigid”
foam was not reasonable. Id. at 1367, 84 USPQ2d
at 1751. Persuasive argument was presented that
persons experienced in the field of polyurethane
foams know that a flexible mixtureis different than
arigid foam mixture. 1d. at 1366, 84 USPQ2d at
1751.
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See MPEP § 2173.02 for further discussion of claim
interpretation in the context of analyzing claimsfor

compliance with 35 U.S.C. 112(b) or pre-AlA 35
U.S.C. 112, second paragraph.

2111.01 Plain Meaning [R-07.2015]

[Editor Note: This MPEP section is applicable to

applications subject to the first inventor to file
(FITF) provisions of the Al A except that the rel evant
date is the "effective filing date" of the claimed
invention instead of the "time of the invention,”
which is only applicable to applications subject to
pre-AlA 35 U.SC. 102. See 35 U.SC. 100 (note)
and MPEP § 2150 et seq ]

I. THEWORDSOFA CLAIM MUST BE GIVEN
THEIR “PLAIN MEANING” UNLESS SUCH
MEANING ISINCONSISTENT WITH THE
SPECIFICATION

Under a broadest reasonable interpretation, words
of the claim must be given their plain meaning,
unless such meaning is inconsistent with the
specification. The plain meaning of a term means
the ordinary and customary meaning given to the
term by those of ordinary skill in the art at the time
of the invention. The ordinary and customary
meaning of aterm may be evidenced by avariety of
sources, including the words of the claims
themselves, the specification, drawings, and prior
art. However, the best source for determining the
meaning of a claim term is the specification - the
greatest clarity is obtained when the specification
serves as aglossary for the claim terms. The words
of the claim must be given their plain meaning unless
the plain meaning is inconsistent with the
specification. In re Zletz, 893 F.2d 319, 321, 13
USPQ2d 1320, 1322 (Fed. Cir. 1989) (discussed
below); Chef America, Inc. v. Lamb-Weston, Inc.,
358 F.3d 1371, 1372, 69 USPQ2d 1857 (Fed. Cir.
2004) (Ordinary, simple English words whose
meaning is clear and unquestionable, absent any
indication that their use in a particular context
changestheir meaning, are construed to mean exactly
what they say. Thus, “heating the resulting
batter-coated dough to atemperature in the range of

about 400°F to 850°F” required heating the dough,
rather than the air inside an oven, to the specified
temperature.).
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The presumption that a term is given its ordinary
and customary meaning may be rebutted by the
applicant by clearly setting forth a different
definition of the term in the specification. In re
Morris, 127 F.3d 1048, 1054, 44 USPQ2d 1023,
1028 (Fed. Cir. 1997) (the USPTO looks to the
ordinary use of the claim terms taking into account
definitions or other “enlightenment” contained in
the written description); But c.f. Inre Am. Acad. of
Sci. Tech. Ctr., 367 F.3d 1359, 1369, 70 USPQ2d
1827, 1834 (Fed. Cir. 2004) (“We have cautioned
against reading limitations into a claim from the
preferred embodiment described in the specification,
even if it is the only embodiment described, absent
clear disclaimer in the specification.”). When the
specification setsaclear path to the claim language,
the scope of the claims is more easily determined
and the public notice function of the claims is best
served.

1. ITISIMPROPER TO IMPORT CLAIM
LIMITATIONS FROM THE SPECIFICATION

“Though understanding the claim language may be
aided by explanations contained in the written
description, it isimportant not to import into aclaim
limitations that are not part of the claim. For
example, a particular embodiment appearing in the
written description may not be read into a claim
when the claim language is broader than the
embodiment”  Superguide Corp. v. DirecTV
Enterprises, Inc., 358 F.3d 870, 875, 69 USPQ2d
1865, 1868 (Fed. Cir. 2004). See dso
Liebel-Flarsheim Co. v. Medrad Inc., 358 F.3d 898,
906, 69 USPQ2d 1801, 1807 (Fed. Cir. 2004)
(discussing recent caseswherein the court expressly
rejected the contention that if apatent describes only
a single embodiment, the claims of the patent must
be construed as being limited to that embodiment);
E-Pass Techs,, Inc. v. 3Com Corp., 343 F.3d 1364,
1369, 67 USPQ2d 1947, 1950 (Fed. Cir. 2003)
(“Interpretation of descriptive statements in a
patent’s written description is a difficult task, as an
inherent tension exists as to whether a statement is
a clear lexicographic definition or a description of
apreferred embodiment. The problemisto interpret
clams ‘in view of the specification’ without
unnecessarily importing limitations from the
specification into the clams”); Altiris Inc. v.
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Symantec Corp., 318 F.3d 1363, 1371, 65 USPQ2d
1865, 1869-70 (Fed. Cir. 2003) (Although the
specification discussed only a single embodiment,
the court held that it was improper to read a specific
order of stepsinto method claimswhere, asamatter
of logic or grammar, the language of the method
claims did not impose a specific order on the
performance of the method steps, and the
specification did not directly or implicitly require a
particular order). See also subsection IV., below.
When an element is claimed using language falling
under the scope of 35 U.S.C. 112(f) or pre-AlA
35U.S.C. 112, 6th paragraph (often broadly referred
to asmeans- (or step-) plus- function language), the
specification must be consulted to determine the
structure, material, or acts corresponding to the
function recited in the claim, and the claimed
element isconstrued 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).

In Zletz, supra, the examiner and the Board had
interpreted claims reading “normally solid
polypropylene” and “normally solid polypropylene
having acrystalline polypropylene content” asbeing
limited to “normally solid linear high homopolymers
of propylenewhich have acrystalline polypropylene
content.” The court ruled that limitations, not present
in the claims, were improperly imported from the
specification. See also In re Marosi, 710 F.2d 799,
802, 218 USPQ 289, 292 (Fed. Cir. 1983) (“'[C]laims
are not to be read in a vacuum, and limitations
therein are to be interpreted in light of the
specification in giving them their ‘broadest
reasonableinterpretation.” (quoting Inre Okuzawa,
537 F.2d 545, 548, 190 USPQ 464, 466 (CCPA
1976)). The court looked to the specification to
construe “essentially free of akai meta” as
including unavoidable levels of impurities but no
more.).

1. “PLAIN MEANING” REFERSTO THE
ORDINARY AND CUSTOMARY MEANING GIVEN
TOTHETERM BY THOSE OF ORDINARY SKILL
INTHE ART

“[TThe ordinary and customary meaning of aclaim
term is the meaning that the term would have to a
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person of ordinary skill in the art in question at the
time of the invention, i.e, as of the effective filing
date of the patent application.” Phillips v. AWH
Corp.,415 F.3d 1303, 1313, 75 USPQ2d 1321, 1326
(Fed. Cir. 2005) (en banc); Sunrace Roots Enter.
Co. v. SRAM Corp., 336 F.3d 1298, 1302, 67
USPQ2d 1438, 1441 (Fed. Cir. 2003);

Brookhill-Wilk 1, LLC v. Intuitive Surgical, Inc.,
334 F.3d 1294, 1298 67 USPQ2d 1132, 1136 (Fed.
Cir. 2003) (“In the absence of an express intent to
impart anovel meaning to the claim terms, the words
are presumed to take on the ordinary and customary
meanings attributed to them by those of ordinary
skill inthe art.”).

The ordinary and customary meaning of aterm may
be evidenced by a variety of sources, including the
words of the claims themselves, the specification,
drawings, and prior art. However, the best source
for determining the meaning of a claim term is the
specification — the greatest clarity is obtained when
the specification serves as a glossary for the claim
terms. See, eg., Inre Abbott Diabetes Care Inc.,
696 F.3d 1142, 1149-50, 104 USPQ2d 1337,
1342-43 (Fed. Cir. 2012) (construing the term
“electrochemical sensor” as “devoid of external
connection cables or wires to connect to a sensor
control unit” to be consistent with “the language of
the claims and the specification”); In re Suitco
Surface, Inc., 603 F.3d 1255, 1260-61, 94 USPQ2d
1640, 1644 (Fed. Cir. 2010) (construing the term
“materia for finishing the top surface of the floor”
to mean “a clear, uniform layer on the top surface
of afloor that is the final treatment or coating of a
surface” to be consistent with “the expresslanguage
of the claim and the specification”); Vitronics Corp.
v. Conceptronic Inc.,, 90 F.3d 1576, 1583, 39
USPQ2d 1573, 1577 (Fed. Cir. 1996) (construing
the term “ solder reflow temperature” to mean “peak
reflow temperature” of solder rather than the
“liquidus temperature” of solder in order to remain
consistent with the specification).

It is also appropriate to look to how the claim term
is used in the prior art, which includes prior art
patents, published applications, trade publications,
and dictionaries. Any meaning of aclaim term taken
from the prior art must be consistent with the use of
the claim term in the specification and drawings.
Moreover , when the specification is clear about the
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scope and content of a claim term, there is no need
to turn to extrinsic evidence for claim interpretation.

3M Innovative Props. Co. v. Tredegar Corp., 725
F.3d 1315, 1326-28, 107 USPQ2d 1717, 1726-27
(Fed. Cir. 2013) (holding that *“continuous
microtextured skin layer over substantially the entire
laminate” was clearly defined in the written
description, and therefore, there was no need to turn
to extrinsic evidence to construe the claim).

IV. APPLICANT MAY BE OWN
LEXICOGRAPHER AND/OR MAY DISAVOW
CLAIM SCOPE

The only exceptions to giving the words in aclaim
their ordinary and customary meaning in the art are
(2) when the applicant acts as his own lexicographer;
and (2) when the applicant disavows or disclaims
the full scope of a claim term in the specification.
To act as his own lexicographer, the applicant must
clearly set forth a special definition of aclaim term
in the specification that differs from the plain and
ordinary meaning it would otherwise possess. The
specification may also include an intentional
disclaimer, or disavowal, of claim scope. In both of
these cases, “the inventor’s intention, as expressed
in the specification, is regarded as dispositive”
Phillips v. AWH Corp., 415 F.3d 1303, 1316 (Fed.
Cir. 2005) (en banc). See also Starhome GmbH v.
AT&T Mobility LLC, 743 F.3d 849, 857, 109
USPQ2d 1885, 1890-91 (Fed. Cir. 2014) (holding
that the term “gateway” should be givenitsordinary
and customary meaning of “a connection between
different networks” because nothing in the
specification indicated a clear intent to depart from
that ordinary meaning); Thorner v. Sony Computer
Entm’'t Am. LLC, 669 F.3d 1362, 1367-68, 101
USPQ2d 1457, 1460 (Fed. Cir. 2012) (The asserted
claims of the patent were directed to a tactile
feedback system for video game controllers
comprising a flexible pad with a plurdity of
actuators “ attached to said pad.” The court held that
the claims were not limited to actuators attached to
the external surface of the pad, even though the
specification used the word “attached” when
describing embodiments affixed to the external
surface of the pad but the word “embedded” when
describing embodiments affixed to the internal
surface of the pad. The court explained that the plain
and ordinary meaning of “attached” includes both
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external and internal attachments. Further, there is
no clear and explicit statement in the specification
to redefine “attached” or disavow the full scope of
theterm.)

A. Lexicography

An applicant is entitled to be his or her own
lexicographer and may rebut the presumption that
clam terms are to be given their ordinary and
customary meaning by clearly setting forth a
definition of the term that is different from its
ordinary and customary meaning(s) in the
specification at thetime of filing. See InrePaulsen,
30 F.3d 1475, 1480, 31 USPQ2d 1671, 1674 (Fed.
Cir. 1994) (holding that an inventor may define
specific terms used to describe invention, but must
do so “with reasonable clarity, deliberateness, and
precision” and, if done, must “* set out hisuncommon
definition in some manner within the patent
disclosure’ so asto give one of ordinary skill in the
art notice of the change” in meaning) (quoting
Intellicall, Inc. v. Phonometrics, Inc., 952 F.2d
1384, 1387-88, 21 USPQ2d 1383, 1386 (Fed. Cir.
1992)).

Where an explicit definition is provided by the
applicant for a term, that definition will control
interpretation of the term asiit is used in the claim.
Toro Co. v. White Consolidated Industries Inc., 199
F.3d 1295, 1301, 53 USPQ2d 1065, 1069 (Fed. Cir.
1999) (meaning of words used in a claim is not
construed in a “lexicographic vacuum, but in the
context of the specification and drawings’). Thus,
if aclaim termisused initsordinary and customary
meaning throughout the specification, and the written
description clearly indicates its meaning, then the
terminthe claim hasthat meaning. Old Town Canoe
Co. v. Confluence Holdings Corp., 448 F.3d 13009,
1317, 78 USPQ2d 1705, 1711 (Fed. Cir. 2006) (The
court held that “ completion of coalescence” must be
given its ordinary and customary meaning of
reaching the end of coal escence. The court explained
that even though coalescence could theoretically be
“completed” by halting the molding process earlier,
the specification clearly intended that compl etion of
coalescence occurs only after the molding process
reaches its optimum stage.)
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However, it is important to note that any specia
meaning assigned to a term “must be sufficiently
clear in the specification that any departure from
common usage would be so understood by aperson
of experience in the field of the invention.
Multiform DesiccantsInc. v. Medzam Ltd., 133 F.3d
1473, 1477, 45 USPQ2d 1429, 1432 (Fed. Cir.
1998). See aso  Process Control Corp. .
HydReclaim Corp., 190 F3d 1350, 1357,
52 USPQ2d 1029, 1033 (Fed. Cir. 1999) and MPEP

§ 2173.05(a).

In some cases, the meaning of a particular claim
term may be defined by implication, that is,
according to the usage of the term in the context in
the specification. See Phillips v. AWH Corp., 415
F.3d 1303, 1320-21, 75 USPQ2d 1321, 1332 (Fed.
Cir. 2005) (en banc); Mtronics Corp. V.
Conceptronic Inc., 90 F.3d 1576, 1583, 39 USPQ2d
1573, 1577 (Fed. Cir. 1996). But where the
specification isambiguous as to whether theinventor
used claim terms inconsistent with their ordinary
meaning, the ordinary meaning will apply. Merck
& Co. v. Teva Pharms. USA, Inc., 395 F.3d 1364,
1370 (Fed. Cir. 2005) (The Federa Circuit reversed
the district court’s construction of the claim term
“about” as “exactly.” The appellate court explained
that a passage in the specification the district court
relied upon for the definition of “about” was too
ambiguousto redefine“ about” to mean “exactly” in
clear enough terms. The appellate court held that
“about” should instead be given its plain and
ordinary meaning of “approximately.”).

B. Disavowal

Applicant may also rebut the presumption of plain
meaning by clearly disavowing the full scope of the
clam term in the specification. Disavowal, or
disclaimer of claim scope, is only considered when
itis clear and unmistakable. See SciMed Life Sys,,
Inc. v. Advanced Cardiovascular Sys., Inc., 242 F.3d
1337, 1341 (Fed.Cir.2001) (“Where the specification
makes clear that the invention does not include a
particular feature, that feature is deemed to be
outside the reach of the claims of the patent, even
though the language of the claims, read without
reference to the specification, might be considered
broad enough to encompass the feature in
question.”); see also In re Am. Acad. Of <ci. Tech
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Ctr., 367 F.3d 1359, 1365-67 (Fed. Cir. 2004)
(refusing the limit claim term “user computer” to
only “single-user computers’ even though “ some of
the language of the specification, when viewed in
isolation, might lead a reader to conclude that the
term . . . ismeant to refer to a computer that serves
only a single user, the specification as a whole
suggests a construction that is not so narrow”). But,
in some cases, disavowal of a broader claim scope
may be made by implication, such as where the
specification contains only disparaging remarkswith
respect to a feature and every embodiment in the
specification excludes that feature. In re Abbott
Diabetes Care Inc., 696 F.3d 1142, 1149-50, 104
USPQ2d 1337, 1342-43 (Fed. Cir. 2012) (holding
that the broadest reasonable interpretation of the
claimterm“ electrochemical sensor” doesnot include
asensor having “ external connection cablesor wires’
because the specification “repeatedly, consistently,
and exclusively depict[s] an electrochemical sensor
without externa cables or wires while
simultaneously disparaging sensors with external
cables or wires’). If the examiner believes that the
broadest reasonable interpretation of a claim is
narrower than what the words of the claim otherwise
suggest as the result of implicit disavowal in the
specification, then the examiner should make his or
her interpretation clear on the record.

See dso MPEP § 2173.05(a).

V. Summary of deter mining the meaning of a claim
term that does not invoke 35 U.S.C. 112(f )

Thisflow chart indicates the decisions an examiner
would follow in order to ascertain the proper claim
interpretation based on the plain meaning definition
of BRI. With each decision in the flow chart, a
different path may need to be taken to conclude
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whether plain meaning appliesor aspecia definition
applies.

The first question is to determine whether a claim
term hasan ordinary and customary meaning to those
of ordinary skill in the art. If so, then the examiner
should check the specifi cation to determine whether
it provides aspecial definition for the claim term. If
the specification does not provide aspecia definition
for the claim term, the examiner should apply the
ordinary and customary meaning to the claim term.
If the specification provides a specia definition for
the claim term, the examiner should use the special
definition. However, because thereisa presumption
that claim terms have their ordinary and customary
meaning and the specification must provide a clear
and intentional use of a special definition for the
clam term to be treated as having a specia
definition, an Office action should acknowledge and
identify the special definition in this situation.

Moving back to the first question, if a claim term
does not have an ordinary and customary meaning,
the examiner should check the specification to
determinewhether it providesameaning totheclaim
term. If no reasonably clear meaning can be ascribed
to the claim term after considering the specification
and prior art, the examiner should apply the broadest
reasonabl e interpretation to the claim term asit can
be best understood. Also, the claim should be
rejected under 35 U.S.C. 112(b) and the specification
objected to under 37 CFR 1.75(d).

If the specification providesameaning for theclaim
term, the examiner should use the meaning provided
by the specification. It may be appropriate for an
Office action to clarify the meaning acknowledge
and identify the specia definition in this situation.
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HOW TO DETERMINE THE MEANING OF A CLAIM TERM
THAT DOES NOT INVOKE 35 USC 112(f)

IDENTIFY CLAIM TERM AND DETERMINE WHETHER AND
WHERE THERE IS SUPPORT IN SPECIFICATION (MAY BE THE
SAME TERM OR A CLEARLY EQUIVALENT TERM)

// \\ //’/\\\
/ \ < AN
d ™, e N
Vs N /" ISTHEREAN ™
/! \ " EXPRESS INTENT IN
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APPLY THE BROADEST
REASONABLE INTERPRETATION OF
THE TERM, AS BEST UNDERSTOOD,
AND REJECT AS INDEFINITE UNDER

35 USC 112(b) and OBJECT TO
SPECIFICATION FOR FAILURE TQ
PROVIDE CLEAR SUPPORT UNDER
37 CFR 1.75(d)(1)

USE THE MEANING
PROVIDED IN THE
SPECIFICATION
Explanatory remarks can
be added to the Office
action to clarify the
meaning of the term

2111.02 Effect of Preamble[R-08.2012]

The determination of whether a preamble limits a
claimismade on acase-by-case basisin light of the
facts in each case; there is no litmus test defining
when a preamble limits the scope of a claim.
Catalina Mktg. Int’l v. Coolsavings.com, Inc., 289
F.3d 801, 808, 62 USPQ2d 1781, 1785 (Fed. Cir.
2002). See id. at 808-10, 62 USPQ2d at 1784-86
for a discussion of guideposts that have emerged
from various decisions exploring the preamble’'s
effect on claim scope, as well as a hypothetical
example illustrating these principles.

“[A] claim preamble has the import that the claim
as a whole suggests for it” Bell Communications
Research, Inc. v. Vitalink Communications Corp.,
55 F.3d 615, 620, 34 USPQ2d 1816, 1820 (Fed. Cir.
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USE THE SPECIAL DEFINITION
Because it is rare for the inventor
to express an intent to use a
definition that differs from the plain
meaning, it is recommended that
the Office action acknowledge and
identify the special definition

USE THE ORDINARY
AND CUSTOMARY
MEANING

1995). “If the claim preamble, when read in the
context of the entire claim, recites limitations of the
claim, or, if the claim preambleis‘ necessary to give
life, meaning, and vitality’ to the claim, then the
claim preamble should be construed as if in the
balance of the clam.” Pitney Bowes, Inc. v.
Hewlett-Packard Co., 182 F.3d 1298, 1305, 51
USPQ2d 1161, 1165-66 (Fed. Cir. 1999). See also
Jansen v. Rexall Sundown, Inc., 342 F.3d 1329,
1333, 68 USPQ2d 1154, 1158 (Fed. Cir. 2003) (In
considering the effect of the preamble in a claim
directed to a method of treating or preventing
pernicious anemia in humans by administering a
certain vitamin preparation to “a human in need
thereof,” the court held that the claims' recitation of
a patient or a human “in need” gives life and
meaning to the preamble’s statement of purpose.).
Kropa v. Robie, 187 F.2d 150, 152, 88 USPQ 478,
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PATENTABILITY

481 (CCPA 1951) (A preamble reciting “[a]n
abrasive article” was deemed essential to point out
the invention defined by claims to an article
comprising abrasive grains and a hardened binder
and the process of making it. The court stated “it is
only by that phrase that it can be known that the
subject matter defined by the claims is comprised
as an abrasive article. Every union of substances
capable inter alia of use as abrasive grains and a
binder is not an ‘abrasive article’” Therefore, the
preamble served to further define the structure of
the article produced.).

. PREAMBLE STATEMENTSLIMITING
STRUCTURE

Any terminology in the preamble that limits the
structure of the claimed invention must be treated
asaclaimlimitation. See, e.g., Corning GlassWorks
v. Sumitomo Elec. U.SA,, Inc., 868 F.2d 1251, 1257,
9 USPQ2d 1962, 1966 (Fed. Cir. 1989) (The
determination of whether preamble recitations are
structural limitations can be resolved only on review
of the entirety of the application “to gain an
understanding of what the inventors actually
invented and intended to encompass by theclaim.”);
Pac-Tec Inc. v. Amerace Corp., 903 F.2d 796, 801,
14 USPQ2d 1871, 1876 (Fed. Cir. 1990)
(determining that preamble language that constitutes
astructural limitation is actually part of the claimed
invention). See also Inre Sencel, 828 F.2d 751, 4
USPQ2d 1071 (Fed. Cir. 1987) (The claim at issue
was directed to a driver for setting a joint of a
threaded collar; however, the body of the claim did
not directly include the structure of the collar as part
of the claimed article. The examiner did not consider
the preamble, which did set forth the structure of the
collar, as limiting the claim. The court found that
the collar structure could not be ignored. While the
claim was not directly limited to the collar, the collar
structure recited in the preamble did limit the
structure of the driver. “[T]he framework - the
teachings of the prior art - against which patentability
is measured is not al drivers broadl