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v 2105 Patentable Subject Matter — Living

Subject Matter [R—2]

The decision of the Supreme Court in Diamond
v. Chakrabarty, 206 USPQ 193 (1980), held that microor-
ganisms produced by genetic engineering are not ex-
cluded from patent protection by 35 U.S.C. 101. It is
clear from the Supreme Court decision and opinion that
the question of whether or not an invention embraces liv-
ing matter is irrelevant to the issue of patentability. The
test set down by the Court for patentable subject matter
in this area is whether the living matter is the result of hu-
man intervention.
In view of this decision, the Officc has issued these
guidelines as to how 35 U.S.C. 101 will be interpreted.
The Supreme Court made the following points in the
Chakrabarty opinion:
1. “Guided by these cannons of construction, this Court
has read the term ‘manufacture’ in § 101 in accordance with its
dictionary definition to mean ‘the production of articles for use
from raw materials prepared by giving to these materials new
forms, qualitics, properties, or combinations whether by hand
labor or by machinery.”
2.“Inchoosingsuch expansive terms as ‘manufacture’ and
‘composition of matter,’ modified by the comprehensive ‘any,’
Congress plainly contemplated that the patent laws would be
given wide scope.”

2100-3

2105

3. “The Act embodied Jefferson’s philosophy that
‘ingenuity should receive a liberal encouragement. ‘V Writings
of Thomas Jefferson, at 75—76. See Graham v. John Deere Co.,
383 U.S. 1, 7-10 (1966). Subsequent patent statutes in 1836,
1870, and 1874 employed this same broad language. In 1952,
when the patent laws were recodified 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).”

4, “This is not to suggest that § 101 has no limits or that it’
embraces everydiscovery. Thelaws of nature, physical phenom-
ena, and abstract ideas have been held not patentable.”

5. “Thus, a new mineral discovered in the earth or a new
plant found in the wild is not patentable subject matter.
Likewise, Einstein could not patent his celebrated law that
E=mc? ; nor could Newton have patented the law of gravity.”

6. “His claim is not to a hitherto unknown natural
phenomenon, buttoanon—naturally occurring manufacture or
composition of matter — aproduct of humaningenuity ‘havinga
distinctive name, character [and] use.”

7.“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 is the result of human ingenuity and
research.”

8. After reference to Funk Seed & Kalo Co., 333 U.S.127
(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 the Court statements above as well as the
whole Chakrabarty opinion reveals:

(1) That the Court did not limit its decision to genet-
ically engineered living organisms,

(2) The Court enunciated a very broad interpreta-
tion of “manufacture” and “composition of matter” in
Section 101 (Note esp. quotes 1, 2, and 3 above),

(3) The Court set forth several tests for weighing
whether patentable subject matter under Section 101 is
present stating (in Quote 7 above) that:

“The relevant distinction was not between living and inani-
matc things but between products of nature, whether living or
not, and human—made inventions.”

The tests set forth by the Court are (note especially
the italicized portions):

— “The laws of nature, physical phenomena and ab-
stract ideas” are not patentable subject matter.

- “A non—naturally occurring manufacture or com-
position of matter — a product of human ingenuity —
having a distinctive name, character, [and] use” is pat-
entable subject matter.
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- ‘A new mineral discovered in the earth or a new
plant found in the wild is not patentable subject matter.
Likewise, Einstein could not patent his celebrated
E=mc; nor could Newtorn have patented the law of grav-
ity. Such discoveries are ‘manifestations of . . . nature,
free to all men and reserved exclusively to none.” ”

~ “However, the production of articles for use from
raw materials prepared by giving to these materials new
forms, qualities, properties, or combinations whether by
hand, labor or machinery (emphasis added) is a manufac-
ture under Section 101.”

In analyzing the history of the Plant Patent Act of
1930, the Court stated: “In enacting the Plant Patent Act,
Congress addressed both of these concerns [the belief
that plants, even those artificially bred, were products of
nature for purposes of the patent law . . . were thought
not amenable to the written description]. It explained at
length its belief that the work of the plant breeder ‘in aid
of nature’ was patentable invention. S. Rep. No. 315, 71st
Cong. 2d Sess. 6—8 (1930); H.R. Rep. No. 1129. 71st
Cong. 2d Sess. 7-9 (1930).”

The Office will decide the questions as to patentable
subject matter under 35 U.S.C. 101 on a case—by—case
basis following the tests set forth in Chakrabarty; e.g.,
that “a non-naturally occurring manufacture or com-
position of matter” is patentable, etc. It is inappropriate
to try to attempt to set forth here in advance the exact pa-
rameters to be followed.

The standard of patentability has not and will not be
lowered. The requirements of 35 U.S.C. 102 and 103 still
apply. The tests outlined above simply mean that a ratio-
nal basis will be present for any 35 U.S.C. 101 determina-
tion. In addition, the requirements of 35 U.S.C. 112 must
also be met. In this regard, sce MPEP § 608.01(p).

Following this analysis by the Supreme Court of the
scope of 35 U.S.C. 101, the Board of Patent Appeals and
Interferences has determined that plant subject matter
or an animal may be protected under 35 U.S.C. 101. In

Ex Parte Hibberd, 227 USPQ 443 (**>Bd. Pat. App. &
Inter.< 1985) 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 (35 U.S.C. 161 — 164) or the
Plant Variety Protection Act (7 U.S.C. 2321 et seq.). In
Ex Parte Allen, 2 USPQ2d 1425 (**>Bd. Pat. App. &
Inter.< 1987), the Board decided that a polyploid Pacific
coast oyster could have been the proper subject of a pat-
ent under 35 U.S.C. 101 if all the critcria for patentability
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were satisfied. Shortly after the Allen decision, the Com- # -

missioner of Patents and Trademarks issued a notice
(Animals — Patentability, 1077 O.G. 24, April 21, 1987)
that the Patent and Trademark Office would now consid-
er nonnaturally occurring, nonhuman multicellular liv-
ing organisms, including animals, to be patentable sub-
ject matter within the scope of 35 U.S.C. 101,

>If the broadest reasonable interpretation of the
claimed invention as a whole encompasses a human be-
ing, then a rejection under 35 U.S.C. 101 must be made
indicating that the claimed invention is directed to non-
statutory subject matter. Furthermore, the claimed in-
vention must be examined with regard to all issues perti-
nent to patentability, and any applicable rejections un-
der 35 U.S.C. 102, 103, or 112 must also be made.<

2106  Patentable Subject Matter —
*% >Computer—Related
Inventions< [R—2]

%%

>I. Introduction

These Examination Guidelines for Computer—Re-
lated Inventions (“Guidelines”) are to assist Office pei-
sonnel in the examination of applications drawn to com-
puter—related inventions. “Computer—related inven-
tions” include inventions implemented in a computer
and inventions employing computer—readable media.
The Guidelines are based on the Office’s current under-
standing of the law and are believed to be fully consistent
with binding precedent of the Supreme Court, the Fed-
eral Circuit and the Federal Circuit’s predecessor courts.

These Guidelines do not constitute substantive rule-
making and hence do not have the force and effect of
law. These Guidelines have been designed to assist
Office personnel in analyzing claimed subject matter for
compliance with substantive law. Rejections will be
based upon the substantive law and it is these rejections
which are appealable. Consequently, any failure by
Office personnel to follow the Guidelines is neither
appealable nor petitionable.

The Guidelines alter the procedures Office person-
nel will follow when examining applications drawn to
computer —~related inventions and are equally applicable
to claimed inventions implemented in either hardware
or software. The Guidelines also clarify the Office’s

position on certain patentability standards related to this |,
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Guidelines in the event of any inconsistent treatment of
issues between these Guidelines and any earlier pro-
vided guidance from the Office.

_ The Freeman—Walter—Abele test (In re Abele, 684
F2d 902, 905-07, 214 USPQ 682, 68587 (CCPA 1982);

In re Walter, 618 F2d 758, 767, 205 USPQ 397, 40607

(CCPA 1980); In re Freeman, 573 F2d 1237, 1245,
197 USPQ 464, 471 (CCPA 1978)) may additionally be
relied upon in analyzing claims directed solely to a pro-
cess for solving a mathematical algorithm.

Office personnel have had difficulty in properly

treating claims directed to methods of doing business.

Claims should not be categorized as methods of doing
business. Instead, such claims should be treated like any
other process claims, pursuant to these Guidelines when
relevant. See, e.g., In re Toma, 575 F2d 872, 877-78,
197 USPQ 852, 857 (CCPA 1978); In re Musgrave,
431 F2d 882, 893, 167 USPQ 280, 289--90 (CCPA 1570).
See also In re Schrader, 22 F.3d 290, 297-98, 30 USPQ2d
1455, 1461~62 (Fed. Cir. 1994) (Newman, J., dissent-
iing); Paine, Webber, Jackson & Curtis, Inc. v. Merrill
Lynch, Pierce, Fenner & Smith, Inc., 564 E. Supp. 1358,
1368-69, 218 USPQ 212, 220 (D. Del. 1983).

~ The appendix which appears at the end of this sec-
tion includes a flow chart of the process Office personnel
will follow in conducting examinations for computer—
related inventions.

II.  Determine What Applicant Has Invented and Is
Secking to Patent

It is essential that patent applicants obtain a prompt
yet complete examination of their applications. Under
the principles of compact prosecution, each claim should
be reviewed for compliance with every statutory require-
ment for patentability in the initial review of the applica-
tion, even if one or more claims are found to be deficient
with respect to some statutory requirement. Thus, Office
personnel should state all reasons and bases for rejecting
claims in the first Office action. Deficiencies should be
explained clearly, particularly when they serve as a basis
for a rejection. Whenever practicable, Office 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 prosecu-
tion of the application,

Prior to focusing on specific statutory requirements,
Office personnel must begin examination by determin-

/ ing what, precisely, the applicant has invented and is
S
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seeking to patent, and how the claims relate to and de-
fine that invention. (As the courts have repeatedly re-
minded the Office: “The goal is to answer the question
“ “What did applicants invent?’ ” Abele, 684 F2d at 907,
214 USPQ at 687. Accord, e.g., Arrhythmia Research
Tech. v. Corazonix Corp., 958 F2d 1053, 1059,
22USPQ2d 1033, 1038 (Fed. Cir. 1992).) Consequently,
Office personnel will no longer begin examination by de-
termining if 2 claim recites a “mathematical algorithm.”
Rather, they will review the complete specification, in-
cluding the detailed description of the invention, any
specific embodiments that have been disclosed, the
claims and any specific utilities that have been asserted
for the invention.

A. Identify and Understand Any Practical
Application Asserted for the Invention

The subject matter sought to be patented must be a
“useful” process, machine, manufacture, or composition
of matter; i.e., it must have a practical application. 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 that represents noth-
ing more than an idea or concept, or is simply a starting
point for future investigation or research (Brenner
v. Manson, 383 U.S. 519, 528-36, 148 USPQ 689,
693~96 (1966); In re Ziegler, 992 F.2d 1197, 1200~03,
26 USPQ2d 1600, 1603—-06 (Fed. Cir. 1993)). Accord-

" ingly, a complete disclosure should contain some indica-

tion of the practical application for the claimed inven-
tion; i.e., why the applicant believes the claimed inven-
tion is useful.

The utility of an invention must be within the “tech-
nological” arts. See, e.g., Musgrave, 431 F.2d at 893,
167 USPQ at 28990, cited with approval in Schrader,
22 F3d at 297,30 USPQ2d at 1461 (Newman, J., dissent-
ing). (The definition of “technology” is the “application
of science and engineering to the development of ma-
chines and procedures in order to enhance or improve
human conditions, or at least to improve human efficien-
cy in some respect.” Computer Dictionary 384 (Micro-
soft Press, 2d ed. 1994).) A computer—related invention
is within the technological arts, A practical application
of a computer—related invention is statutory subject
matter. This requirement can be discerned from the
variously phrased prohibitions against the patenting of
abstract ideas, laws of nature or natural phenomena. An
invention that has a practical application in the techno-
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e

puter does what it does. Of importance is the signifi- /

logical arts satisfies the utility requirement. See, e.g.,
In re Alappat, 33 F3d 1526, 1543, 31 USPQ2d 1545,
1556—57 (Fed. Cir. 1994) (in banc) (quoting Diamond
v. Diehr, 450 U.S. 175,192, 209 USPQ 1, 10 (1981)). See
also Alappat at 1569, 31 USPQ2d at 157879 (Newman,
J., concurring) (“unpatentability of the principle does
not defeat patentability of its practical applications™)
{citing O’Reilly v. Morse, 56 U.S. (15 How.) 62, 114—19
(1854)); Arrhythmia, 958 F2d at 1056, 22 USPQ2d at
1036; Musgrave, 431 E2d at 893, 167 USPQ at 28990
(“All that is necessary, in our view, to make a sequence of
operational steps a statutory ‘process’ within 35 U.S.C.
101is that it be in the technological arts so as to be in con-
sonance with the Constitutional purpose to promote the
. progress of ‘useful arts.” Const. Art. 1, sec. 8.”),

The applicant is in the best position to explain why
an invention is believed useful. Office personnel should
therefore focus their efforts on pointing out statements
made in the specification that identify all practical ap-
plications for the invention. Office personnel should
rely on such statements throughout the examination
when assessing the invention for compliance with all stat-
utory criteria. An applicant may assert more than one
practical application, but only one is necessary to satisfy
the utility requirement. Office personnel should review
the entire disclosure to determine the features necessary
to accomplish at least one asserted practical application.

B. Review the Detailed Disclosure and Specific
Embodiments of the Invention to Determine What
the Applicant Has Invented

The written description will provide the clearest ex-
planation of the applicant’s invention, by exemplifying
the invention, explaining how it relates to the prior art
and explaining the relative significance of various fea-
tures of the invention. Accordingly, Office personnel
should begin their evaluation of a computer—related in-
vention as follows:

— determine what the programmed computer
does when it performs the processes dictated by the
goftware (i.e., the functionality of the programmed
computer) (Arrhythmia, 958 F2d at 1057, 22 USPQ
at 1036, “It is of course true that a modern digital
computer manipulates data, usually in binary form,
by performing mathematical operations, such as
addition, subtraction, multiplication, division, or bit
shifting, on the data. But this is only how the com-
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cance of the data and their manipulation in the real
world, i.e., what the computer is doing.”);

— determine how the computer is to be config-
ured to provide that functionality (i.e., what ele-
ments constitute the programmed computer and
how those elements are configured and interrelated
to provide the specified functionality); and

—  if applicable, determine the relationship of the
programmed computer to other subject matter out-
side the computer that constitutes the invention
(e.g., machines, devices, materials, or process steps
other than those that are part of or performed by the
programmed computer). (Many computer—related
inventions do not consist solely of a computer. Thus,
Office personnel should identify those claimed ele-
ments of the computer—related invention that are
not part of the programmed computer, and deter-
mine how those elements relate to the programmed
computer. Office personnel should look for specific
information that explains the role of the pro-
grammed computer in the overall process or ma-
chine and how the programmed computer is to be in-
tegrated with the other elements of thc apparatus or
used in the process.)

Patent applicants can assist thc Office by preparing
applications that clearly set forth these aspects of a
computer~related invention.

C. Review the Claims

The claims define the property rights provided by a
patent, and thus require careful scrutiny. The goal of
claim analysis is to identify the boundarics of the protec-
tion sought by the applicant and to understand how the
claims relate to and define what the applicant has indi-
cated is the invention. Office personnel must thoroughly
analyze the language of a claim before determining if the
claim complies with cach statutory requirement for pat-
entability.

Office personnel should begin claim analysis by
identifying and evaluating cach 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. Product claims are
claims that are directcd to cither machines, manufac-

tures or compositions of matter. The discretc physical
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/\ structures may be comprised of hardware or a combina-

/

tion of hardware and software.

Office personnel are to correlate each claim limita-
tion to all portions of the disclosure that describe the
claim limitation. This is to be done in all cases; i.e.,
whether or not the claimed invention is defined using
means -or step plus function language. The correlation
step will ensure that Office personnel correctly interpret
each claim limitation.

The subject matter of a properly construed claim is
defined by the terms that limit its scope. It is this subject
matter that must be examined. As a general 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 a claim
or claim limitation, (The following are examples of lan-
guage that may raise a question as to the limiting effect
of the language in a claim:

(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 intcnded to be cxhaustive.)
Officc personncl must rely on the applicant’s disclo-
surc to properly determinc the meaning of terms used in
the claims. Markman v. Westview Instruments, 52 F.3d
967, 980, 34 USPQ2d 1321, 1330 (Fed. Cir.) (in banc),
aff’d, ** U.S. #*, 116 8. Ct. 1384 (1996). An applicant is
cntitled to be his or her own lexicographer, and in many
instances will provide an explicit definition for certain
terms used in the claims. Where an explicit definition is
provided by the applicant for a term, that definition will
control interpretation of the term as it is uscd in the
claim. Office personnel should determinc if the original
disclosure provides a definition consistent with any
assertions made by applicant. Sce, c.g., In re Paulsen,
30 E3d 1475, 1480, 31 USPQ2d 1671, 1674 (Fed. Cir.
1994) (inventor may define specific tcrms used to de-
scribe invention, but must do so “with reasonablc clarity,
deliberateness, and precision” and, if done, must “’set
out his uncommon definition in some manner within the
patent disclosure’ so as to give one of ordinary skill in the
art notice of the change” in meaning) (quoting Intellicall,
fne. v. Phonometrics, Inc., 952 F.2d 1384, 1387-88,
21 USPQ2d 1383, 1386 (Fed. Cir. 1992)). If an applicant
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does not define a term in the specification, that term will
be given its “common meaning.” Paulsen at 1480,
31 USPQ2d at 1674.

If the applicant asserts that a term has a meaning
that conflicts with the term’s art—accepted meaning, Of-
fice personnel should encourage the applicant to amend
the claim to better reflect what applicant intends to claim
as the invention. If the application becomes a patent, it
becomes prior art against subsequent applications.
Therefore, it is important for later search purposes to
have the patentee employ commonly accepted terminol-
ogy, particularly for searching text—searchable data-
bases.

Office personnel must always remember to use the
perspective of one of ordinary skill in the art. Claims and
disclosures are not to be evaluated in a vacuum. If ele-
ments of an invention are well known in the art, the ap-
plicant does not have to provide a disclosure that de-
scribes those elements. In such a case the elements will
be construed as encompassing any and every art—recog-
nized hardware or combination of hardware and soft-
ware technique for implementing the defined requisite
functionalities.

Office personnel are to give claims their broadest
reasonable interpretation in light of the supporting dis-
closure. Sce, e.g., In re Zletz, 893 F2d 319, 321-22,
13 USPQ2d 1320, 1322 (Fed. Cir. 1989) (“During patent
cxamination the pending claims must be interpreted as
broadly as their terms reasonably allow. . .. The reason is
simply that during patent prosecution when claims can
be amended, ambiguities should bc recognized, scope
and breadth of language cxplored, and clarification im-
poscd. ... An essential purposc of patent cxamination is
to fashion claims that are precise, clear, correct, and un-
ambiguous. Only in this way can uncertainties of claim
scopc be removed, as much as possible, during the ad-
ministrative process.”).

Where means plus function language is used to de-
fine the characteristics of a machine or manufacture in-
vention, claim limitations must be interpreted to read on
only the structures or materials disclosed in the specifi-
cation and “equivalents thercof.” (Two in banc decisions
of the Federal Circuit have made clear that the Office
is to interpret means plus function language according
to 35 U.S.C. 112, sixth paragraph. In the first, In re
Donaldson, 16 F3d 1189, 1193, 29 USPQ2d 1845, 1848
(Fed. Cir. 1994), the court held:
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The plain and unambiguous meaning of paragraph six is that
oneconstruingmeans —plus—functionlanguagein aclaim must
look to the specification and interpret that language in light of
thecorrespondingstructure, material, oractsdescribed therein,
and equivalents thereof, to the extent that the specification
provides such disclosure. Paragraph six does not state or even
suggest that the PTO is exempt from this mandate, and there is
no legislative history indicating that Congressintended that the
PTO should be. Thus, this court must accept the plain and
precise language of paragraph six.

Consistent with Donaldson, in the second decision,
In re Alappat, 33 F3d at 1540, 31 USPQ2d at 1554, the
Federal Circuit held:

.Given 4lappat’s disclosure, it was error for the Board majority

to interpret each of the means clauses in claim 15 so broadly as
to “read on any and every means for performing the function”
recited, as it said itwas doing, and then to conclude that claim 15
isnothing more than a process claim wherein each means clause
represents astepin that process. Contrary to suggestions by the
Commissioner, this court’s precedents do not support the
Board’s view that the particular apparatus claims at issue in this
case may be viewed as nothing more than process claims.)

Disclosure may be express, implicit or inherent.
Thus, at the outset, Office personnel must attempt to
correlate claimed means to elements set forth in the writ-
ten description. The written description includes the
specification and the drawings. Office personnel are to
give the claimed means plus function limitations their
broadest rcasonable interpretation consistent with all
corresponding structures or materials described in the
specification and their equivalents. Further guidance in
interpreting the scope of equivalents is provided in
MPEP § 2181 through § 2186.

While it is appropriate to use the specification to de-
termine what applicant intends a term to mean, a posi-
tive limitation from the specification cannot be read into
a claim that does not impose that limitation. A broad in-
terpretation of a claim by Office personncl will rcduce
the possibility that the claim, when issued, will be inter-
preted more broadly than is justified or intcnded. An ap-
plicant can always amend a claim during prosecution to
better reflect the intended scope of the claim.

Finally, when evaluating the scope of a claim, every
limitation in the claim must be considered. Office per-
sonnel may not dissect a claimed invention into discrete
elements and then evaluate the elements in isolation.
Instead, the claim as a whole must be considered. Sec,
e.g., Diamond v. Diehr, 450 U.S. at 188-89, 209 USPQ
at 9 (“in determining the cligibility of respondents’
claimed process for patent protection under 101, their
claims must be considered as a whole, It is inappropriate
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to dissect the claims into old and new elements and then
to ignore the presence of the old elements in the analysis.
This is particularly true in a process claim because a new
combination of steps in a process may be patentable even
though all the constituents of the combination were well
known and in common use before the combination was
made.”).

IIl. Conduct a Thorough Search of the Prior Art

Prior to classifying the claimed invention under
35 U.S.C. 101, Office personnel are expected to conduct
a thorough search of the prior art. Generally, a thorough
search involves reviewing both U.S. and foreign patents
and nonpatent literature. In many cases, the result of
such a search will contribute to Office personnel’s under-
standing of the invention. Both claimed and unclaimed
aspects of the invention described in the specification
should be searched if there is a reasonable 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 pius function limita-
tion, in accordance with 35 U.S.C. 112, sixth paragraph
and MPEP § 2181 through § 2186.

IV, Determine Whether the Claimed Invention
Complies with 35 U.S.C. 101

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

As the Supreme Court has held, Congress chose the
expansive language of 35 U.S.C. 101 so as to include
“anything under the sun that is made by man.” Diamond
v. Chakrabarty, 447 U.S. 303, 308-09, 206 USPQ 193,
197 (1980). Accordingly, section 101 of title 35, United
States Code, provides:

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

(In Diamond, 477 U.S. at 308-309, 206 USPQ at
197, the court stated:

In choosing such cxpansive terms as “manufacture” and
“composition of matter,” modificdby thecomprehensive “any,”
Congress plainly contemplated that the patent laws would be
givenwide scope. The relevant legislative history also supports
a broad construction. The Patent Act of 1793, authored by
Thomas Jefferson, defined statutory subject matter as “anynew
anduseful art, machine, manufacture, or composition of matter,
or any new or uscful improvement {thercof].” Act of Feb. 21,
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1793, 1,1 Stat. 319. The Act embodied Jefferson’s philosophy
that “ingenuity should receive a liberal encouragement.”
5 Writings of Thomas Jefferson 75—76 (Washington ed. 1871).
See Graham v. John Deere Co., 383 US. 1, 710 (1966).
Subsequent patent statutes in 1836, 1870, and 1874 employed
this same broad language. In 1952, when the patent laws were
. recodified, 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 anything 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).

This perspective has been embraced by the Federal
Circuit:

The plain and unambiguous meaning of 101 is that any new
and useful process, machine, manufacture, or composition of
matter, or any new and useful improvement thereof, may be
patentedif it meets the requirements for patentability set forth
in Title 35, such as those found in’ 102,103, and 112, The use of
the expansive term “any” in 101 represents Congress’s intent
not to place any restrictions on the subject matter for which a
patent nay be obtained beyond those specifically recited in 101
and the other parts of Title 35.. .. Thus, it is improper to read
inte 101 limitations as to the subject matter that may be
patented where the legislative history does not indicate that
Congress clearly intended such limitations. [4/appat,33 F.3d at
1542, 31 USPQ2d at 1556.})

Ty As cast, 35 U.S.C. 101 defines four categories of in-

/ ventions that Congress deemed to be the appropriate

subject matter of a patent; namely, processes, machines,
manufactures and compositions of matter. The latter
three categories define “things” whilc 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.”).
Federal courts have held that 35 U.S.C. 101 does
have certain limits. First, the phrase “anything under the
sun that is made by man” is limited by the text of
35 U.S.C. 101, meaning that one may only patent some-
thing that is a machine, manufacture, composition of
matter or a process. See, e.g., Alappat, 33 F.3d at 1542,
31 USPC2d at 1556; In re Warmerdam, 33 F.3d 1354,
1358, 31 USPQ2d 1754, 1757 (Fed. Cir. 1994). Second,
35 U.S.C. 101 requires that the subject matter sought to
be patented be a “useful” invention. Accordingly, acom-
plete definition of the scope of 35 U.S.C. 101, reflecting
Congressional intent, is that any new and useful process,
machine, manufacture or composition of matter under
the sun that is made by man is the proper subject matter

| /of a patent. Subject matter pot within onc of the four
‘"“v
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statutory invention categories or which is not “useful” in
a patent sense is, accordingly, not eligible to be patented.

The subject matter courts have found to be outside
the four statutory categories of invention is limited to ab-
stract ideas, laws of nature and natural phenomena.
While this is easily stated, determining whether an appli-
cant is seeking to patent an abstract idea, a law of nature
or a natural phenomenon has proven to be challenging.
These three exclusions recognize that subject matter
that is not a practical application or use of an idea, a law
of nature or a natural phenomenon is not patentable.
See, e.g., Rubber—Tip Pencil Co. v. Howard, 87 U.S. 498,
507 (1874) (“idea of itself is not patentable, but a new de-
vice by which it may be made practically useful is™);
Mackay Radio & Telegraph Co. v. Radio Corp. of America,
306 U.S. 86, 94 (1939) (“While a scientific truth, or the
mathematical expression of it, is not patentable inven-
tion, a novel and useful structure created with the aid of
knowledge of scientific truth may be.”); Warmerdam, 33
F.3d at 1360, 31 USPQ2d at 1759 (“steps of ‘locating’ a
medial axis, and ‘creating’ a bubble hierarchy . . . describe
nothing more than the manipulation of basic mathemati-
cal constructs, the paradigmatic ‘abstract idea’™).

Courts have expressed a concern over “preemption”
of ideas, laws of nature or natural phenomena. The con-
cern over preemption was expressed as carly as 1852.
See Le Royv. Tatham, 55 U.S. 156,175 (1852) (“A princi-
ple, in the abstract, is a fundamental truth; an original
cause; 2 motive; these cannot be patented, as no one can
claim in cither of them an exclusive right.”); Funk Broth-
ers Seed Co. v. Kalo Inoculant Co., 333 U.S. 127,132, 76
USPQ 280, 282 (1948) (combination of six specics of
bacteria held to be nonstatutory subject matter). The
concern over preemption serves to bolster and justify the
prohibition against the patenting of such subject matter.
In fact, such concerns are only relevant to claiming a
scientific truth or principle. Thus, a claim to an “abstract
idea” is nonstatutory because it does not represent a
practical application of the idea, not because it would
preempt the idea.

B. Classify the Claimed Invention as to Its Proper
Statutory Category

To properly determine whether a claimed invention
complics with thc statutory invention requirements of
35 U.S.C. 101, Office personnel should classify cach
claim into gne or Moxg statutory or nonstatutory catego-
rics. If the claim falls into a nonstatutory category, that
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should not preclude complete examination of the ap-
plication for satisfaction of all other conditions of pat-
entability. This classification is only an initial finding at
this point in the examination process that will be again
assessed after the examination for compliance with
35 U.S.C. 102, 103, and 112 is completed and before is-
suance of any Office action on the merits.

-Ifthe invention as set forth in the written description
is statutory; but the claims define subject matter that is
not, the deficiency can be corrected by an appropriate
amendment of the claims. In such a case, Office person-
nel should reject the claims drawn to nonstatutory sub-
ject matter under 35 U.S.C. 101, but identify the features
of the invention that would render the claimed subject
matter statutory if recited in the claim.

1. Nonstatatory Subject Matter

Claims to computer—related inventions that are
clearly nonstatutosy fall into the same general categories
as nonstatutory claims in other arts, namely natural phe-
nomena such as magnetism, and abstract ideas or laws of
nature which constitute “descriptive material.” Descrip-
tive material can be characterized as either “functional
descriptive material” or “nonfunctional descriptive ma-
terial.” In this context, “functional descriptive material”
consists of data structures and computer programs which
impart functionality when encoded on a computer—
readable medium. (The definition of “data structure” is
“a physical or logical relationship among data elements,
designed to support specific data manipulation func-
tions.” The New IEEE Standard Dictionary of Electrical
and Electronics Terms 308 (5th ed. 1993).) “Nonfunc-
tional descriptive material” includes but is not limited to
music, literary works and a compilation or mere arrange-
ment of data,

Both types of “descriptive material” are nonstatuto-
ry when claimed as descriptive material per se. When
functional descriptive material is recorded on some com-
puter—readable medium it becomes structurally and
functionally interrelated to the medium and will be stat-
utory in most cases. Compare In re Lowry, 32 F3d 1579,
158384, 32 USPQ2d 1031, 1035 (Fed. Cir. 1994) (claim
to data structure that increases computer efficiency held
statutory) and Warmerdam, 33 E3d at 1360-61,
31 USPQ2d at 1759 (claim to computer having specific
memory held statutory product —by —process claim) with
Warmerdam, 33 F.3d at 1361, 31 USPQ2d at 1760 (claim
to a data structure per se held nonstatutory). When non-
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functional descriptive material is recorded on some ¢
computer —readable medium, it is not structurally and
functionally interrelated to the medium but is merely
carried by the medium. Merely claiming nonfunctional
descriptive material stored in a computer —readable me-
dium does not make it statutory. Such a result would ex-
alt form over substance. In re Sarkar, 588 F.2d 1330, 1333,
200 USPQ 132, 137 (CCPA 1978)(“[E]ach invention
must be evaluated as claimed; yet semantogenic consid-
erations preclude a determination based solely on words
appearing in the claims. In the final analysis under 101,
the claimed invention, as a whole, must be evaluated for
what it is.”) (quoted with approval in Abele, 684 F.2d at
907, 214 USPQ at 687). See also In re Johnson, 589 F.2d
1070, 1077, 200 USPQ 199, 206 (CCPA 1978) (“form of
the claim is often an exercise in drafting”). Thus, nonsta-
tutory music does not become statutory by merely re-
cording it on a compact disk. Protection for this type of
work is provided under the copyright law.

Claims to processes that do nothing more than solve
mathematical problems or manipulate abstract ideas or
concepts are more complex to analyze and are addressed
below. See sections IV.B.2(d) and IV.B.2(e).

(a) Functional Descriptive Material: “Data
Structures” Representing Descriptive Material
Per Se or Computer Programs Representing
Computer Listings Per Se

Data structures not claimed as embodied in comput-
er—readable media are descriptive material per se and
are not statutory because they are neither physical
“things” nor statutory processes. See, €.g., Warmerdam,
33 F3d at 1361, 31 USPQ2d at 1760 (claim to a data
structure per se held nonstatutory). Such claimed data
structures do not define any structural and functional in-
terrelationships between the data structure and other
claimed aspects of the invention which permit the data
structure’s functionality to be realized. In contrast, a
claimed computer—readable medium encoded with a
data structure defines structural and functional inter-
relationships between the data structure and the me-
dium which permit the data structure’s functionality to
be realized, and is thus statutory.

Similarly, computer programs claimed as computer
listings per se, i.c., the descriptions or expressions of the
programs, are not physical “things,” nor are they statuto-
1y processes, as they are not “acts” being performed. ,

Such claimed computer programs do not define any ‘*WMJ
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structural and functional interrelationships between the
computer program and other claimed aspects of the in-
vention which permit the computer program’s function-
ality to be realized. In contrast, a claimed computer—
readable medium encoded with a computer program de-
fines structural and functional interrelationships be-
tween the computer program and the medium which per-
mit the computer program’s functionality to be realized,
and is thus statutory. Accordingly, it is important to dis-
tinguish claims that define descriptive material per se
from claims that define statutory inventions.

Computer programs are often recited as part of a
claim. Office personnel should determine whether the
computer program is being claimed as part of an other-
wise statutory manufacture or machine. In such a case,
the claim remains statutory irrespective of the fact that a
computer program is included in the claim. The same re-
sult occurs when a computer program is used in a com-
puterized process where the computer executes the in-
structions set forth in the computer program. Only when
the claimed invention taken as a whole is directed to a
mere program listing, i.e., to only its description or ex-
pression, is it descriptive material per se and hence non-
statutory.

Since a computer program is merely a set of instruc-
tions capable of being executed by a computer, the com-
puter program itself is not a process and Office person-
nel should treat a claim for a computer program, without
the computer—readable medium needed to realize the
computer program’s functionality, as nonstatutory func-
tional descriptive material. When a computer program
is claimed in a process where thc computer is executing
the computer program’s instructions, Office personnel
should treat the claim as a process claim. See Sections
IV.B.2(b)—(e). When a computer program is recited in
conjunction with a physical structure, such as a computer
memory, Office personnel should trcat the claim as a
product claim. See Section IV.B.2(a).

(b) Nonfunctional Descriptive Material

Descriptive material that cannot exhibit any func-
tional interrelationship with the way in which computing
processes are performed does not constitute a statutory
process, machine, manufacture or composition of matter
and should be rejected under 35 U.S.C. 101, Thus,
Office personnel should consider the claimed invention
as a whole to determine whether the necessary function-
al interrelationship is provided.
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Where certain types of descriptive material, such as
music, literature, art, photographs and mere arrange-
ments or compilations of facts or data, are merely stored
so as to be read or outputted by a computer without
creating any functional interrelationship, either as part
of the stored data or as part of the computing processes
performed by the computer, then such descriptive mate-
rial alone does not impart functionality either to the data
as so structured, or to the computer. Such “descriptive
material” is not a process, machine, manufacture or
composition of matter. (Data consists of facts, which be-
come information when they are seen in context and con-
vey meaning to people. Computers process data without
any understanding of what that data represents. Com-
puter Dictionary 210 (Microsoft Press, 2d ed. 1994).)

The policy that precludes the patenting of nonfunc-
tional descriptive material would be easily frustrated if
the same descriptive material could be patented when
claimed as an article of manufacture. For example, mu-
sic is commonly sold to consumers in the format of a com-
pact disc. In such cases, the known compact disc acts as
nothing more than a carrier for nonfunctional descrip-
tive material. The purely nonfunctional descriptive ma-
terial cannot alone provide the practical application for
the manufacture.

Office personnel should be prudent in applying the
foregoing guidance. Nonfunctional descriptive material
may be claimed in combination with othcr functional de-
scriptive material on a computer—readable medium to
providc the neccssary functional and structural inter-
relationship to satisfy the requirements of 35 U.S.C. 101.
The presence of the claimed nonfunctional descriptive
material is not necessarily determinative of nonstatutory
subject matter. For example, a computer that recognizes
a particular grouping of musical notes read from memory
and upon recognizing that particular sequence, causes
another defined series of notes to be played, defines a
functional interrelationship among that data and the
computing processes performed when utilizing that
data, and as such is statutory becausc it implements a
statutory process.

(¢) Natural Phenomena Such as Electricity and
Magnetism

Claims that recite nothing but the physical charac-
teristics of a form of energy, such as a frequency, voltage,
or the strength of a magnctic ficld, define cnergy or mag-
netism, per se, and as such are nonstatutory natural phe-
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nomena. O’Reilly v. Morse, 56 U.S. (15 How.) at
112—114. However, a claim directed to a practical ap-
plication of a natural phenomenon such as energy or
-magnetism is statutory. Id. at 114—119.

2. /Statutory Subject Matter
(@ Statutory Product Claims

(Products may be either machines, manufactures or
compositions of matter.

- Amachine is;
aconcrete thing, consisting of parts or of certain de-
vices and combinations of devices.
Burrv. Duryee, 68 U.S. (1 Wall.) 531, 570 (1863).

A manufacture is:

the production of articles for use from raw or pre-
.pared 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.
at 308, 206 USPQ at 196—97 (quoting American Fruit
Growers, Inc. v. Brogdex Co., 283 U.S. 1, 11 (1931).

A composition of matter is:

a composition[] of two or more substances [or] .. . a[]
composite article[], whether . . . [it] be the result of chem-
ical union, or of mechanical mixture, whether . . . [it]
be [a] gas[], fluid[], powder(], or solid[]. Diamond v.
Chakrabarty, 447 U.S. at 308, 206 USPQ at 197 (quoting
Shell Development Co. v. Watson, 149 F. Supp. 279, 280,
113 USPQ 265, 266 (D.D.C. 1957), aff’d per curiam,
252 F.2d 861, 116 USPQ 428 (D.C. Cir. 1958).)

If a claim defines a useful machine or manufacture
by identifying the physical structure of the machine or
manufacture in terms of its hardware or hardware and
software combination, it defines a statutory product.
See, e.g., Lowry, 32 F.3d at 1583, 32 USPQ2d at 1034 35;
Warmerdam, 33 F.3d at 136162, 31 USPQ2d at 1760.

A machine or manufacture claim may be one of two
types: (1) a claim that encompasses any and every ma-
chine for performing the underlying process or any and
every manufacture that can cause a computer to perform
the underlying process, or (2) a claim that defines a spe-
cific machine or manufacture. When a claim is of the
first type, Office personnel are to evaluate the underly-
ing process the computer will perform in order to deter-
mine the patentability of the product.
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(i) Claims that Encompass Any Machine or
Manufacture Embodiment of a Process

Office personnel must treat each claim as a whole.
The mere fact that a hardware element is recited in a
claim does not necessarily limit the claim to a specific
machine or manufacture. Cf. In re Iwahashi, 888 F2d
1370, 1374-75, 12 USPQ2d 1908, 1911-12 (Fed. Cir.
1989), cited with approval in Alappat, 33 F3d at 1544
n.24,31 USPQ2d at 1558 n.24. If a product claim encom-
passes any and every computer implementation of a pro-
cess, when read in light of the specification, it should be
examined on the basis of the underlying process. Such a
claim can be recognized as it will:

—  define the physical characteristics of a comput-
er or computer component exclusively as functions
or steps to be performed on or by a computer, and

-~ encompass gny and every product in the stated
class (e.g., computer, computer—readable memory)

configured in any manner to perform that process.

Office personnel are reminded that finding a prod-
uct claim to encompass any and every product embodi-
ment of a process invention simply means that the Office

will presume that the product claim encompasses any /~

and every hardware or hardware platform and associat-
ed software implementation that performs the specified
set of claimed functions. Because this is interpretive and
nothing more, it does not provide any information as to
the patentability of the applicant’s underlying process or
the product claim.

When Office personnel have reviewed the claim as a
whole and found that it is not limited to a specific ma-
chine or manufacture, they shall identify how each claim
limitation has been treated and set forth'their reasons in
support of their conclusion that the claim encompasses
any and cvery machine or manufacture embodiment of a
process. This will shift the burden to applicant to demon-
strate why the claimed invention should be limited to a
specific machine or manufacture.

If a claim is found to encompass any and every prod-
uct embodiment of the underlying process, and if the un-
derlying process is statutory, the product claim should be
classified as a statutory product. By the same token, if
the underlying process invention is found to be nonstatu-
tory, Office personnel should classify the “product”
claim as a “nonstatutory product.” Ifthe product claim is
classified as being a nonstatutory product on the basis of |

the underlying process, Office personnel should empha- ‘.,
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- ! size that they have considered all claim limitations and

are basing their finding on the analysis of the underlying
process.

(i) Product Claims — Claims Directed to Specific
" Machines and Manufactores

Ifa product claim does not encompass any and every
computer—implementation of a process, then it must be
- treated as a specific machine or manufacture. Claims

that define a computer—related invention as a specific
machine or specific article of manufacture must define
the physical structure of the machine or manufacture in
terms of its hardware or hardware and “specific soft-
ware.” (“Specific software” is defined as a set of instruc-
tions implemented in a specific program code segment.
See Computer Dictionary 78 (Microsoft Press, 2d ed.
1994) for definition of “code segment.”) The applicant
may define the physical structure of a programmed com-
" puter or its hardware or software components in any
manner that can be clearly understood by a person
skilled in the relevant art. Generally a claim drawn to a
particular programmed computer should identify the

*\ -elements of the computer and indicate how those ele-

ments are configured in either hardware or a combina-
tion of hardware and specific software.

To adequately define a specific computer memory,
the claim must identify a general or specific memory and
the specific software which provides the functionality
stored in the memory,

2100—-13

A claim limited to a specific machine or manufac-
ture, which has a practical application in the technologi-
cal arts, is statutory. In most cases, a claim to a specific
machine or manufacture will have a practical application
in the technological arts.

(ili) Hypothetical Machine Claims Which Illustrate
Claims of the Types Described in Sections
IVB.2(a)(i) and (ii)

Two applicants present a claim to the following process:

A process for determining and displaying the struc-

ture of a chemical compound comprising:

(a) solving the wavefunction parameters for the
compound to determine the structure of a com-
pound; and

(b) displaying the structure of the compound deter-
mined in step (a).

Each applicant also presents a claim to the following ap-
paratus:

A computer system for determining the three di-

mensional structure of a chemical compound com-

prising:

(a) means for determining. the three dimensional
structure of a compound; and

(b) means for creating and displaying an image rep-
resenting a three—dimensional perspective of
the compound.

In addition, each applicant provides the noted disclo-
sures to support the claims:
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Applicant A

The disclosure describes specific
software, i.e., specific program
code segments, that are to be
employed to configure a general
purpose  micCroprocessor to
create specific logic circuits,
These circuits are indicated to be
the “means” corresponding to
the claimed means limitations.

Disclosure

Claim defines specific compuier,
patentability stands indepen-
dently from process claim.

Result

Disclosure identifies the specific
machine capable of performing
the indicated functions.

Explanation

Applicant B

The disclosure states that it would
be a matter of routine skill to select
an appropriate conventional com-
puter system and implement the
claimed process on that computer
system. The disclosure does not
have specific disclosure that corre-
sponds to the two “means” limita-
tions recited in the claim (ie., no
specific software or logic circuit).
The disclosure does have an ex-
planation of how to solve the wave-
function equations of a chemical
compound, and indicates that the
solutions of those wavefunction
equations can be employed to deter-
mine the physical structure of the
corresponding compound.

Claim encompasses any computer
embodiment of process claim; pat-
entability stands or falls with process
claim.

Disclosure does not provide an infor-
mation to distinguish the “imple-
mentation” of the process on a com-
puter from the factors that will gov-
ern the patentability determination
of the process per se. As such, the
patentability of this apparatus claim
will stand or fall with that of the pro-
cess claim.

(b) Statutory Process Claims

A claim that requires one or more acts to be per-
formed defines a process. However, not all processes are
statutory under 35 U.S.C. 101. To be statutory, a claimed
computer—related process must either: (1) result in a
physical transformation outside the computer for which
a practical application in the technological arts is either
disclosed in the specification or would have been known
to a skilled artisan (discussed in (i) below), or (2) be lim-
ited by the language in the claim to a practical applica-
tion within the technological arts (discussed in (if) be-
low). See Diamond v. Diehr, 450 U.S. at 183-84, 209
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USPQ at 6 (quoting Cochrane v. Deener, 94 U.S. 780,
78788 (1877)) (“A [statutory] process is a mode of
treatment of certain materials to produce a given result.
1t is an act, or a serics of acts, performed upon the sub-
ject—matter to be transformed and reduced to a differ-
ent state or thing. . .. The process requires that certain
things should be done with certain substances, and in a
certain order; but the tools to be used in doing this may
be of secondary consequence.”). See also Alappat,
33 F3d at 1543, 31 USPQ2d at 1556~57 (quoting Dia-
mond v. Diehr, 450 U.S. at 192, 209 USPQ at 10). See also
id. at 1569, 31 USPQ2d at 157879 (Newman, J., concur-
ring) (“unpatentability of the principle does not defeat
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\ patentability of its practical applicants”) (citing O‘Reilly

v. Morse, 56 U.S. (15 How.) at 114—19). The claimed
practical application must be a further limitation upon
the claimed subject matter if the process is confined to
the internal operations of the computer. If a physical
transformation occurs outside the computer, it is not
necessary to claim the practical application. A disclosure
that permits a skilled artisan to practice the claimed in-
vention, i.., to put it to a practical use, is sufficient. On
the other hand, it is necessary to claim the practical ap-
plication if there is no physical transformation or if the
process merely manipulates concepts or converts one set
of numbers into another.

A claimed process is clearly statutory if it results in a
physical transformation outside the computer, i.e., falls
into one or both of the following specific categories
(“safe harbors”).

(i) Safe Harbors

«~ Independent Physical Acts (Post—Computer
Process Activity)

A process is statutory if it requires physical acts to be
performed outside the computer independent of and fol-
lowing the steps to be performed by a programmed com-
puter, where those acts involve the manipulation of tan-
gible physical objects and result in the object having a dif-
ferent physical attribute or structure. Diamond v. Diehr,
450 U.S. at 187, 209 USPQ at 8, Thus, if a process claim
includes one or more post~computer process steps that
result in a physical transformation outside the computer
{beyond merely conveying the direct result of the com-
puter operation, see Section IV.B.2(d)(iii}), the claim is
clearly statutory.

Examples of this type of statutory process include
the following:

-~ A method of curing rubber in a mold which re-
lies upon updating process parameters, using a com-
puter processor to determine a time period for cur-
ing the rubber, using the computer processor to de-
termine when the time period has been reached in
the curing process and then opening the mold at that
stage.

- A method of controlling a mechanical robot
which relies upon storing data in a computer that
represents various types of mechanical movements
of the robot, using a computer processor to calculate
positioning of the robot in relation to given tasks to
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be performed by the robot, and controlling the ro-
bot’s movement and position based on the calcu-
lated position.

~  Manipulation of Data Representing Physical
Objects or Activities (Precomputer Process Activity)

Another statutory process is one that requires the
measurements of physical objects or activities to be
transformed outside of the computer into computer data
(In re Gelnovatch, 595 F2d 32, 41 n.7, 201 USPQ 136,
145 n.7 (CCPA 1979) (data—gathering step did not mea-
sure physical phenomenon)), where the data comprises
signals corresponding to physical objects or activities ex-
ternal to the computer system, and where the process
causes a physical transformation of the signals which are
intangible representations of the physical objects or ac-
tivities. Schrader, 22 F.3d at 294, 30 USPQ2d at 1459 cit-
ing with approval Arrhythmia, 958 F2d at 105859,
22 USPQ2d at 1037-38; Abele, 684 F2d at 909, 214
USPQ at 688; In. re Taner, 681 F.2d 787, 790, 214 USPQ
678, 681 (CCPA 1982).

Examples of this type of claimed statutory process
include the following:

- A method of using a computer processor to
analyze electrical signals and data representative of
human cardiac activity by converting the signals to
time segments, applying the time segments in re-
verse order to a high pass filter means, using the
computer processor to determine the amplitude of
the high pass filter’s output, and using the computer
processor to compare the value to a predetermined
value. In this example the data is an intangible rep-
resentation of physical activity, i.e., human cardiac
activity. The transformation occurs when heart ac-
tivity is measured and an electrical signal is pro-
duced. This process has real world value in predict-
ing vulnerability to ventricular tachycardia immedi-
ately after a heart attack.

- A method of using a computer processor to re-
ceive data representing Computerized Axial Tomo-
graphy (“CAT”) scan images of a patient, perform-
ing a calculation to determine the difference be-
tween a local value at a data point and an average
value of the data in a region surrounding the point,
and displaying the difference as a gray scale for cach
point in the image, and displaying the resulting
image. In this example the data is an intangible rep-
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resentation of a physical object; i.e., portions of the

. anatomy of a patient. The transformation occurs
when the condition of the human body is measured
with X—rays and the X—rays are converted into
electrical digital signals that represent the condition
of the human body. The real world value of the in-
vention lies in creating a new CAT scan image of
body tissue without the presence of bones.

-~ A method of using a computer processor to
conduct seismic exploration, by imparting spherical
‘seismic energy waves into the earth from a seismic
source, generating a plurality of reflected signals in
response to the seismic energy waves at a set of re-
ceiver positions in an array, and summing the reflec-
tion signals to produce a signal simulating the reflec-
tion response of the earth to the seismic energy. In
this example, the electrical signals processed by the
computer represent reflected seismic energy. The
transformation occurs by converting the spherical
seismic energy waves into electrical signals which
provide a geophysical representation of formations
below the earth’s surface, Geophysical exploration
of formations below the surface of the carth has real
world value.

If a claim does not clcarly fall into one or both of the
safe harbors. the claim may still be statutory if it is limit-
ed by the languagc in the claim to a practical application
in the technological arts.

(ii) Computer—Related Processes Limited to a
Practical Application in the Technological Arts

There is always some form of physical transforma-
tion within a computer because a computer acts on sig-
nals and transforms them during its operation and
changes the state of its components during the cxecution
of a process. Even though such a physical transformation
oceurs within a computer, such activity is not determina-
tive of whether thc process is statutory because such
transformation alonc docs not distinguish a statutory
computer process from a nonstatutory computer pro-
cess, What is determinative is not how the computer per-
forms the process, but what the computer does to
achieve a practical application. Sec Arrhythmia, 958 F.2d
at 1057, 22 USPQ2d at 1036.

A process that mercly manipulates an abstract idca
or performs a purely mathematical algorithm is nonsta-
tutory despite the fact that it might inherently have some
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usefulness. (In Sarkar, 588 F.2d at 1335, 200 USPQ at”
139, the court explained why this approach must be fol-
lowed:

No mathematical equation can be used, as a practical
matter, without establishing and substituting values for the
variables expressed therein. Substitution of values dictated by
the formula has thus been viewed as a form of mathematical
step. Ifthe steps of gathering and substitutingvalueswere alone
sufficient, every mathematical equation, formula, or algorithm
having any practical use would be per se subject to patentingasa
“process” under 101. Consideration of whether the substitu-
tion of specific values is enough to convert the disembodied
ideas presentin the formula into an embodiment of those ideas,
orintoanapplication of the formula, is foreclosed by the current
state of the law.)

For such subject matter to be statutory, the claimed pro-
cess must be limited to a practical application of the ab-
stract idea or mathematical algorithm in the technologi-
cal arts. See Alappat, 33 F3d at 1543, 31 USPQ2d at
1556—57 (quoting Diamond v. Diehr, 450 U.S. at 192,
209 USPQ at 10). See also Alappat at 1569, 31 USPQ2d
at 1578—79 (Newman, J., concurring) (“unpatentability
of the principle does not defeat patentability of its
practical applications”) (citing O’Reilly v. Morse, 56 U.S.
(15 How.) at 114—19). For example, a computer process
that simply calculates a mathematical algorithm that |
models noise is nonstatutory. However, a claimed pro-
cess for digitally filtering noisc employing the mathemat-
ical algorithm is statutory.

Examples of this type of claimed statutory process
include the following:

— A computerized method of optimally control-
ling transfer, storage and retricval of data between
cache and hard disk storage devices such that the
most frequently uscd data is readily available.

~ A method of controlling parallel processors to
accomplish multi—tasking of several computing
tasks to maximize computing cfficiency. See, c.g., In
re Bernhart, 417 F.2d 1395, 1400, 163 USPQ 611,
616 (CCPA 1969).

—~ A mcthod of making a word processor by stor-
ing an cxecutable word processing application pro-
gram in a gencral purpose digital computer’s
memory, and cxecuting the stored program to im-
part word processing functionality to the general
purposc digital computer by changing the state of
the computer’s arithmetic logic unit when program
instructions of the word processing program are cxe-
cuted.

2100—~16




PATENTABILITY

— A digital filtering process for removing noise
from a digital signal comprising the steps of calculat-
ing a mathematical algorithm to produce a correc-
tion signal and subtracting the correction signal
from the digital signal to remove the noise.

() Nonstatutory Process Claims

If the “acts” of a claimed process manipulate only
numbers, abstract concepts or ideas, or signals repre-
senting any of the foregoing, the acts are not being ap-
plied to appropriate subject matter. Thus, a process con-
sisting solely of mathematical operations, i.e., convert-
ing one set of numbers into another set of numbers, does
not manipulate appropriate subject matter and thus can-
not constitute a statutory process.

In practical terms, claims define nonstatutory pro-
cesses if they:

-~ consist solely of mathematical operations with-
out some claimed practical application (i.e., execut-
ing a “mathematical algorithm”); or

-~ simply manipulate abstract ideas, e.g., a bid
(Schrader, 22 F3d at 293-94, 30 USPQ2d at
1458-59) or a bubble hierarchy (Warmerdam,
33 F.3d at 1360, 31 USPQ2d at 1759), without some
claimed practical application.

A claimed process that consists solely of mathemati-
cal operations is nonstatutory whether or not it is per-
formed on a computer. Courts have recognized a dis-
tinction between types of mathematical algorithms,
namcly, some define a “law of naturc” in mathematical
terms and others merely describe an “abstract idea.”
See, e.g., In re Meyer, 688 F2d 789, 794—95, 215 USPQ
193, 197 (CCPA 1982) (“Scientific principles, such as the
relationship between mass and energy, and laws of na-
ture, such as the acceleration of gravity, namcly, a =
32 ft./sec.?, can be represented in mathematical format.
However, somc mathematical algorithms and formulac
do not represent scientific principles or laws of nature;
they represent idcas or mental processcs and are simply
logical vehicles for communicating possible solutions to
complex problems. The presence of a mathematical al-
gorithm or formula in a claim is merely an indication that
a scientific principle, law of naturc, idea or mental pro-
cess may be the subject matter claimed and, thus, justify a
rejection of that claim under 35 U.S.C 101; but the pres-
ence of a mathematical algorithm or formula is only a
signpost for further analysis.”). Cf. Alappat, 33 F.3d at
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1543 n.19, 31 USPQ2d at 1556 n.19 in which the Federal
Circuit recognized the confusion:

The Supreme Court has not been clear . . . as to whether
suchsubject matter is excluded from the scope of 101 because it
representslaws of nature, natural phenomena, or abstractideas.
See Diehr, 450 U.S, at 186 (viewed mathematical algorithm as a
law of nature); Gotschalk v. Benson, 409 U.S. 63, 7172 (1972)
(treated mathematical algorithm as an “idea”). The Supreme
Court also has not been clear as to exactly what kind of
mathematical subject matter may not be patented. The
Supreme Court hasused, among others, the terms “mathemati-
cal algorithm,” “mathematical formula,” and “mathematical
equation” to describe types of mathematical subject matter not
entitled to patent protection standing alone. The Supreme
Court has not set forth, however, any consistent or clear
explanation of what it intended by such terms or how these
terms are related, if at all,

Certain mathematical algorithms have been held to
be nonstatutory because they represent a mathematical
definition of a law of nature or a natural phenomenon.
For example, a mathematical algorithm representing the
formula E = mc2is a “law of nature” — it defines a “fun-
damental scientific truth” (i.e., the relationship between
energy and mass). To comprehend how the law of nature
relates to any object, one invariably has to perform cer-
tain steps (c.g., multiplying a number representing the
mass of an object by the square of a number representing
the speed of light). In such a case, a claimed proccss
which consists solely of the steps that one must follow to
solve the mathematical representation of E = mc? is in-
distinguishable from the law of nature and would “pre-
empt” the law of nature. A patent cannot be granted on
such a proccess.

Other mathematical algorithms have been held to be
nonstatutory becausc they merely describe an abstract
idca. An “abstract idca” may simply be any sequence of
mathematical opcrations that arc combined to solve a
mathematical problem. The concern addressed by hold-
ing such subjcct mattcr nonstatutory is that thc mathe-
matical operations merely describe an idea and do not
definc a proccss that represents a practical application of
the idea.

Accordingly, when a claim reciting a mathematical
algorithm is found to define nonstatutory subject matter
the basis of the 35 U.S.C. 101 rejection must be that,
whcn taken as awhole, the claim recites a law of nature, a
natural phenomcenon, or an abstract idea.
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(d) Certain Claim Language Related to Mathematical
Operation Steps of a Process

(i) Intended Use or Field of Use Statements

Claim language that simply specifies an intended
use or field of wse for the invention generally will not lim-
it the scope of a claim, particularly when only presented
in the claim preamble. Thus, Office personnel should be
careful to properly interpret such language. Walter, 618
F.2d-at 769, 205 USPQ at 409 (Because none of the
claimed steps were explicitly or implicitly limited to their
application in seismic prospecting activities, the court
held that “[a]lthough the claim preambles relate the
claimed invention to the art of seismic prospecting, the
claims themselves are not drawn to methods of or appa-
ratus for seismic prospecting; they are drawn to im-
proved mathematical methods for interpreting the re-
sults of seismic prospecting.”). Cf. Alappat, 33 F3d at
1544, 31 USPQ2d at 1558. When such language is
treated as nonlimiting, Office personnel should express-
ly identify in the Office action the claim language that
constitutes the intended use or field of use statements
and provide the basis for their findings. This will shift the
burden to applicant to demonstrate why the language is
to be treated as a claim limitation.

(i) Necessary Antecedent Step to Performance of a
Mathematical Operation or Independent
Limitation on a Claimed Process

In some situations, certain acts of “collecting” or
“selecting” data for use in a process consisting of one or
more mathematical operations will not further limit a
claim beyond the specified mathematical operation
step(s). Such acts merely determine values for the vari-
ables used in the mathematical formulae used in making
the calculations. Walter, 618 F.2d at 769-70, 205 USPQ
at 409. In other words, the acts are dictated by nothing
other than the performance of a mathematical opera-
tion. Sarker, 588 F.2d at 1335, 200 USPQ at 139.

If a claim requires acts to be performed to create
data that will then be used in a process representing a
practical application of one or more mathematical op-
erations, those acts must be treated as further limiting
the claim beyond the mathematical operation(s) per se.
Such acts are data gathering steps not dictatcd by the
algorithm but by other limitations which require certain
antecedent steps and as such constitute an independent
limitation on the claim.
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Examples of acts that independently limit a claimed
process involving mathematical operations include:

— a method of conducting seismic exploration
which requires generating and manipulating signals
from seismic energy waves before “summing” the
values represented by the signals (Zaner, 681 F2d at
788, 214 USPQ at 679); and

— a method of displaying X—ray attenuation
data as a signed gray scale signal in a “field” using a
particular algorithm, where the antecedent steps re-
quire generating the data using a particular machine
(e.g., a computer tomography scanner). Abele, 684
F.2d at 908, 214 USPQ at 687 (“The specification in-
dicates that such attenuation data is available only
when an X—ray beam is produced by a CAT scanner,
passed through an object, and detected upon its exit.
Only after these steps have been completed is the al-

. gorithm performed, and the resultant modified data
displayed in the required format.”).

"Examples of steps that do not independently limit
one or more mathematical operation steps include:

~  “perturbing” the values of a set of process in-
puts, where the subject matter “perturbed” was a
number and the act of “perturbing” consists of
substituting the numerical values of variables (Gel-
novatch, 595 F2d at 41 n.7, 201 USPQ at 145 n.7
(“Appellants’ claimed step of perturbing the values
of a set of process inputs (step 3), in addition to
being a mathematical operation, appears to be a
data—gathering step of the type we have held insuf-
ficient to change a nonstatutory method of calcula-
tion into a statutory process. . . . In this instance, the
perturbed process inputs are not even measured val-
ues of physical phenomena, but are instead derived
by numerically changing the values in the previous
set of process inputs.”)); and

— selecting a set of arbitrary measurement point
values (Sarkar, 588 F.2d at 1331, 200 USPQ at 135).

Such steps do not impose independent limitations
on the scope of the claim beyond those required by the
mathematical opcration limitation.

(iii) Post—Mathemstical Operation Step Using
Solution or Merely Conveying Result of Operation

In some instances, certain kinds of post—-solution
“acts” will not furthcr limit a process claim beyond the
performance of the preceding mathematical operation
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step even if the acts are recited in the body of a claim. If,
however, the claimed acts represent some “significant
use” of the solution, those acts will invariably impose an
independent limitation on the claim. A “significant use”
is any activity which is more than merely outputting the
direct result of the mathematical operation. Office per-
sonnel are reminded to rely on the applicant’s character-
ization of the significance of the acts being assessed to re-
solve questions related to their relationship to the math-
ematical operations recited in the claim and the inven-
tion as a whole. See Sarkar, 588 F2d at 1332 n.6, 200
USPQ at 136 n.6 (“post—solution” construction that was
being modeled by the mathematical process not consid-
ered in deciding 35 U.S.C. 101 question because appli-
cant indicated that such construction was not a material
element of the invention). Thus, if a claim requires that
the direct result of a mathematical operation be evaluat-
ed and transformed into something else, Office person-
nel cannot treat the subsequent steps as being indistin-
guishable from the performance of the mathematical op-
eration and thus not further limiting on the claim. For
example, acts that require the conversion of a series of
numbers representing values of a wavefunction equation
for a chemical compound into values representing an
image that conveys information about the three—dimen-
sional structure of the compound and the displaying of
the three—dimensional structure cannot be treated as
being part of the mathematical operations.

Office personnel should be especially careful when
reviewing claim language that requires the performance
of “post—solution” steps to ensure that claim limitations
are not ignored.

Examples of steps found not to independently limit a
process involving one or more mathematical operation
steps include:

~ - step of “updating alarm limits” found to consti-
tute changing the number value of a variable to rep-
resent the result of the calculation (Parker v. Flook,
437 U.S. 584, 585, 198 USPQ 193, 195 (1978));

~ final step of magnetically recording the result
of a calculation (Walter, 618 F.2d at 770,205 USPQ at
409 (“if 101 could be satisfied by the mere recorda-
tion of the results of a nonstatutory process on some
record medium, cven the most unskilled patent
draftsman could provide for such a step.”));

~ final step of “equating” the process outputs to
the values of the last set of process inputs found
to constitutc storing the result of calculations
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(Gelnovatch, 595 F2d at 41 n.7, 201 USPQ at 145
n.7);

— final step of displaying result of a calculation
“as a shade of gray rather than as simply a number”
found to not constitute distinct step where the data
were numerical values that did not represent any-
thing (4bele, 684 F2d at 909, 214 USPQ at 688
(“This claim presents no more than the calculation
of a number and display of the result, albeit in a par-
ticular format. The specification provides no great-
er meaning to ‘data in a field’ than a matrix of num-
bers regardless of by what method generated. Thus,
the algorithm is neither explicitly nor implicitly ap-
plied to any certain process. Moreover, that the re-
sult is displayed as a shade of gray rather than as sim-
ply a number provides no greater or better informa-
tion, considering the broad range of applications en-
compassed by the claim.”)); and

—  step of “transmitting electrical signals repre-
senting” the result of calculations (In re De Castelet,
562 F.2d 1236, 1244, 195 USPQ 439, 446 (CCPA
1977) (“That the computer is instructed to transmit
electrical signals, representing the results of its cal-
culations, does not constitute the type of ‘post solu-
tion activity’ found in Flook, [437 U.S. 584, 198
USPQ 193 (1978)], and does not transform the claim
into one for a process merely using an algorithm.
The final transmitting step constitutes nothing more
than reading out the result of the calculations.”)).

(e) Manipulation of Abstract Ideas Without a Claimed
Practical Application

A process that consists solely of the manipulation of
an abstract idea without any limitation to a practical ap-
plication is nonstatutory. Sce, ¢.g., Warmerdam, 33 F.3d
at 1360, 31 USPQ2d at 1759. See also Schrader, 22 F3d
at 295, 30 USPQ2d at 1459. Office personnel have the
burden to establish a prima facie case that the claimed
invention taken as a whole is directed to the manipula-
tion of abstract ideas without a practical application.
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In order to determine whether the claim is limited to
a practicai application of an abstract idea, Office person-

nel must analyze the claim as a whole, in light of the spec-

ification, to understand what subject matter is being ma-
nipulated and how it is being manipulated. During this
procedure, Office personnel must evaluate any state-
ments of intended use or field of use, any data gathering
step and any post—manipulation activity. See section
IV.B.2(d) above for how to treat various types of claim
langnage. Only when the claim is devoid of any limita-
tion to'a practical application in the technological arts
should it be rejected under 35 U.S.C. 101, Further, when
such a rejection is made, Office personnel must expressly
state how the language of the claims has been inter-
preted to support the rejection.

V.  Evaluate Application for Compliance with
35Us8.C.112

Office personnel shouid begin their evaluation of an
application’s compliance with 35 U.S.C. 112 by consider-
ing the requirements of 35 U.S.C. 112, second para-
graph. The second paragraph contains two separate and
distinct requirements: (1) that the claim(s) set forth the
subject matter applicants regard as the invention, and (2)
that the claim(s) particularly point out and distinctly
claim the invention. An application will be deficient un-
der 35 U.S.C. 112, second paragraph when (1) evidence
including admissions, other than in the application as
filed, shows applicant has stated that he or she regards
the invention to be different from what is claimed, or
when (2) the scope of the claims is unclear.

After evaluation of the application for compliancc
with 35 U.S.C. 112, second paragraph, Office personnel
should then evaluate the application for compliance with
the requirements of 35 U.S.C. 112, first paragraph. The
first paragraph contains three separatc and distinct re-
quirements: (1) adequate written description, (2) en-
ablement, and (3) best mode. An application will be defi-
cient under 35 U.8.C. 112, first paragraph when the writ-
ten description is not adequate to identify what the ap-
plicant has invented, or when the disclosure does not en-
able one skilled in the art to make and use the invention
a¢ claimed without undue experimentation. 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 sup-
port such a deficiency is scldom in the record.
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If deficiencies are discovered with respect to
35 U.S.C. 112, Office personnel must be careful to apply
the appropriate paragraph of 35 U.S.C. 112.

A. Determine Whether the Claimed Invention
Complies with 35 U.S.C. 112, Second Paragraph
Requirements

1.  Claims Setting Forth the Subject Matter Applicant
Regards as Invention

Applicant’s specification must conclude with
claim(s) that set forth the subject matter which the appli-
cant regards as the invention. The invention set forth in
the claims is presumed to be that which applicant regards
as the invention, unless applicant considers the inven-
tion to be something different from what has been
claimed as shown by evidence, including admissions, out-
side the application as filed. An applicant may change
what he or she regards as the invention during the pro-
secution of the application.

2.  Claims Particularly Pointing Out and Distinctly
Claiming the Invention

Office personnel shall determine whether the claims
set out and circumscribe the invention with a reasonable
degree of precision and particularity. In this regard, the
definiteness of the language must be analyzed, not in a
vacuum, but always in light of the teachings of the disclo-
sure as it would be interpreted by one of ordinary skill in
the art. Applicant’s claims, interpreted in light of the dis-
closure, must reasonably apprise a person of ordinary
skill in the art of the invention. However, the applicant
need not explicitly recite in the claims every feature of
the invention. For example, if an applicant indicates that
the invention is a particular computer, the claims do not
have to recite every element or feature of the computer.
In fact, it is preferable for claims to be drafted in a form
that emphasizes what the applicant has invented (i.c.,
what is new rather than old).

A mcans plus function limitation is distinctly
claimed if the description makes it clear that the means
corresponds to well —defined structure of a computer or
computer component implemented in either hardware
or software and its associated hardware platform. Such
means may be defined as:

— a programmed computer with a particular
functionality implemented in hardware or hardware
and softwarc;
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~ 8 logic circuit or other component of a pro-
grammed computer that performs a series of specifi-
cally identified operations dictated by a computer
program; or

— acomputer memory encoded with executable
instructions representing a computer program that
can cause a computer to function in a particular
fashion.

The scope of a “means” limitation is defined as the
corresponding structure or material (e.g., a specific logic
circuit) set forth in the written description and equiva-
lents. See MPEP § 2181 through § 2186. Thus, a claim
using means plus function limitations without corre-
sponding disclosure of specific structures or materials
that are not well—known fails to particularly point out
and distinctly claim the invention, For example, if the ap-
plicant discloses only the functions to be performed and
provides no express, implied or inherent disclosure of
hardware or a ccmbination of hardware and software
that performs the functions, the application has not dis-
closed any “structure” which corresponds to the claimed
means, Office personnel should reject such claims under
35 U.S.C. 112, second paragraph. The rejection shifts the
burden to the applicant to describe at least one specific
structure or material that corresponds to the claimed
means in question, and to identify the precise location or
locations in the specification where a description of at
least one embodiment of that claimed means can be
found. In contrast, if the corresponding structure is dis-
closed to be a memory or logic circuit that has been con-
figured in some manner to perform that function (e.g.,
using a defined computer programy), the application has
disclosed “structurc” which corresponds to the claimed
means.

When a claim or part of a claim is defined in comput-
er program code, whether in source or object code for-
mat, a person of skill in the art must be able to ascertain
the metes and bounds of the claimed invention. In cer-
tain circumstances, as where sclf—-documenting pro-
gramming code is employed, use of programming lan-
guage in a claim would be permissible because such pro-
gram source code presents “sufficiently high—level lan-
guage and descriptive identificrs” to make it universally
understood to others in the art without the programmer
having to insert any comments. See Computer Dictio-
nary 353 (Microsoft Press, 2ed. 1994) for a definition of
“self-documenting code.” Applicants should be en-
couraged to functionally define the steps the computer
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will perform rather than simply reciting source or object
code instructions.

B. Determine Whether the Claimed Invention
Complies with 35 U.S.C. 112, First Paragraph
Requireimnents

1. Adequate Written Description

The satisfaction of the enablement requirement
does not satisfy the written description requirement. See
In re Barker, 559 F2d 588, 591, 194 USPQ 470,
472 (CCPA 1977), cert. denied, Barker v. Parker, 434 U.S.
1064 (1978) (a specification may be sufficient to enable
one skilled in the art to make and use the invention, but
still fail to comply with the written description require-
ment). See also In re DiLeone, 436 F2d 1404, 1405,
168 USPQ 592, 593 (CCPA 1971). For the written de-
scription requirement, an applicant’s specification must
reasonably convey to those skilled in the art that the ap-
plicant was in possession of the claimed invention as of
the date of invention. The claimed invention subject
rnatter need not be described literally, i.e., using the
same terms, in order for the disclosure to satisfy the
description
requirement,

2. Enabling Disclosure

An applicant’s specification must cnable a person
skilled in the art to make and use the claimed invention
without undue experimentation. The fact that exper-
imentation is complex, however, will not make it undue if
a person of skill in the art typically cngagcs in such com-
plex experimentation. For a computcr—related inven-
tion, the disclosure must enable a skilled artisan to con-
figurc the computer to possess the requisite functional-
ity, and, where applicable, interrelate the computer with
other elements to yicld the claimed invention, without
the cxercise of unduc experimentation. The specifica-
tion should disclose how to configure a computer to pos-
sess the requisite functionality or how to integratc the
programmed computer with other elements of the inven-
tion, unless a skilled artisan would know how to do so
without such disclosurc. Sce, c.g., Northern Telecom
v. Datapoint Corp., 908 F2d 931, 941-43, 15 USPQ2d
1321, 132830 (Fed. Cir.), cert. denied, Datapoint Corp.
v. Northern Telecom, 498 U.S. 920 (1990) (judgment of in-
validity reversed for clear error where expert testimony
on both sides showed that a programmer of reasonable
skill could write a satisfactory program with ordinary cf-
fort based on the disclosure); DeGeorge v. Bernier,
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768 F.2d 1318, 1324, 226 USPQ 758, 762—63 (Fed. Cir.
1985) (superseded by statute with respect to issues not
relevant here) (invention was adequately disclosed for
purposes of enablement even though all of the circuitry
of a word processor was not disclosed, since the undis-
closed circuitry was deemed inconsequential because it
did not pertain to the claimed circuit); In re Phillips,
608 F.2d 879, 88283, 203 USPQ 971, 975 (CCPA 1979)
(computerized method of generating printed architec-
tural specifications dependent on use of glossary of pre-
defined standard phrases and error—checking feature
enabled by overall disclosure generally defining errors);
In re Donohue, 550 F2d 1269, 1271, 193 USPQ 136,
137 (CCPA 1977) (“Employment of block diagrams
and descriptions of their functions is not fatal under
35 U.S.C. 112, first paragraph, providing the repre-
sented structure is conventional and can be determined
without undue experimentation.”); In re Knowiton,
481 F.2d 1357, 1366—68, 178 USPQ 486, 493—94 (CCPA
1973) (examiner’s contention that a software invention
needed a detailed description of all the circuitry in the
complete hardware system reversed).

For many computer—related inventions, it is not un-
usual for the claimed invention to involve more than one
field of technology. For such inventions, the disclosure
must satisfy the enablement standard for each aspect of
the invention. See In re Naquin, 398 F2d 863, 866, 158
USPQ 317, 319 (CCPA 1968) (“When an invention, in its
different aspects, involves distinct arts, that specification
is adequate which cnables the adepts of each art, thosc
who have the best chance of being cnabled, to carry out
the aspect proper to their specialty.”); Ex parte Zechnall,
194 USPQ 461, 461 (Bd. App. 1973) (“appcllants’ disclo-
surc must be held sufficient if it would cnable a person
skilled in the clectronic computer art, in cooperation
with a person skilled in the fuel injection art, to make and
usc appellants’ invention”). As such, the disclosure must
tcach a person skilled in cach art how to make and usc
the relevant aspect of the invention without unduc cx-
perimentation. For cxample, to enable a claim to a pro-
grammed computer that detcrmines and displays the
three—~dimensional structurc of a chemical compound,
the disclosurc must

- cnable a person skilled in the art of molecular
modeling to understand and practice the underlying
molecular modeling processes; and

- enable a person skilled in the art of computer
programming to crcatc a program that dirccts a
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computer to create and display the image represent-
ing the three—dimensional structure of the com-
pound.

In other words, the disclosure corresponding to each
aspect of the invention must be enabling to a person
skilled in each respective art.

In many instances, an applicant will describe a pro-
grammed computer by outlining the significant elements
of the programmed computer using a functional block
diagram. Office personnel should review the specifica-
tion to ensure that along with the functional block dia-
gram the disclosure provides information that adequate-
ly describes each “element” in hardware or hardware
and its associated software and how such elements are
interrelated. See In re Scarbrough, 500 F.2d 560, 565,
182 USPQ 298, 30102 (CCPA 1974) (“It is not enough
that a person skilled in the art, by carrying on investiga-
tions along the line indicated in the instant application,
and by a great amount of work eventually might find out
how to make and use the instant invention. The statute
requires the application itself to inform, not to direct
others to find out for themselves (citation omitted).”);
Knowiton, 481 F.2d at 1367, 178 USPQ at 493 (disclosure
must constitutec more than a “sketchy cxplanation of flow
diagrams or a barc group of program listings together
with a reference to a proprictary computer on which they
might be run”). Scc also In re Gunn, 537 F.2d 1123,
1127-28, 190 USPQ 402, 405 (CCPA 1976); In re Brand-
stadter,

484 F2d 1395, 1406-07, 17 USPQ 286, 294 (CCPA
1973); and In re Ghiron, 442 F2d 985, 991, 169 USPQ
723, 727-28 (CCPA 1971).

V1. Determine Whether the Claimed Invention
Complies with 35 U.S.C. 102 and 103

As is the casc for inventions in any ficld of tcchnolo-
gy, asscssment of a claimed computcr—rclated invention
for compliance with 35 U.S.C. 102 and 103 begins with a
comparison of the claimcd subject matter to what is
known in the prior art. If no diffcrences are found be-
tween the claimed invention and the prior art, the
claimed invention lacks novelty and is to be rejected by
Office personnel under 35 U.S.C. 102. Once distinctions
are identificd between the claimed invention and the
prior art, thosc distinctions must bc assessed and rc-
solved in light of the knowledge possesscd by a person of
ordinary skill in the art. Against this backdrop, onc must
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- determine whether the invention would have been ob-

vious at the time the invention was made. If not, the
claimed invention satisfies 35 U.S.C. 103. Factors and
considerations dictated by law governing 35 U.S.C. 103
apply without modification to computer—related inven-
tions.

If the difference between the prior art and the
claimed invention is limited to descriptive material
stored on or employed by a machine, Office personnel
must determine whether the descriptive material is func-
tional descriptive material or nonfunctional descriptive
material, as described supra in Section I'V. Functional de-
scriptive material is a limitation in the claim and must be
considered and addressed in assessing patentability un-
der 35 U.S.C. 103. Thus, a rejection of the claim as a
whole under 35 U.S.C. 103 is inappropriate unless the
functional descriptive material would have been sug-
gested by the prior art. Nonfunctional descriptive mate-
rial cannot render nonobvious an invention that would
have otherwise been obvious. Cf. In re Gulack, 703 E2d
1381, 1385, 217 USPQ 401, 404 (Fed. Cir. 1983) (when
descriptive material is not functionally related to the
substrate, the descriptive material will not distinguish
the invention from the prior art in terms of patentability).

Common situations involving nonfunctional de-
scriptive material are:

-~ a computer~rcadable storage medium that
differs from the prior art solcly with respect to non-
functional descriptive material, such as music or a
literary work, cncoded on the medium,

210023

2106

— acomputer that differs from the prior art solely
with respect to nonfunctional descriptive material
that cannot alter how the machine functions (i.e.,
the descriptive material does not reconfigure the
computer), or

— a process that differs from the prior art only
with respect to nonfunctional descriptive material
that cannot alter how the process steps are to be per-
formed to achieve the utility of the invention.

Thus, if the prior art suggests storing a song on a disk,
merely choosing a particular song to store on the disk
would be presumed to be well within the level of ordinary
skill in the art at the time the invention was made. The
difference between the prior art and the claimed inven-
tion is simply a rearrangement of nonfunctional descrip-
tive material.

VII. Clearly Communicate Findings, Conclusions and
Their Bases

Once Office personnel have concluded the above
analyses of the claimed invention under all the statutory
provisions, including 35 U.S.C. 101, 112, 102 and 103,
they should review all the proposed rejections and their
bases to confirm their correctness. Only then should any
rejection be imposed in an Office action. The Office ac-
tion should clearly communicate the findings, conclu-
sions and reasons which support them.
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Appendix to Examination Guidelines for Computer—Related Inventions

Computer-Releted inventions

il. Determine What Applicent Hae invented and ls Seeking to Patent

A. ldentify and Undarstand Any Practical Application Asserted
for the Invention

B. Review the Datalled Disclosure and Specific Embodiments
of the Invention to Datermine What the Applicant Has invented

C. Revlew the Claims

P lli. Conduct a Thorough Search of the Prior Art |

1V: Detanming Whether the Gisimed inveniion Compiies with 35 U.8.C: §101 (8se A2}

V. Evsluzte Appllcation for Complience with 35 U.S.C. § 112

A. Detemmine Whether the Claimed invention Complies with
35 U.8.C. § 112, Second Paragraph

1. Claims Setting Forth the Subject Matter Applicant
Regards as invention

2. Cladms Particularly Polnting Out and Distinctly
Clalming the Invention

B. Determine Whether the Clalmed invention Complies with
35 U.S.C. § 112, First Paragraph

1. Adequate Wiitten Description
2. Enabling Disclosure

vi, Deterrnine Whether the Clalmed Invention Compllee with 3§ U.8.C. § § 102 and 103

1
Vii. Clesrty Communicate Findings, Conecluslons and Thelr Bases
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IV. Detarming Whether the Claimed invention Complise with 38 U.S.C. § 101

I

[ Consider the Breadth of 35 U.S.C. § 101 |

i

{——L Classify the Claimed Invertion |

Functions! Non-funcional
Descrigiive Mateial o egl.Jm Mc.ﬂmtﬂm”md s] o | ANalurel Phanomenon
(data siruchuro per 80 Lol g gata) porsaoron | (&9 hEyoF
Of compier program computer readable magpelism)
per ga) g
| no
' Statutory
hairat A machine or A spedific ves Preduct
p:fm: a NO|°  manufaciure for machine of
computer? &1 pesforming a process | manufaciure?
‘YES NO
man] YES
| Evetusto process to determine .. et Mately merpulales Y25
‘ solves a purely
mathematical
protilem without any,
Performs NO. NO
independent Manipulates data representing »y limiialiontoa  Statutory
physical ects |y oblacis or activitles io practical appllcation Sublect
(postcomputer | | Bhieva a practical application ves ll‘l tjte:
process activity) {pre-compuler process actlvity) i atte: .

2106.01 Computer Programming and
35 U.S.C. 112, First
Paragraph [R—3]

The requirements for sufficient disclosurc of inven-
tions involving computer programming is the same as for
all inventions sought to be patented. Namely, there must
be an adequate written description, the original disclo-
sure should be sufficiently cnabling to allow one to make
and use the invention as claimed, and there must be pre-
sentation of a best mode for carrying out the invention.

The following guidelines, while applicable to a wide
range of arts, are intended to provide a guide for analyz-
ing 35 U.S.C. 112, first paragraph, issues in applications
involving computer programs, software, firmware, or
block diagram cases wherein one or more of the “block
diagram” elements are at least partially comprised of a
computer software component. It should be recognized
that sufficiency of disclosure issues in computer cascs
necessarily will require an inquiry into both the sufficien-
cy of the disclosed hardware as well as the disclosed soft-

ware duc to the interrelationship and interdependence
of computer hardware and software.

Written Description

The function of the description requirement is to en-
surc that the inventor had possession of, as of the filing
date of thc application relied on, the specific subject
matter later claimed by him or her; how the specifica-
tion accomplishes this is not material. In re Herschler,
200 USPQ 711, 717 (CCPA 1979) and further reiterated
in In re Kasiow, 217 USPQ 1089 (Fed. Cir. 1983). Scc
also, MPEP § 2163 — § 2163.04.

Best Mode

While the purposc of the best mode requirement is to
“restrain inventors from applying for patents while at the
same time conccaling from the public the preferred em-
bodiments of their inventions which they have in fact con-
ccived,” In re Gay, 135 USPQ 311, 315 (CCPA 1962);
“**only evidence of concealment (accidental or intention-
al) is to be considered >{in judging thc adequacy of a best
mode disclosure}< . That evidence, in order to result in
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affirmance of a best mode rejection, must tend to show that
the quality of an applicant’s best mode dislosure is so poor
as to effectively result in concealment.” In re Sherwood,

204 USPQ 537, 544 (CCPA 1980). Also, see White

Consolidated Industries v. Vega Servo—Control, 214 USPQ
796, 824 (S.D. Michigan, S. Div. 1982), aff’d on other
grounds, 218 USPQ 961 (Fed. Cir. 1983). See also,
MPEP § 2165 — § 2165.04.

>There are two factual inquiries to be made in
determining whether a specification satisfies the best
mode requirement. First, there must be a subjective
determination as to whether at the time the application
was filed, the inventor knew of a best mode of practicing
the invention. Second, if the inventor had a best mode of
practicing the invention, there must be an objective de-
termination as to whether the best mode was disclosed in
sufficient detail to allow one skilled in the art to practice
it. Fonar Corp. v. General Electric Co., __F3d __,
41 USPQ2d 1801, 1804 (Fed. Cir. 1997); Chemcast Corp.
v. Arco Industries, 913 F2d 923, 92728, 16 USPQ2d
1033, 1036 (Fed. Cir. 1990). “As a general rule, where
software constitutes part of a best mode of carrying out
an invention, description of such a best mode is satisfied
by a disclosure of the functions of the software. This is
because, normally, writing code for such software is with-
in the skill of the art, not requiring undue experimenta-
tion, once its functions have been disclosed. . . . [Fjlow
charts or source code listings are not a requirement for
adequately disclosing the functions of software.” Fonar
Corp., ___F3d at __, 41 USPQ2d at 1805 (citations
omitted). <

Enablement

When basing a rejection on the failure of the appli-
cant’s disclosure to meet the enablement provisions of
the first paragraph of 35 U.S.C. 112, the examincr must
establish on the record that he has a reasonable basis for
questioning the adequacy of the disclosure to enablc a
person of ordinary skill in the art to make and use the
claimed invention without resorting to undue exper-
imentation. See In re Brown, 177 USPQ 691 (CCPA
1973); In re Ghiron, 169 USPQ 723 (CCPA 1971). Once
the examiner has advanced a reasonable basis for ques-
tioning the adequacy of the disclosure, it becomes in-
cumbent on the applicant to rebut that challenge and fac-
tually demonstrate that his or her application disclosure
is in fact sufficient. See In re Doyle, 179 USPQ at
232 (CCPA 1973); In re Scarbrough, 182 USPQ 298,
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302 (CCPA 1974); In re Ghiron, supra. See also, MPEP
§ 2106, V.B.2 and § 2164 — § 2164.08(c).

2106.02 Disclosure in Computer
Programming Cases [R~1]

>To establish a reasonable basis for questioning the
adequacy of a disclosure, the examiner must present a
factual analysis of a disclosure to show that a person
skilled in the art would not be able to make and use the
claimed invention without resorting to undue exper-
imentation.

In computer cases, it is not unusual for the claimed
invention to involve two areas of prior art or more than
one technclogy, (White Consolidated, supra, 214 USPQ
at 821); e.g., an appropriately programmed computer
and an area of application of said computer. In regard to
the “skilled in the art” standard, in cases involving both
the art of computer programming, and another technol-
ogy, the examiner must recognize that the knowledge of
persons skilled in both technologies is the appropriate
criteria for determining sufficiency. See In re Naguin,
158 USPQ 317, (CCPA1968); In re Brown, 177 USPQ 691
(CCPA 1973); and White Consolidated, supra at B22.

In a typical computer case, system components are
often reprcsented in a “block diagram” format, ic., a
group of hollow rectanglcs representing the clements of
the system, functionally labelled, and intcrconnected by
lines. Such block diagram computer cases may bc catcgo-
rized into (1) systems which include but are more com-
prehensive than a computer and (2) systems wherein the
block clements arc totally within the confines of a com-
puter.

BLOCK ELEMENTS MORE COMPREHENSIVE
THAN A COMPUTER

The first catcgory of such block diagram cases in-
volves systems which include a computer as well as other
system hardware and/or softwarc components. In order
to meet his burden of establishing a reasonable basis for
questioning the adequacy of such disclosure, the examin-
er should initiate a factual analysis of the system by fo-
cusing on cach of the individual block element compo-
nents. More specifically, such an inquiry should focus on
the diverse functions attributed to each block element as
well as the teachings in the specification as to how such a
component could be implemented. If based on such an
analysis, the cxaminer can reasonably contend that more
than routine experimentation would be required by onc
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) of ordinary skill in the art to implement such a compo-

),

nent or components, that component or components
should specifically be challenged by the examiner as part
of a35U.S.C. 112, first paragraph rejection. Additional-
ly, the examiner should determine whether certain of the
hardware or software components depicted as block ele-
ments are themselves complex assemblages which have
widely differing characteristics and which must be pre-
cisely coordinated with other complex assemblages. Un-
der such circumstances, a reasonable basis may exist for
challenging such a functional block diagram form of dis-
closure. See In re Ghiron, supra, In re Brown, supra.
Moreover, even if the applicant has cited prior art pat-
ents or publications to demonstrate that particular block
diagram hardware or software components are old, it
should not always be considered as self—evident how
such components are to be interconnected to function in
a disclosed complex manner. See In re Scarbrough, supra,
at 301 and In re Forman, 175 USPQ 12, 16 (CCPA 1972).
Furthermore, in complex systems including a digital
computer, a microprocessor, or a complex control unit as
one of many block diagram elements, timing between
various system elements may be of the essence and with-
out a timing chart relating the timed sequences for each
clement, an unreasonable amount of work may be re-
quired to come up with the detailed relationships an ap-
plicant alleges that he has solved. See In re Scarbrough,
supra at 302,

For cxamplc, in a block diagram disclosurc of a com-
plex claimed system which includes a microprocessor and
other systcm components controlled by the microproces-
sor, a mere reference to a prior art, comunercially availablc
microproccssor, without any description of the precise op-
crations to be performed by the microprocessor, fails to
disclose how such a microprocessor would be properly pro-
grammed to cithcr perform any required calculations or to
coordinatc thc other system components in the proper
timed sequence to perform the functions disclosed and
claimed. If, in such a system, a particular program is dis-
closed, such a program should be carefully reviewed to
ensure that its scope is commensurate with the scopc of
the functions attributed to such a program in thc claims.
See In re Brown, supra at 695. If the disclosure fails to dis-
close any program and if more than routinc cxper-
imentation would be required of one skilled in the art to
generate such a program, the cxaminer clearly would
have a reasonable basis for challenging the sufficiency of
such a disclosure. The amount of cxperimentation that is
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considered routine will vary depending on the facts and
circumstances of individual cases. No exact numerical
standard has been fixed by the courts, but the “amount of
required experimentation must, however, be reason-
able” (White Consolidated, supra, at 963.) One court ap-
parently found that the amount of experimentation in-
volved was reasonable where a skilled programmer was
able to write a general computer program, implementing
an embodiment form, within 4 hours. (Hirschfield, supra,
at 279 et seq.). On the other hand, another court found
that, where the required period of experimentation for
skilled programmers to develop a particular program
would run to 1%z to 2 man years, this would be “a clearly
unreasonable requirement” (White Consolidated, supra
at 963).

BLOCK ELEMENTS WITHIN A COMPUTER

The second category of block diagram cases occurs
most frequently in pure data processing applications
where the combination of block elements is totally within
the confines of a computer, there being no interfacing
with external apparatus other than normal input/output
devices. In some instances, it has been found that partic-
ular kinds of block diagram disclosures were sufficient to
meet the enabling requirement of 35 U.S.C. 112, first
paragraph. Sec /n re Knowlton, 178 USPQ 486 (CCPA
1973), In re Comstock and Gilmer, 178 USPQ 616 (CCPA
1973). Most significantly, however, in both thc Com-
stock and Knowlton cascs, the decisions turned on the
appellants disclosure of (1) a rcfercnce to and reliancc
onan identified prior art computer system and (2) an op-
crative computer program for the referenced prior art
computer systcm. Morcover, in Knowlton the disclosurc
was presentcd in such a detailed fashion that the individ-
ual program’s steps were specifically interrelated with
the operative structural clements in the referenced prior
art computer system. The Court in Knowlton indicatcd
that the disclosurc did not merely consist of a sketchy ex-
planation of flow diagrams or a barc group of program
listings togecther with a reference to a proprietary com-
puter in which they might be run. The disclosurc was
characterized as going into considerable detail into cx-
plaining the interrelationships between the disclosed
hardware and software clements. Under such circum-
stances, the Court considered the disclosure to be con-
cise as well as full, clear, and cxact to a sufficicnt degrec
to satisfy the litcral language of 35 U.S.C. 112, first para-
graph. It must be cmphasized that becausc of the signifi-
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cance of the program listing and the reference to and re-
liance on an identified prior art computer system, absent
either of these items, a block element disclosure within
the confines of a computer should be scrutinized in pre-
cisely the same manner as the first category of block dia-
gram cases discussed above.

Regardless of whether a disclosure involves block
elements more comprehensive than a computer or block
elements totally within the confines of a computer, the
examiner, when analyzing method claims, must recog-
nize that the specification must be adequate to teach
how to practice the claimed method. If such practice re-
quires particular apparatus, it is axiomatic that the ap-
plication must therefore provide a sufficient disclosure
of that apparatus if such is not already available. See In re
Ghiron, supra at 727 and In re Gunn, 190 USPQ 402, 406
(CCPA 1976). When the examiner questions the ade-
guacy of computer system or computer programming
disclosures, the examiner’s reasons for finding the speci-
fication to be nonenabling should be supported by the rc-
cord as a whole. In this regard, it is also essential for the
examiner to reasonably challenge evidence submitted by
the applicant. For example, in In re Naguin, supra,
affiant’s statement unchallenged by the examiner, that
the average computer programmer was familiar with the
subroutine necessary for performing the claimed pro-
cess, was held to be a statement of fact which rendered
the examiner’s rejection baseless. In other words, unless
the examincr presents a rcasonable basis for challenging
the disclosurc in view of the record as a whole, a
35 U.S.C. 112, first paragraph rejection in a computer
system or computcer programming casc will not be
sustained on appeal. Sce In re Naguin, supra, In re
Morehouse and Bolton, 192 USPQ 29, 32 (CCPA 1976).

While no specific universally applicablc rule cxists for
recognizing an insufficientlydisclosed applicationinvolving
computer programs, an cxamining guideline to generally
follow is to challenge the sufficiency of such disclosures
which fail toinclude cither the computer programitselfora
reasonably detailed flowchart which delineates the sc-
quence of operations the program must perform. In pro-
gramming applications software disclosure only includes a
flowchart, as the complexity of functions and the generality
of the individual components of the flowchart increase, the
basis for challenging the sufficiency of such a flowchart be-
comes more reasonable because the likelihood of morc
than routine experimentation being required to gencratc a
working program from such a flowchart also incrcases.
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As stated earlier, once an examiner has advanced a
reasonable basis or presented evidence to question the
adequacy of a computer system or computer program-
ming disclosure, the applicant must show that his or her
specification would enable one of ordinary skill in the art
to make and use the claimed invention without resorting
to undue experimentation. In most cases, efforts to meet
this burden involve submitting affidavits, referencing
prior art patents or technical publications, arguments of
counsel, or combinations of these approaches.

AFFIDAVIT PRACTICE (37 CFR 1.132)

In computer cases, affidavits must be critically ana-
lyzed. Affidavit practice usually initially involves analyz-
ing the skill level and/or qualifications of the affiant,
which should be of the routineer in the art. When an
affiant’s skill level is higher than that required by the rou-
tineer for a particular application, an examiner may chal-
lenge the affidavit since it would not be made by a routi-
neer in the art, and therefore would net be probative as
to the amount of experimentation required by a routi-
neer in the art to implement the invention. An affiant
having a skill level or qualifications above that of the rou-
tineer in the art would require less experimentation to
implement the claimed invention than that for the routi-
ncer. Similarly, an affiant having a skill level or qualifica-
tions below that of the routineer in the art would require
more experimentation to implement the claimed inven-
tion than that for the routineer in the art. In either situa-
tion, the standard of the routineer in the art would not
have been met.

In computer systems or programming cases, the
problems with a given affidavit, which relate to the suffi-
ciency of disclosure issuc, generally involve affiants sub-
mitting few facts to support their conclusions or opin-
ions. Some affidavits may go so far as to present conclu-
sions on the ultimate lcgal question of sufficiency. /n re
Brandstadter, Kienzle and Sykes, 179 USPQ 286 (CCPA
1973) illustrates the cxtent of the inquiry into the factual
basis underlying an affiant’s conclusions or opinions. In
Brandstadter, the invention concerned a stored program
controller (computer) programmed to control the stor-
ing, retrieving, and forwarding of messages in a commu-
nications system. The disclosure consisted of broadly de-
fined block diagrams of the structure of the invention
and no flowcharts or program listings of the programs of
the controller, The Court quoted extensively from the
Examiner’s Officc Actions and Examiner’s Answer in its
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opinion where it was apparent that the Examiner consis-
tently argued that the disclosure was merely a broad
system diagram in the form of labelled block diagrams
along with statements of a myriad of desired results. Var-
ious affidavits were presented in which the affiants
stated that all or some of the system circuit elements in
the block diagrams were either well-known in the art or
“could be constructed” by the skilled design engineer,
that the controller was “capable of being programmed”
to perform the stated functions or results desired, and
that the routineer in the art “could design or construct or
was able to program” the system. The Court did consider
the affiants’ statements as being some evidence on the
uitimate legal question of enablement but concluded
that the statements failed in their purpose since they re-
cited conclusions or opinions with few facts to support or
buttress these conclusions. With reference to the lack of
a disclosed computer program or even a flowchart of the
program to control the message switching system, the re-
cord contained no evidence as to the number of pro-
grammers needed, the number of man—hours and the
level of skill of the programmers to produce the program
required to practice the invention,

It should be noted also that it is not opinion evidence
directed to thc ultimate legal question of enablement,
but rather factual evidence directed to the amount of
time and effort and level of knowledge required for the
practice of the invention from the disclosure alone which
can be expected to rebut a prima facie case of nonenable-
ment. Sec Hirschfield v. Banner, Commissioner of Patents
and Trademarks, 200 USPQ 276, 281 (D.D.C. 1978). It

" has also bcen held that where an inventor described the

problem to be solved to an affiant, thus enabling the
affiant to generate a computer program to solve the
problem, such an affidavit failed to demonstratc that the
application alone would have taught a person of ordinary
skill in the art how to make and usc the claimed inven-
tion. See In re Brown, supra at 695. The Court indicated
that it was not factually established that the applicant did
not convey to the affiant vital and additional information
in their several meetings in addition to that set out in the
application. Also of significance for an affidavit to be
relevant to the determination of enablement is that it
must be probative of the level of skill of the routincer in
the art as of the time the applicant filed his application.
See In re Gunn, supra at, 406. In this case, each of the
affiants stated what was known at the time he cxecuted
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the affidavit, and not what was known at the time the ap-
plicant filed his application.

REFERENCING PRIOR ART DOCUMENTS

Earlier, it had been discussed that citing in the speci-
fication the commercial availability of an identified prior
art computer system is very pertinent to the issue of en-
ablement. But in some cases, this approach may not be
sufficient to meet the applicant’s burden. Merely citing
in an affidavit extracts from technical publications in or-
der to satisfy the enablement requirement is not suffi-
cient if it is not made clear that a person skilled in the art
would know which, or what parts, of the cited circuits
could be used to construct the claimed device or how they
could be interconnected to act in combination to pro-
duce the required results. See In re Forman, supra at 16.
This analysis would appear to be less critical where the cir-
cuits comprising applicant’s system are essentially standard
components comprising an identified prior art computer
system and a standard device attached thereto.

Prior art patents are often relied on by applicants to
show the state of the art for purposes of enablement.
However, these patents must have an issue date earlier
than the effective filing date of the application under
consideration. See In re Budnick, 190 USPQ 422,
424 (CCPA 1976). An analogous point was made in In re
Gunn, supra where the court indicatcd that patents is-
sued after the filing date of the applicant’s application
are not evidence of subject matter known to any person
skilled in the art since their subject matter may have been
known only to the patentees and the Patent and Tradc-
mark Office.

Merely citing prior art patents to demonstratc that
the challenged components arc old may not be sufficicnt
proof since, even if cach of the enumerated devices or
labelled blocks in a block diagram disclosure were old,
per se, this would not make it self—cvident how each
would be interconnected to function in a disclosed com-
plex combination manner. Therefore, the specification
in cffect must set forth the integration of the prior art;
otherwise, it is likely that undue experimentation, or
more than routine experimentation would be required
to implement the claimed invention. See In re Scar-
brough, supra at 301. The Court also noted that any cited
patents which are used by the applicant to demonstrate
that particular box diagram hardware or software com-
ponents are old must be analyzed as to whether such
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patents are germane to the instant invention and as
to whether such components provide better detail of
disclosure as to such components than an applicant’s own
disclosure. Also any patent or publication cited to pro-
vide evidence that a particular programming technique

is well-known in the programming art does not demon-

strate that one of ordinary skill in the art could make and
use correspondingly disclosed programming techniques
unless both programming techniques are of approximately
the same degree or complexity. See Ir re Knowiton, supra
at 37 (CCPA 1974).

ARGUMENTS OF COUNSEL

Arguments of counsel may be effective in establish-
ing that an examiner has not properly met his or her bur-
den or has otherwise erred in his or her position. In these
sitliations,' an examiner may have failed to set forth any
basis for questioning the adequacy of the disclosure or
may not have considered the whole specification, includ-
ing the drawings and the written description. However, it
must be emphasized that arguments of counsel alone
cannot take the place of evidence in the record once an
examiner has advanced a reasonable basis for question-
ing the disclosure. See In re Budnick, supra at, 424; In re
Schuize, 145 USPQ 716 (CCPA 1965); and In re Cole,
140 USPQ 230 (CCPA 1964). For example, in a case
where the record consisted substantially of arguments
and opinions of applicant’s attorney, the Court indicated
that factual affidavits could have provided important ev-
idence on the issue of enablement. Sec In re Knowlton,
supra at, 37 and In re Wiseman, 201 USPQ 658 (CCPA
1979).<

2107 General Principles Governing Utility
Rejections [R—1]

>35 U.S.C. 10! Inventions patentable

Whoever invents or discovers any new and useful process, machine,
manufacture, or composition of matter, or any new and useful improve-
ment therecof may obtain a patent therefor, subject to the conditions and
requirements of this title.

See MPEP § 706.03(a)(1) for guidclines for the ex-
amination of applications for compliance with the utility
requirement of 35 U.S.C, 101.

The Office must examine each application to cnsure
compliance with the “useful invention” or utility re-
quirement of 35 U.S.C. 101. In discharging this obliga-
tion, however, Office personnel must keep in mind sev-
eral general principles that control application of the
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utility requirement. As interpreted by the Federal
courts, 35 U.S.C. 101 has two purposes. First, 35 U.S.C.
101 defines which categories of inventions are eligible
for patent protection. An invention that is not a ma-
chine,an article of manufacture, a composition or a pro-
cess cannot be patented. See Diamond v. Chakrabarty,
447 U.S. 303, 206 USPQ 193 (1980); Diamond v. Diehr,
450U.S. 175,209 USPQ 1 (1981). Second, 35 U.S.C. 101
serves to ensure that patents are granted on only those
inventions that are “useful.” This second purpose has a
Constitutional footing — Aurticle I, Section 8 of the Con-
stitution 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 invention is “useful” for some purpose either ex-
plicitly or implicitly. Application of this latter element of
35 U.S.C. 101 is the focus of these guidelines.

Deficiencies under the “useful invention” require-
ment of 35 U.S.C. 101 will arise in one of two forms. The
first is where it is not apparent why the applicant believes
the invention to be “useful.” This can occur when an ap-
plicant fails to identify any specific utility for the inven-
tion or fails to disclose enough information about the in-
vention to make its uscfulness immediately apparent to
those familiar with the technological field of the inven-
tion. Brenner v. Manson, 383 U.S. 519, 148 USPQ 689
(1966); In re Ziegler, 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 utility for
the invention made by an applicant is not credible.

a. “Real world value” requirement

To satisfy 35 1J.S.C. 101, an invention must be “usc-
ful.” Courts have recognized that the term “useful” used
with reference to the utility requirement can be a diffi-
cult term to define. Brennerv. 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 utility, courts have been reluctant to uphold a re-
jection under 35 U.S.C. 101 solely on the basis that the
applicant’s opinion as to the nature of the specific utility
was inaccurate. For example, in Nelsorn v. Bowler, 626
F2d 853, 206 USPQ 881 (CCPA 1980), the CCPA re-
versed a finding by the Office that the applicant had not
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set forth a “practical” utility under 35 U.S.C. 101 despite
the fact that 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” or “specific util-
ity” to refer to this aspect of the “useful invention” re-
quirement of 35 U.S.C. 101. As the Court of Customs
and Patent Appeals stated in Nelson v. Bowler:

" Practical utilityis a shorthand way of attributing “real —world”
value to claimed subject matter. In other words, one skilled in
the art can use a claimed discovery in a manner 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 person-
nel should focus on and be receptive to specific asser-
tions made by the applicant that an invention is “useful”
for a particular reason. Office personnel should distin-
guish between situations where an applicant has dis-
closed a specific use for or application of the invention
and situations where the applicant merely indicates that
the invention may prove useful without identifying with
specificity why it i§ considercd useful. For example, indi-
cating that a compound may be uscful in treating unspec-
ified disorders, or that the compound has “useful biolog-
ical” propertics, would not be sufficient to dcfine a spe-
cific utility for the compound. Contrast the situation
where an applicant discloses a specific biological activity
and reasonably corrclatcs that activity to a disease condi-
tion. Assertions falling within the latter category arc suf-
ficient to identify a specific utility for the invention.
Assertions that fall in the former category arc insuffi-
cient to define a specific utility for the invention, espe-
cially if the assertion takes the form of a general statc-
ment 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).

Some confusion can result when one attempts to la-
bel certain types of inventions as not being capable of
having a specific utility based on the setting in which the
invention is to be used. One example are inventions to be
used in a research or laboratory setting. Many research
tools such as gas chromatographs, screening assays, and
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nucleotide sequencing techniques have a clear, specific
and unquestionable utility (c.g., they are useful in ana-
lyzing compounds). An assessment that focuses on
whether an invention is useful only in a research setting
thus does not address whether the specific invention is in
fact “useful” in a patent sense. Instead, Office personnel
must distinguish between inventions that have a specifi-
cally identified utility and inventions whose specific util-
ity requires further research to identify or reasonably
confirm. Labels such as “research tool,” “intermediate”
or “for research purposes” are not helpful in determin-
ing if an applicant has identified a specific utility for the
invention.

Office personnel also must be careful not to inter-
pret the phrase “immediate benefit to the public” or sim-
ilar formulations in other cases to mean that products or
services based on the claimed invention must be “cur-
rently available” to the public in order to satisfy the util-
ity 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 in-
vention that can be viewed as providing a public benefit
should be accepted as sufficient, at lcast with regard to
defining a “specific” utility.

b. Wholly inoperative inventions; “Incredible” utility

An invention that is “inoperative” (i.c., it docs not
opcrate to producc the results claimed by the patent ap-
plicant) is not a “useful” invention in thc mcaning of the
patent law. See, c¢.g., Newman v. Quigg, 877 F2d 1575,
1581, 11 USPQ2d 1340, 1345 (Fed. Cir. 1989); In re
Harwood, 390 F.2d 985, 989, 156 USPQ 673, 676 (CCPA
1968) (“An inoperativc invention, of course, docs not
satisfy the requircment of 35 U.S.C. 101 that an inven-
tion be uscful.”). Howcver, as the Federal Circuit has
statcd, “[t]o violate [35 U.S.C.] 101 the claimed device
must be totally incapablc ot achicving a useful result.”
Brooktree Corp. v. Advanced Micro Devices, Inc., 977 F.2d
1555, 1571, 24 USPQ2d 1401, 1412 (Fed. Cir. 1992) (cm-
phasis added). Sec also £.1. du Pont De Nemours and Co.
v. Berkley and Co.,620 F.2d 1247,1260n.17, 205 USPQ 1,
10 n.17 (8th Cir. 1980) (“A small degree of utility is suffi-
cient . . . The claimed invention must only be capable of
performing some bencficial function . . . An invention
docs not lack utility merely because the particular cm-
bodiment disclosed in the patent lacks perfection or per-
forms crudely . . . A commecrcially successful product is
not required . . . Nor is it essential that the invention ac-
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complish all its intended functions . . . or operate under
all conditions . . . partial success being sufficient to dem-
onstrate patentable utility . . . In short, the defense of
non-—utility cannot be sustained without proof of total
incapacity.” If an invention is only partially successful in
achieving a useful result, a rejection of the claimed in-
vention as a whole based on a lack of utility is not ap-
propriate. See In re Brana, 51 E3d 1560, 34 USPQ2d
1436 (Fed. Cir. 1995); In re Gardner, 475 F2d 1389,
177 USPQ 396 (CCPA), rek’g denied, 480 F2d 879
(CCPA 1973); In re Marzocchi, 439 F2d 220, 169 USPQ
367 (CCPA 1971).

Situations where an invention is found to be “inop-
erative” and therefore lacking in utility are rare, and re-
jections maintained solely on this ground by a Federal
court even rarer. In many of these cases, the utility as-
serted by the applicant was thought to be “incredible in
the light of the knowledge of the art, or factually mislead-
ing” when initially considered by the Office. In re Citron,
325 Fad 248, 253, 139 USPQ 516, 520 (CCPA 1963).
Other cases suggest that on initial evaluation, the Office
considered the asserted utility to be inconsistent 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 inven-
tion. In re Sichert, 566 F.2d 1154, 196 USPQ 209 (CCPA
1977). However cast, the underlying finding by thc court
in these cases was that, based on the factual record of the
casc, it was clear that the invention could and did not
work as the inventor claimed it did. Indecd, the usc of
many labcls to describe a single problem (c.g., an asscr-
tion regarding utility that is falsc) has led to somc of the
confusion that cxists today with rcgard to a rcjcction
bascd on the “utility” requircment. Examples of such
cascs include: an invention asserted to change the tastc
of food using a magnetic field (Fregeau v. Mossinghoff,
776 E.2d 1034, 227 USPQ 848 (Fed. Cir. 1985)), a perpet-
ual motion machinc (Newman v. Quigg, 877 F.2d 1575,
11 USPQ2d 1340 (Fed. Cir. 1989)), a flying machinc op-
crating on “flapping or flutter function” (In re Houghton,
433 F.2d 820, 167 USPQ 687 (CCPA 1970)), a method for
increasing the cnergy output of fossil fuels upon combus-
tion through cxposure to a magnetic field (Jn re Ruskin,
354 F.2d 395,148 USPQ 221 (CCPA 1966)), uncharactcr-
ized compositions for curing a wide array of cancers (In
re Citron, 325 F2d 248, 139 USPQ 516 (CCPA 1963)), a
method of controlling the aging process (/n re Eltgroth,
419 F2d 918, 164 USPQ 221 (1970)), and a method of re-
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storing hair growth (In re Ferens, 417 F2d 1072,
163 USPQ 609 (CCPA 1969)). Thus, in view of the rare
nature of such cases, Officc personnel should not label
an asserted utility “incredible,” “speculative” or other-
wise unlcss it is clear that a rejection based on “lack of
utility” is proper.

c. Therapeutic or pharmacological utility

Inventions asserted to have utility in the treatment
of human or animal disorders are subject to the same le-
gal requirements for utility as inventions in any other
field of technology. In re Chilowsky, 229 F.2d 457, 4612,
108 USPQ 321, 325 (CCPA 1956) (“There appears to be
no basis in the statutes or decisions for requiring any
more conclusive evidence of operativeness in one type of
case than another. The character and amount of evi-
dence needed may vary, depending on whether the al-
leged operation described in the application appears to
accord with or to contravene established scientific prin-
ciples or to depend upon principles alleged but not gen-
erally recognized, but the degree of certainty as to the ul-
timatc fact of operativeness or inoperativeness should
be the same in all cases™); In re 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 un-
derstood and conforms to the known laws of physics and
chemistry, operativencss is not questioned, and no fur-
ther evidence is required.”). As such, pharmacological or
therapeutic inventions that provide any “immediatce
benefit to the public” satisfy 35 U.S.C. 101. The utility
being asserted in Nelson related to a compound with
pharmacological utility. Nelson v. Bowler, 626 F2d 853,
856, 206 USPQ 881, 883 (CCPA 1980). Office personnel
should rely on Nelson and other cases as providing gener-
al guidance when cvalvating the utility of an invention
that is bascd on any therapeutic, prophylactic, or phar-
macological activitics of that invention.

Courts have repeatedly found that the mere identifi-
cation of a pharmacological activity of a compound that
is rclevant to an asserted pharmacological use provides
an “immcdiatc bencfit to the public” and thus satisfics
the utility requirement. As the CCPA held in Nelson v.
Bowler:

Knowledge of the pharmacological activity of any compound is
obviously beneficial to the public. It is inherently faster and
casicr to combat illncsses and alleviate symptoms when the
medical profession is armed with an arsenal of chemicals having
known pharmacological activitics. Since it is crucial to provide
rescarchers with an incentive to disclose pharmacological
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activities in as many compounds as possible, we conclude that
adequate proof of any such activity constitutes a showing of
practical utility.

Nelson v. Bowler, 626 F.2d 853, 856, 206 USPQ 881, 883
(CCPA 1980).
In Nelson v. Bowler, the CCPA addressed the practi-

cal 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 persuasively disclose in his ap-
plication a practical utility for the invention, Nelson had
developed and ‘claimed a class of synthetic prostaglan-
dins modeled on naturally occurring prostaglandins.
Naturally occurring prostaglandins are bioactive com-
pounds 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 induc-
tion or abortion, the ability to raise or lower blood pres-
sure, etc.). To support the utility he identified in his dis-
closure, Nelson included in his application the resuits of
tests demonstrating the bioactivity of his new substituted
prostaglandins relative to the bioactivity of naturally
occurring prostaglandins. The Court concluded that

\ Nelson had satisfied the practical utility requirement in

identifying the synthetic prostaglandins as pharmacolog-
ically active compounds. In reaching this conclusion, thc
court considered and rejected arguments advanced by
Bowler that attacked the cvidentiary basis for Nelson's
assertions that thec compounds wcre pharmacologically
active.

In In re Jolles, 628 F.2d 1322, 206 USPQ 885 (CCPA
1980), an inventor claimed protection for pharmaceuti-
cal compositions for treating leukemia. The active ingre-
dicnt in the compositions was a structural analog to a
known anticancer agent. The applicant provided cvi-
dence showing that the claimed analogs had the same
gencral pharmaccutical activity as the known anticancer
agents. The Court reversed the Board’s finding that the
asserted pharmaceutical utility was “incredible,” point-
ing to the cvidence that showed the rclevant pharmaco-
logical activity.

In Cross v. lizuka, 753 F2d 1040, 224 USPQ 739
(Fed. Cir. 1985), the Federal Circuit affirmed a finding
by the Board of Patent Appeals and Interferences that a
pharmacological utility had been disclosed in the ap-
plication of one party to an interference procecding. The

e, invention that was the subject of the interference count
/ was a chemical compound used for treating blood disor-
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ders. Cross had challenged the evidence in fizuka’s spec-
ification that supported the claimed utility. However,
the Federal Circuit relied extensively on Nelson v. Bowler
in finding that lizuka’s application had sufficiently dis-
closed a pharmacological utility for the compounds. It
distinguished the case from cases where only a general-
ized “nebulous” expression, such as “biological proper-
ties,” had been disclosed in a specification. Such state-
ments, 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 F2d 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
carly stage in the development of a pharmaceutical prod-
uct or therapeutic regimen based on a claimed pharma-
cological or bioactive compound or composition. The
Federal Circuit, in Cross v. lizuka, 753 F.2d 1040, 1051,
224 USPQ 739, 74748 (Fed. Cir. 1985), commented on
the significance of data from in vitro testing that showed
pharmacological activity:

We perceive no insurmountable difficulty, under appropriate
circumstances, in finding that the first link in the screening
chain, in vitro testing, may establish a practical 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 bencfit
provided by the showing of an in vive utility.

Recently, the Federal Circuit reiterated that therapeutic
utility sufficient under the patent laws is not to be con-
fused with the requirements of the FDA with regard to
safety and cfficacy of drugs to marketed in the United
Statcs.

FDA approval, however, is not a prerequisite for finding a
compound uscful within the meaning of the patent laws. Scorr
[v. Finney], 34 E3d 1038, 1063, 32 USPQ2d 11i5, 1120
[(Fed.Cir. 1994)]. Uscfulness in patent law, and in particular in
the context of pharmaccutical inventions, necessarily includes
the expectation of further research and development. The stage
atwhizh aninvention in this field becomesuseful iswellbefore it
is rcady to be administered to humans. Were we to require
Phasc 11 testing in order to prove utility, the associated costs
would prevent many companies from obtaining patent protec-
tion on promising new inventions, thereby climinating an
incentive to pursue, through rescarch and development, poten-
tial curcs in many crucial aras such as the treatment of cancer.

In re Brana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed. Cir.
1995). Accordingly, Office personnel should not
construc 35 U.S.C. 101, under the logic of “practi-
cal” utility or otherwise, to require that an applicant
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demonstrate that a therapeutic agent based on a claimed
invention is a safe or fully effective drug for humans. See,
e.g., In re Sichert, 566 F2d 1154, 196 USPQ 209 (CCFA
1977); In re Hartop, 311 F.2d 249, 135 USPQ 419 (CCPA
1962); In re Anthony, 414 F2d 1383, 162 USPQ 594
(CCPA 1969); In re Watson, 517 F.2d 465, 186 USPQ 11
(CCPA 1975).

These general principles are equally applicable to si-
tuations where an applicant has claimed a process for
treating a human or animal disorder. In such cases, the
asserted utility is usually clear — the invention is as-
serted to be useful in treating the particular disorder. If
- the asserted utility is credible, there is no basis to chal-
~ lenge such a claim on the basis that it lacks utility under
35 U.S.C. 101,

d. Relationship between 35 U.S.C. 112, first paragraph,
and 35 U.S.C. 101 :

A deficiency under 35 U.S.C. 101 also creates a defi-
ciency under 35 U.S.C. 112, first paragraph, See In re
Brana, 51 F3d 1560, 34 USPQ2d 1436 (Fed. Cir. 1995);
. InrelJolles, 628 F.2d 1322, 1326 11.10, 206 USPQ 885, 889
n.11 (CCPA 1980); In re 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 also cast the
35 US.C. 101/35 US.C. 112 relationship such that
35 U.S.C. 112 presupposes compliance with 35 U.S.C,
101 compliance. Sec In re Ziegler, 992 F2d 1197,
1200~1201, 26 USPQ2d 1600, 1603 (Fed. Cir. 1993)
(“The how to use prong of section 112 incorporates as a
matter of law the requirement of 35 U.5.C. 101 that the
specification disclose as a matter of fact a practical utility
for the invention. ... If the application fails as a matter of
fact to satisfy 35 U.S.C. § 101, then the application also
fails as a matter of law to enable one of crdinary skill in
the art to use the invention under 35 U.S.C. § 112.”); Inre
Kirk, 376 F.2d 936, 942, 153 USPQ 48, 53 (CCPA 1967)
(“Necessarily, compliance with § 112 requires a descrip-
tion 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 Fed-
eral Circuit recently noted, “[o]bviously, if a claimed in-
vention does not have utility, the specification cannot
enable one to use it.” In re Brana, 51 F3d 1560,
34 USPQ2d 1436 (Fed. Cir. 1995). As such, a rejection
properly imposed under 35 U.S.C. 101 should bc accom-
panied with a rejection under 35 U.S.C. 112, first para
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graph. Itis equally clear that a rejection based on “lack of
utility,” whether grounded upon 35 U.S.C. 101 or
35 U.S.C. 112, first paragraph, rests on the same basis
(i.e., the asserted utility is not credible). To avoid confu-
sion, any rejection that is imposed on the basis of
35 U.S.C. 101 should be accompanied by a rejection
based on 35 U.S.C. 112, first paragraph. The 35 U.S.C.
112, first paragraph, rejection should be set out as a sepa-
rate rejection that incorporates by reference the factual
basis and conclusions set forth in the 35 U.S.C. 101 rejec-
tion. The 35 U.S.C. 112, first paragraph, rejection should
indicate that because the invention as claimed does not
have utility, a person 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, first paragraph. A
35 U.S.C. 112, first paragraph, rejection should not be
imposed or maintained unless an appropriate basis ex-
ists for imposing a rejection under 35 U.S.C. 101. In oth-
er words, Office personnel should not impose a
35 U.S.C. 112, first paragraph, rejection grounded on a
“lack of utility” basis unless a 35 U.S.C. 101 rejection is
proper. In particular, the factual showing needed to im-
pose a rejection under 35 U.S.C. 101 must be provided if
a rejection under 35 U.S.C. 112, first paragraph, is to be
imposed on “lack of utility” grounds.

1t is important to recognize that 35 U.S.C. 112, first
paragraph, addresses matters other than those rclated to
the question of whether or not an invention lacks utility.
These matters include whether the claims are fully sup-
ported by the disclosure (In re Vaeck, 947 F.2d 488, 495,
20 USPQ2d 1438, 1444 (Fed. Cir. 1991)), whether the ap-
plicant has provided an cnabling disclosurc of the
claimed subject matter (/n 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 in-
vention (Chemcast Corp. v. Arco Industries Corp.,
913 F2d 923, 927-928, 16 USPQ2d 1033, 1036—1037
(Fed. Cir. 1990). See also Transco Products Inc. v. Perfor-
mance Contracting Inc., 38 F3d 551, 32 USPQ2d 1077
(Fed. Cir. 1994); Glaxo Inc. v. Novopharm Ltd.
52 F3d 1043, 34 USPQ2d 1565 (Fecd. 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 conclud-
ing that the claims comply with all the requirements

of 35 U.S.C. 112, first paragraph. For example, if an
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applicant has claimed a process of treating a certain dis-
ease 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, first paragraph, based

~on grounds other than “lack of utility” should be im-
posed separately from any rejection imposed due to

“lack of utility” under 35 U.S.C. 101 and 35 U.S.C. 112,
first paragraph.<

2107.01 Procedural Considerations Related to
Rejections for Lack of Utility [R—3]

a. The claimed invention is the focus of the utility
requirement

The claimed invention is the focus of the assessment

~of whether an applicant has satisfied the utility require-

ment. Each claim (ie., each “invention”), therefore,
must be evaluated on its own merits for compliance with
all statutory requirements. Generally speaking, howev-
cr, a dependent claim will define an invention that has
utility if the claim from which it depends has defined an
invention having utility. An cxception to this general rule
is where the utility specificd for the invention defined in
a dependent claim differs from that indicated for the in-
vention defined in the independent claim from which the
dependent claim depends. Where an applicant has es-
tablished utility for a specics that falls within a identified
genus of compounds, and presents a generic claim cover-
ing the genus, as a general matter, that claim should be
treated as being sufficient under 35 U.S.C. 101. Only

-wherc it can be cstablishcd that other species clcarly cn-

compassed by the claim do not have utility should a rejec-
tion be imposcd 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. A claim
that raises this question is likely to be dcficient under
35 U.S.C. 112, second paragraph, in terms of accurately
defining the genus to encompass species that are suffi-
ciently similar to constitutc the genus,

It is common and sensible {or an applicant to identi-
fy several specific utilities for an invention, particularly

/ where the invention is a product (c.g., a machine, an ar-
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ticle of manufacture or a composition of matter). How-
ever, regardless of the category of invention that is
claimed (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; additional statements of utility, even if not “cred-
ible,” do not render the claimed invention lacking in util-
ity. See, e.g., Raytheon v. Roper, 724 F2d 951, 958,
220 USPQ 592, 598 (Fed. Cir. 1983), cert. denied,
469 U.S. 835 (1984) (“When a properly claimed inven-
tion meets at least one stated objective, utility under
35U.S.C. 101 is clearly shown.” ); In re Gottlieb, 328 F.2d
1016, 1019, 140 USPQ 665, 668 (CCPA 1964) (“Having
found that the antibiotic is useful for some purpose, it
becomes unnecessary to decide whether it is in fact use-
ful for the other purposes ‘indicated’ in the specification
as possibly useful.” ); In re Malachowski, 530 F2d 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 a whole is established.

Statements made by the applicant in the specifica-
tion or incident to prosecution of the application before
the Office cannot, standing alone, be the basis for a lack
of utility rejection under 35 U.S.C. 101 or 35 US.C.
112. Tol-O—Matic, Inc. v. Proma Produkt—Und Mkig.
Gesellschaft m.b.h., 945 F2d 1546, 1553, 20 USPQ2d
1332, 1338 (Fed. Cir. 1991) (It is not required that a par-
ticular characteristic set forth in the prosecution history
be achieved in ordcr to satisfy 35 U.S.C. 101.). An appli-
cant may include statcments in the specification whosc
technical accuracy cannot be casily confirmed if thosc
statements arc not necessary to support the patentability
of an invention with rcgard to any statutory basis. Thus,
the Officc should not requirc an applicant to strikc non-
essential statements relating to utility from a patent dis-
closure, regardless of the technical accuracy of the statc-
ment or assertion it presents. Office personnel should
also be especially careful not to read into a claim un-
claimed results, limitations or cmbodiments of an inven-
tion. Sec Carl Zeiss Stiftung v. Renishaw PLC, 945 F2d
1173, 20 USPQ2d 1094 (Fed. Cir. 1991); In re Krimmel,
292 F2d 948, 130 USPQ 215 (CCPA 1961). Doing so can
inappropriately change the rclationship of an asserted
utility to the claimed invention and raisc issues not rele-
vant to examination of that claim.
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b. Is there an asserted or well —-established utility for the
claimed invention?

Upon initial examination, the Examiner should re-
view the specification to determine if there are any state-
ments asserting that the claimed invention is useful for
any particular purpose. A complete disclosure should in-
clude a statement which identifies a specific utility for
the invention,

- i. An asserted utility must be specific, not general

A statement of specific utility should fully and clear-
ly explain why the applicant believes the invention is use-
ful. Such statements will 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 dis-
order). Regardless of the form of statement of specific
utility, it must enable one ordinarily skilled in the art to
understand why the applicant believes the claimed in-
vention is useful,

Except where an invention has a well—established
utility, the failure of an applicant to specifically 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, first paragraph. In such cases, the appli-
cant has failed to identify a “specific utility” for thc
claimed invention. For example, a statement that a com-
position has an unspecified “biological activity” or that
does not explain why a composition with that activity is
believed to be useful fails to set forth a “specific utility.”
Brenner v. Manson, 383 US 519, 148 USPQ 689 (1966)
(general assertion of similarities to known compounds
known to be useful without sufficient corresponding cx-
planation why claimed compounds are believed to be
similarly useful insufficicnt under 35 U.S.C. 101); In re
Ziegler, 992 F2d 1197, 1201, 26 USPQ2d 1600,
1604 (Fed. Cir. 1993) (disclosurc that composition is
“plastic—like” and can form “films” not sufficient to
identify specific utility for invention); In re Kirk, 376 F2d
936, 153 USPQ 48 (CCPA 1967) (indication that com-
pound is “biologically active” or has “biological proper-
ties” insufficient standing alone). See also In re Joly,
376 F.2d 906, 153 USPQ 45 (CCPA 1967); Kawai v. Met-
lesics, 480 F.2d 880, 890, 178 USPQ 158, 165 (CCPA
1973) (contrasting description of invention as scdativc
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
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particular biological activity of a compound and explains /#“* ﬁ

how that activity can be utilized in a particular therapeu-
tic application of the compound does contain an asser-
tion of specific utility for the invention.

Situations where an applicant either fails to indicate
why an invention is considered useful, or where the ap-
plicant inaccurately describes the utility should rarely
arise. One reason for this is that applicants are 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 utility of
the invention, or who incompletely describes that utility,
may encounter problems with respect to the best mode
requirement of 35 U.S.C. 112, first paragraph.

ii. No statement of utility for the claimed invention in
the specification does not per se negate utility

Occasionally, an applicant will not explicitly state in
the specification or otherwise assert a specific utility for
the claimed invention. If no statements can be found as-
serting a specific utility for the claimed invention in the
specification, Office personnel should determine if the
claimed invention has a well—established utility, A

well—established utility is one that would be immediate-
ly apparent to a person of ordinary skill based upon dis- %]

closed features or characteristics of the invention, or
statements made by the applicant in the written descrip-
tion of the invention. If an invention has a wcll—cstab-
lished utility, rejections under 35 U.S.C. 101 and
35 U.S.C. 112, first paragraph, bascd on lack of utility
should not be imposed. In re Folkers, 344 E2d 970,
145 USPQ 390 (CCPA 1965). For example, if an applica-
tion tcaches the cloning and characterization of the nu-
cleotide sequence of a well~known protein such as insu-
lin, and thosc skilled in the art at the time of filing knew
that insulin had a well—~established use, it would be im-
proper to reject the claimed invention as lacking utility
solcly because of the omitted statement of specific util-
ity.

If a person of ordinary skill would not immediately
recognize a specific utility for the claimed invention (i.c.,
why it would be useful) based on the characteristics of
the invention or statements made by the applicant, the
Examiner should rejcct the application under 35 U.S.C.
101 and under 35 U.S.C. 112, first paragraph, as failing to
identify a spccific utility for the claimed invention. The
rejection should clearly indicate that the basis of the re-

jection is that the application fails to identify a specific ‘%
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utility for the invention. The rejection should also speci-
fy that the applicant must respond by indicating why the
invention is believed useful and where support for any
subsequently asserted utility can be found in the specifi-
cation as filed.

If the applicant subsequently indicates why the in-
vention is useful, Office personnel should review that
assertion according to the standards articulated below
for review of the credibility of an asserted utility.

c.. Evaluating the credibility of an asserted utility .
i. An asserted utility creates a presumption of utility

In most cases, an applicant’s assertion of utility
creates a presumption of utility that will be sufficient to
satisfy the utility requirement of 35 U.S.C. 101. See, e.g,,
In re Jolles, 628 F.2d 1322, 206 USPQ 885 (CCPA 1980);
In re Irons, 340 F2d 974, 144 USPQ 351 (1965); In re
Langer, 503 F.2d 1380, 183 USPQ 288 (CCPA 1974); Inre
Sichert, 566 F2d 1154, 1159, 196 USPQ 209, 212-13
(CCPA 1977). As the CCPA stated in In re Langer:

As a matter of Patent Office practice, a specification which
contains adisclosure of utilitywhich correspondsinscope to the
subject matter sought to be patented must be taken as sufficient
10 satisfy the utility requirement of § 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.

Inre Langer, 503 F.2d at 1391, 183 USPQ at 297 (empha-
sis in original). The “Langer” test for utility has been
used by both the Federal Circuit and the CCPA in evalua-
tion of rejections under 35 U.S.C, 112, first paragraph,
where the rejection is based on a deficiency under
35 U.S.C.101. In In re Brana, 51 F.3d 1560, 34 USPQ2d
1436 (Fed. Cir. 1995), the Federal Circuit cxplicitly
adopted the CCPAs formulation of the “Langer” stan-
dard for 35 U.S.C. 112, first paragraph rejections, as it
was expressed in a slightly reworded format in /nn re Mar-
zocchi, 439 F2d 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 scope to those used in describing and
defining the subject matter sought to be patented must be taken
ag in compliance with the enabling requirement of the first
paragraph of § 112 unless there is reason to doubt the objective
truth of the statements contained therein which must be relicd
on for enabling support. [emphasis added).
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Thus, Langer and subsequent cases direct the Office
to presume that a statement of utility made by an appli-
cant is true. See In re Langer, 503 F.2d at 1391, 183 USPQ
at 297; Inre Malachowski, 530 F.2d 1402, 1404, 189 USPQ
432, 435 (CCPA 1976); In re Brana, 51 F3d 1560,
34 USPQ2d 1436 (Fed. Cir. 1995). For obvious reasons
of efficiency and in deference to an applicant’s under-
standing of his or her invention, when a statement of util-
ity is evaluated, Office personnel should not begin by
questioning the truth of the statement of utility. Instead,
any inquiry must start by asking if there is 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., be-
lievable based on the record or the nature of the inven-
tion), a rejection based on “lack of utility” is not ap-
propriate. 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 in-
vention or for other general reasons.

Compliance with 35 U.S.C. 101 is a question of fact.
Raytheon v. Roper, 724 F.2d 951, 956, 220 USPQ 592,
596 (Fed. Cir. 1983) cert. denied, 469 US 835 (1984).
Thus, to overcome the presumption of truth that an
assertion of utility by thc applicant enjoys, Office per-
sonnel must establish that it is more likely than not that
one of ordinary skill in the art would doubt (i.c., “qucs-
tion”) the truth of the statement of utility. The evidentia-
ry standard to be used throughout ex parte examination
in setting forth a rejection is a preponderance of the
totality of the evidencc under consideration. /n re
Oetiker, 977 F2d 1443, 1445, 24 USPQ2d 1443, 1444
(Fed. Cir. 1992) (“After cvidence or argument is sub-
mitted by the applicant in response, patentability is de-
termincd on the totality of the record, by a preponder-
ance of evidence with due consideration to persuasive-
ness of argument.”); In re Corkill, 771 F.2d 1496, 1500,
226 USPQ 1005, 1008 (Fed. Cir. 1985). A preponderance
of the evidence cxists when it suggests that it is more likc-
ly than not that the assertion in qucstion is true. Herman
v. Huddleston, 459 U.S. 375, 390 (1983). To do this, Of-
fice personnel must provide cvidence sufficient to show
that the statement of asscrted utility would be consid-
ered “falsc” by a person of ordinary skill in the art,
Of course, a person of ordinary skill must have the bene-
fit of both facts and rcasoning in order to asscss the truth
of a statement. This mecans that if the applicant has
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presented facts that support the reasoning used in assert-
ing a utility, Office personnel must present countervail-
ing facts and reasoning sufficient to establish that a per-
son 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 is a preponder-
ance of the evidence (i.e., the totality of facts and reason-
ing suggest that it is more likely than not that the state-
ment of the applicant is false).

- ii. When is an 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 per-
sonnel must determine if the assertion of utility is cred-
ible (i.e., whether the 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 cred-
ible unless (a) the logic underlying the assertion is seri-
ously flawed, or (b) the facts upon which the assertion is
based arc inconsistent with the logic underlying the
assertion. Credibility as used in this context refers to the
reliability of the statement based on the logic and facts
that arc offcred by the applicant to support the assertion
of utility.

Onc situation where an assertion of utility would not
be considered credible is where a person of ordinary skill
would consider the asscrtion te be “incredible in view of
contemporary knowledge” and where nothing offered by
the applicant would countcr what contemporary knowl-
cdge might otherwisc suggest. Office personnel should
be carcful, however, not to label certain typ'c:s of inven-
tions as “incrediblc” or “speculative” as such labels do
not provide the correct focus for the cvaluation of an

assertion of utlhty “mcmdmlc_umux_xs_a_mnﬂuﬁm

conclusnon that an asscrtcd utlhty is mcrcdlblc can be
reached only after the Office has evaluated both the
assertion of the applicant regarding utility and any cvi-
dentiary basis of that asscrtion. The Office should be
particularly careful not to start with a presumiption that
an asserted utility is, per se, “incredible” and the proceed
to base a rcjection under 35 U.S.C. 101 on that presump-
tion,
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Rejections under 35 U.S.C. 101 have been rarely sus-
tained by Federal courts. Generally speaking, in these
rare cases, the 35 U.S.C. 101 rejection was sustained ei-
ther because the applicant failed to disclose any utility
for the invention or asserted a utility that could only be
true if it violated a scientific principle, such as the second
law of thermodynamics, or a law of nature, or was wholly
inconsistent with contemporary knowledge in the art. Jn
re Gazave 379 F.2d 973, 978, 154 USPQ 92, 96 {CCPA
1967). Special care therefore should be taken when as-
sessing 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 as a basis for challenging the as-
serted utility under 35 U.S.C. 101.

d. Initial burden is on the Office to establish a prima fa-
cie 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 cvidentiary basis for factual assump-
tions relied upon in establishing the prima facie showing.
In re Gaubert, 524 F2d 1222, 1224, 187 USPQ 664,
666 (CCPA 1975) (“Accordingly, the PTO must do morc
than merely question operability — it must sct forth fac-
tual reasons which would lead onc skilled in the art to
question the objective truth of the statement of operabil-
ity.”). If the Office cannot devclop a proper prima facie
casc and provide evidentiary support for a rejection un-
der 35 U.S.C. 101, a rcjection on this ground should not
be imposed. Sce, c.g., In re Oetiker, 977 F.2d 1443, 1445,
24 USPQ2d 1443, 1444 (Fed. Cir. 1992) ( “[T]he cxamin-
cr bears the initial burden, on revicw of the prior art or

on any other ground, of prescnting a prima facie casc of

unpatentability. If that burden is met, the burden of com-
ing forward with evidence or argument shifts to the ap-
plicant.... If cxamination at the initial stage does not pro-
duce a prima facie casc of unpatentability, then without
more the applicant is entitled to grant of the patent.”).
Sce also Fregeau v. Mossinghoff, 776 F2d 1034, 227
USPQ 848 (Fed. Cir. 1985) (applying prima facie case law
to 35 US.C. 101); In re Piasecki, 745 F2d 1468,
223 USPQ 785 (Fed. Cir. 1984).

The prima facie showing must be sct forth in a well—
rcasoncd statcment. The statcment must articulate

2100-38

e’



PATENTABILITY

sound reasons why a person of ordinary skill in the art
would conclude that it is more likely than not that an as-
serted utility is not credible. The statement should spe-
cifically identify the scientific basis of any factual conclu-
sions made in the prima facie showing. The statement
must also explain why any evidence of record that sup-
ports the asserted utility would not be persuasive to one
of ordinayy skill.

In addition to the statement setting forth the prima
facie showing, Office personnel must provide evidentia-
1y support for the prima facie case. In most cases, docu-
mentary evidence (e.g., articles in scientific journals,
or excerpts from patents or scientific treatises) can
and should be cited to support any factual conclusions
made in the prima facie showing. Only when documen-
tary evidence is not readily available should the Ex-
aminer attempt to satisfy the Office’s requirement for
evidentiary support for the factual basis of the prima
facie showing solely through an explanation of rele-
vant scientific principles. It is imperative that Office
personnel use specificity in setting forth an initial re-
jection under 35 U.S.C. 101 and support any factual
conclusions made in the prima facie showing. For ex-

ample, Office personnel should explain why any in vi-
tro or in vivo data supplied by the applicant would not
be reasonably predictive of an asserted thcrapeutic
utility from the perspective of a person of ordinary
skill in the art. By using spccificity, thc applicant will bc
able to identify the assumptions made by the Officc in
sctting forth the rejection and will be able to address
thosc assumptions properly.

e. Evidentiary requests by an examiner to support an as-
serted utility

In appropriatc situations the Officc may require an
applicant to substantiatc an asscrted utility for a claimed
invention. See In re Pottier, 376 F.2d 328, 330, 153 USPQ
407, 408 (CCPA 1967) (“When the operativencss of any
process would be deemed unlikely by onc of ordinary
skill in the art, it is not improper for the examincr to call
for evidence of operativeness.”). See also In re Jolles,
628 F2d 1322, 1327,206 USPQ 885, 890 (CCPA 1980); In
re Citron, 325 F.2d 248, 139 USPQ 516 (CCPA 1963);
In re Novak, 306 E2d 924, 928, 134 USPQ 335,
337 (CCPA1962). >In In re Citron, the coust held that
when an “alleged utility appears to be incredible in the

., light of the knowledge of the art, or factually misleading,
‘. / applicant must establish the asserted utility by accept-
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able proof.” 325 F2d 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

wl he ab-
sence of any clinical data to substantiate the allegation.”
325 F2d at 252, 139 USPQ at 519 (emphasis in original).
The Court thus established a higher burden on the appli-
cant where the statement of use is incredible or mislead-
ing. In such a case, the examiner should challenge the use
and require sufficient evidence of operativeness.< The
purpose for this authority is to enable an applicant to
cure an otherwise defective factual basis for the oper-
ability of an invention. Because this is a curative author-
ity (e.g., evidence is requested to enable an applicant to
support an assertion that is inconsistent with the facts of
record in the application), Office personnel should indi-
cate not only why the factual record is defective in rela-
tion to the assertions of the applicant, but also, where ap-
propriate, what type of evidentiary showing can be pro-
vided by the applicant to remedy the problem.

Requests for additional evidence should be imposed
rarely, and only if necessary to support the scientific
credibility of the asserted utility (e.g., if the asserted util-
ity is not consistent with the evidence of record and cur-
rent scientific knowledge). As the Federal Circuit re-
cently noted, “[o]nly after the PTO provides evidence
showing that one of ordinary skill in the art would rca-
sonably doubt the asserted utility does the burden shift
to the applicant to provide rebuttal evidence sufficient to
convince such a person of the invention’s asserted util-
ity.” In re Brana, 51 F3d 1560, 34 USPQ2d 1436 (Fed.
Cir. 1995) (citing In re Bundy, 642 F2d 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, an incredi-
ble utility. Where the prior art disclosed “structurally
similar compounds to those claimed by applicants which
have been proven in vivo to be effective as chemothera-
peutic agents against various tumor models . . ., one
skilled in the art would be without basis to rcasonably
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 cxcept
perhaps to unduly burden the applicant.” In re Isaacs,
347 F.2d 887, 890, 146 USPQ 193, 196 (CCPA 1965).
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f. Consideration of a response to a prima facie
rejection for lack of utility

If a rejection under 35 U.S.C. 101 has been properly
imposed, along with a corresponding rejection under
35 U.S.C. 112, first paragraph, the burden shifts to the
applicant to rebut the prima facie showing. In re Oetiker,
977 E2d 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 a
prima facie case of unpatentability. If that burden is met,
the burden of coming forward with evidence or argument
shifts to the applicant. . . After evidence or argument is
submitted by the applicant in response, patentability is
determined on the totality of the record, by a preponder-
ance of evidence with due consideration to persuasive-
ness of argument.”). An applicant can do this using any
combination of the following: amendments to the claims,
arguments or reasoning, or new evidence submitted in an
affidavit or declaration under 37 CFR 1.132, or in a
printed publication, New evidence provided by an appli-
cant must be relevant to the issues raised in the rejection.
For example, declarations in which conclusions are set
forth without establishing a nexus between those conclu-
sions and the supporting evidence, or which merely ex-
press opinions, may be of limited probative value with re-
gard to rebutting a prima facie case. In re Grunwell, 609
F.2d 486, 203 USPQ 1055 (CCPA 1979); In re Buchner,
929 E2d 660, 18 USPQ2d 1331 (Fed. Cir. 1991). Sec
MPEP § 716.01(a) through § 716.01(c).

. Once a response has beer provided, Office personnel
must review the complete record, including the claims, to
determine if it is appropriate to maintain the rejections un-
der 35 U.S.C. 101 and 35 U.S.C. 112. If the record as a
whole would make it more likely than not that the as-
serted utility for the claimed invention would be consid-
ered credible by a person of ordinary skill in the art, the
Office cannot maintain the rejection. /n re Rinehart,
531 F2d 1048, 1052, 189 USPQ 143, 147 (CCPA 1976).

& Evaluation of evidence related to utility

There is no predetermined amount or character of
evidence that must be provided by an applicant to sup-
port an asserted utility, therapeutic or otherwisc. Rath-
er, the character and amount of evidence needed to sup-
port an asserted utility will vary depending on what is
claimed (Ex parte Ferguson, 117 USPQ 229 (Bd. App.
1957)), and whether the asserted utility appears to con-

Rev. 3 July 1997

MANUAL OF PATENT EXAMINING PROCEDURE

travene established scientific principles and beliefs. In re
Gazave, 379 F2d 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.” In re
Irons 340 F2d 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 statistical
certainty. Nelson v. Bowler, 626 F2d 853, 856~57,
206 USPQ 881, 883—84 (CCPA 1980) (reversing the
Board and rejecting Bowler’s arguments that the evi-
dence 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 Ray Bellet v. Englehard, 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 ani-
mal and that ultimately observed in human beings”).
Instead, evidence will be sufficient if, considered as a
whole, it leads a person of ordinary skill in the art to con-

clude that the asserted utility is more likely than not true.

2107.02 Special Considerations for Asserted
Therapeutic or Pharmacological
Utilities [R—1]

>The Federal courts have consistently reversed re-
jections by the Office asserting a lack of utility for inven-
tions claiming a pharmacological or therapeutic utility
where an applicant has provided evidence that reason-
ably supports such a utility. In vicw of this, Officc person-
nel should be particularly careful in their review of evi-
dence provided in support of an asserted therapeutic or
pharmacological utility.

a. A reasonable correlation between the evidence and
the asserted utility is sufficient

As a gencral matter, evidence of pharmacological or
other biological activity of a compound will be relevant
to an asscrted therapeutic use if there is a rcasonable
correlation between the activity in question and the as-
serted 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 es-
tablish this rcasonable correlation by relying on statisti-

cally relevant data documenting the activity of a *@
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7} compound or composition, arguments or reasoning, doc-

umentary 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 ac-
tivity and an asserted 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 a reasonable
correlation between the activity and the asserted use
Nelson v. Bowler, 626 F.2d 853, 857, 206 USPQ 881, 884
(CCPA 1980).

b. Structural similarity to compounds with established
utility
Courts have routinely found evidence of structural
similarity to a compound known to have a particular
therapeutic or pharmacological utility as being support-
ive of an assertion of therapeutic utility for a new com-
pound. In In re Jolles, 628 E2d 1322, 206 USPQ 885
(CCPA 1980), the claimed compounds were found to
have utility based on a finding of a close structural rela-
tionship to daunorubicin and doxorubicin and shared

o pharmacological activity with those compounds, both of

which were known to be useful in cancer chemotherapy.
The evidence of close structural similarity with the phar-
macological 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 cv-
idence demonstrating substantial activity of the claimed
compounds in animals customarily employcd for screen-
ing anticancer agents. Such cvidence should be given ap-
propriate weight in determining whether onc skilled in
the art would find the asserted utility credible. Officc
personnel should evaluate not only the existence of the
structural relationship, but also the reasoning uscd by
the applicant or a declarant to explain why that structural
similarity is belicved to be relevant to the applicant’s
assertion of utility.

¢. Data from in vitro or animal testing is generally suffi-
clent to support therapeutic utility

If reasonably correlated to the particular therapeu-
tic or pharmacological utility, data generated using in
vitro assays, or from testing in an animal modecl or a com-
bination thereof almost invariably will be sufficient to

%w/ establish therapeutic or pharmacological utility for a
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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 not particularly receptive to rejec-
tions 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., In re
Brana, 51 F.3d 1560, 34 USPQ 1436 (Fed. Cir. 1995);
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, 856, 206 USPQ 881,
883 (CCPA 1980); In re Malachowski, 530 F.2d 1402,
189 USPQ 432 (CCPA 1976); In re Gaubert, 530 F2d
1402, 189 USPQ 432 (CCPA 1975); In re Gazave, 379 F.2d
973, 154 USPQ 92 (CCPA 1967); In re Hartop, 311 F2d
249,135 USPQ 419 (CCPA 1962); In re 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 evidence to rebut a finding 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 util-
ity for an uncharactcrized biological cxtract not sup-
ported or scientifically crediblc); in re Buting, 418 F2d
540, 543, 163 USPQ 689, 690 (CCPA 1969) (rccord did
not establish a credible basis for thc assertion that the
single class of compounds in question would be useful in
trcating disparate types of cancers); In re Novak, 306 F.2d
924, 134 USPQ 335 (CCPA 1962) (claimed compounds
did not havc capacity to cffect physiological activity upon
which utility claim bascd). Contrast, however, In re But-
ing to Inre Gardner,475 F.2d 1389, 177 USPQ 396 (CCPA
1973), reh’g denied, 480 F.2d 879 (CCPA 1973), in which
the court held that utility for a genus was found to be sup-
ported through a showing of utility for onc specics. In no
casc has a Fedcral court required an applicant to support
an assertcd utility with data from human clinical trials.
If an applicant provides data, whether from in vitro
assays or animal tests or both, to support an asserted util-
ity, and an cxplanation of why that data supports the as-
serted utility, the Office will determine if the data and
the cxplanation would be viewed by one skilled in the art
as heing reasonably predictive of the asserted utility.
Scc, c.g., Ex parte Maas, 9 USPQ2d 1746 (Bd. Pat. App.
& Inter. 1987); Ex parte Balzarini, 21 USPQ2d 1892
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(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 dis-
order to be treated, characteristics of the compound or
c'ompositi(m, 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 con-
sistent with the asserted utility, the Office cannot main-
tain 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
correlates to the asserted utility should be evalvated sub-
stantively. Thus, an applicant may provide data gener-
ated using a particular 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 disposi-
tive of whether data from an animal model is in fact rele-
vant to the asserted utility. Thus, if one skilled in the art
would accept the animal tests as being reasonably predic-
tive of utility in humans, cvidencc from those tests
should be considered sufficient to support the credibility
of the asserted utility. /n re Hartop, 311 F2d 249,
135 USPQ 419 (CCPA 1962); In re Krimmel, 292 F.2d 948,
953,130 USPQ 215, 219 (CCPA 1961); Ex parte Krepelka,
231 USPQ 746 (Bd. Pat. App. & Inter. 1986). Office per-
sonnel should be carcful not to find evidence unpersua-
sive simply because no animal model for the human dis-
case condition had been cstablished prior to the filing of
the application. Sce In re Chilowsky, 229 F.2d 457, 461,
108 USPQ 321, 325 (CCPA 1956) (“The mcre fact that
something has not previously been done clearly is not, in
itsclf, a sufficient basis for rejecting all applications pur-
porting 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 bcen done
clearly is not, in itself, a sufficient basis for rejecting all
applications purporting to disclose how to do it.” ).
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d. Human clinical data

Office personnel should not impose on applicants
the unnecessary burden of providing evidence from hu-
man clinical trials. There is no decisional law that re-
quires an applicant to provide data from human clinical
trials to establish utility for an invention related to treat-
ment of human disorders (See In re Isaacs, 347 F.2d 889,
146 USPQ 193 (CCPA 1963); In re Langer, 503 F.2d 1380,
183 USPQ 288 (CCPA 1974)), even with respect to situa-
tions 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 dem-
onstrate the 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 com-
positions and the operativeness of the claimed methods
of treating humans). Before a drug can enter human clin-
ical 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) that the in-
vestigation may be successful. Such a rationale would
provide a basis for the sponsor’s expectation that the in-
vestigation may be successful. In order to detcrmine a
protocol for phase I testing, the first phase of clinical in-
vestigation, some credible rationale of how the drug
might be effective or could be cffective would be neces-
sary. neral rule, if an applicant has initiated

I linical trials f i . i . i

cess, Office personnel should presume that the applicant

has established that the subject matter of that trial is rea-

$ ictive_of havi h rted th i
e. Safety and efficacy considerations

The Office must confinc its review of patent applica-
tions to the statutory rcquircments of the patent law.
Other agencics of the government have been assigned
the responsibility of ensuring conformance to standards
establishcd by statute for the advertisement, usc, sale or
distribution of drugs. The FDA pursucs a two—prong
test to provide approval for testing. Under that test, a
sponsor must show that the investigation docs not posc
an unreasonable and significant risk of illness or injury
and that there is an acceptable rationale for the study. As
a rcview matter, there must be a rationale for belicving
that the compound could be effective. If the use re-

viewed by the FDA is not set forth in the specification, \W o

210042




.

P

)

_J

PATENTABILITY

FDA review may not satisfy 35 U.S.C. 101. However, if
the reviewed use is one set forth in the specification, Of-
fice personnel must be extremely hesitant to challenge
utility. In such a situation, experts at the FDA have as-
sessed the rationale for the drug or research study upon
which an asserted utility is based and found it satisfacto-
ry. 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 prerequi-
site for finding a compound useful within the meaning of
the patent laws.” In re Brana, 51 F3d 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 evidence to 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 regard-
ing the degree of effectiveness. See In re Sichert, 566 F.2d
1154,196 USPQ 209 (CCPA 1977); In re Hartop, 311 F2d
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); In re Krimmel, 292 F.2d
948, 130 USPQ 215 (CCPA 1961); Ex parte Jovanovics,
211 USPQ 907 (Bd. Pat. App. & Intcr. 1981).

1 Treatment of specific disease conditions

Claims dirccted to a method of treating or curing a
diseasc for which there have been no previously success-
ful treatments or cures warrant careful review for com-
pliancc with 35 U.S.C. 101. The credibility of an asserted
utility for trcating a human disorder may be more diffi-
cult to cstablish where current scicntific understanding
suggests that such a task would be impossible. Such a de-
termination has always rcquired a good understanding
of the statc of the art as of the time that the invention was
made, For example, in the 1960’s, there were a number of
cases where an asserted use in treating cancer in humnans
was vicwed as “incredible.” In re Jolles, 628 F.2d 1322,
206 USPQ 885 (CCPA 1980); In re Buting, 418 F2d
540, 163 USPQ 689 (CCPA 1969); Lx parte Stevens,
16 USPQ2d 1379 (Bd. Pat. App. & Inter. 1990); Ex parte
Busse, 1 USPQ2d 1908 (Bd. Pat. App. & Intcr. 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 therc is no known curc for a
discase, however, cannot scrve as the basis for a conclu-
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sion 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 claims for which an as-
serted 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 ordi-
nary skill in the art on the basis of a fairly 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 evidentia-
1y support to be considered credible by a person of ordi-
nary skill in the art. In re Sichert, 566 F.2d 1154,
196 USPQ 209 (CCFPA 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 —debilitating
illnesses, even where no alternative therapy exists. See
21 CFR 312.80—88 (1994). Implicit in these regulations
is the rccognition that experts qualified to evaluate the
cffectivencss of therapcutics can and often do find a suf-
ficient basis to conduct clinical trials of drugs for incur-
able or previously untreatable illnesses. Thus, affidavit
cvidence from experts in the art indicating that there is a
rcasonablc cxpectation of success, supported by sound
rcasoning, usually should be sufficient to cstablish that
such a utility is credible. <

2111 Ciaim Interpretation; Broadest
Reasonable Interpretation [R—1]

>CLAIMS MUST BE GIVEN THEIR BROADEST
REASONABLE INTERPRETATION

During patent examination, the pending claims
must be “given the broadest reasonable interpretation
consistent with the specification.” Applicant always has
the opportunity to amend the claims during prosecution
and broad intcrpretation by the examiner reduces the
possibility that the claim, once issucd, will be interpreted
morc broadly than is justificd. /n re Prater, 162 USPQ
541, 550—-51 (CCPA 1969) (Claim 9 was dirccted to a
process of analyzing data gencratcd by mass spec-
trographic analysis of a gas. The process comprised
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selecting the data to be analyzed by subjecting the data to
a mathematical manipulation. The examiner made re-
jections under 35 U.S.C. 101 and 102, In the section 102
rejection, the examiner explained that the claim was an-
ticipated by a mental process augmented by pencil and
paper markings, The court agreed that the claim was not
limited to using a machine to 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 ‘read-
ing limitations of the specification into a claim,’ to there-
by narrow the scope of the claim by implicitly adding dis-
closed limitations which have no express basis in the
claim.” The court found that applicant was advocating
the latter, e.g., the impermissible importation of subject
matter from the specification into the claim.).<

2111.01 Piain Meaning [R—1]

>THE WORDS OF A CLAIM MUST BE GIVEN
THEIR “PLAIN MEANING” UNLESS THEY ARE
DEFINED IN THE SPECIFICATION

While the meaning of claims of issued patents are in-
terpreted in light of the specification, prosecution histo-
1y, prior art and other claims, this is not the mode of
claim interpretation to be applicd during examination.
During examination, the claims must be interpreted as
broadly as their tcrms reasonably allow. This means that
the words of the claim must be given their plain meaning
unless applicant has provided a clear definition in the
specification. In re Zletz, 13 USPQ2d 1320, 1322 (Fed.
Cir. 1989)(discussed below). One must bear in mind that,
especially in nonchemical cases, the words in a claim are
generally not limited in their meaning by what is shown
or disclosed in the specification. It is only when the speci-
fication provides definitions for terms appearing in the
claims that the specification can be used in interpreting
claim language. /n re Vogel, 164 USPQ 619, 622 (CCPA
1970). There is onc exception and that is when an ele-
ment is claimed using language falling under the scope of
35 U.8.C. 112, 6th paragraph (often broadly referred to
as means or step plus function language). In that case,
the specification must be consulted to determinc the
structure, material, or acts corresponding to the function
recited in the claim, /n re Donaldson, 29 USPQ2d 1845
(Fed. Cir. 1994)(sec MPEP § 2181~ § 2186).
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In In re Zletz, 13 USPQ2d 1320, 1322 (Fed. Cir.
1989), the examiner and the Board had interpreted
claims reading “normally solid polypropylene” and “nor-
mally solid polypropylene having a crystalline polypropy-
lene content” as being limited to “normally solid linear
high homopolymers of propylene which have a crystal-
line polypropylene content.” The court ruled that limita-
tions, not present in the claims, were improperly im-
ported from the specification. See also In re Marosi,
218 USPQ 289 (Fed. Cir. 1983) (“Claims are not to be
read in a vacuum, and limitations therein are to be inter-
preted in light of the specification in giving them their
‘broadest reasonable interpretation.’ “ 218 USPQ at 292
(quoting In re Okuzawa, 537 F.2d 545, 548, 190 USPQ
464, 466 (CCPA 1976))(emphasis in original). The court
looked to the specification to construe “essentially free
of alkali metal” as including unavoidable levels of impu-
rities but no more.). Compare In re Weiss, 26 USPQ2d
1885 (Fed. Cir. 1993) (unpublished decision — cannot be
cited as precedent) (The claim related to an athletic shoe
with cleats that “break away at a preselected level of
force” and thus prevent injury to the wearer. The ex-
aminer rejected the claims over prior art teaching athlet-
ic shoes with cleats not intended to break off and ratio- |
nalized that the cleats would break away given a high
enough force. The court reversed the rejection stating
that when interpreting a claim term which is ambiguous,
such as ‘a preselected level of force,” we must look to the
specification for the meaning ascribed to that term by the
inventor.” The specification had defined “preselected
level of force...” as that level of force at which the break-
ing away will prevent injury to the wearer during athletic
exertion. It should be noted that the limitation was part
of a means plus function element.)

“PLAIN MEANING” REFERS TO THE MEANING
GIVEN TO THE TERM BY THOSE OF ORDINARY
SKILL INTHE ART

When not defined by applicant in the specification,
the words of a ciaim must be given their plain meaning.
In other words, they must be read as they would be inter-
preted by those of ordinary skill in the art. Jr re Sneed,
218 USPQ 385 (Fed. Cir. 1983) (The applicants had ar-
gued in an amendment after final rejection that the term
“flexible plastic pipe,” as used in the claims, pertained
only to pipes of 2—inch diameter and 3—inch diameter
and not to a pipe of 1.5 inch diameter, This definition of |
“flexible” was also advanced in an affidavit. The prior
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art, however, described 1.5 inch pipe as flexible. The
court held that the specification and the evidence (the
prior art) failed to support the gloss appellants sought to
put on the term “flexible.” Note that applicant had not
defined “flexible plastic pipe” in the specification.); In re
Bar; 170 USPQ 330, 339 (CCPA 1971) (“The specifica-
tion in this case attempts no definition of the claim lan-

- guage ‘a phenyl radical. Accordingly we must presume

that the phrase was used in its commonly accepted tech-
nical sense, ...[Applicants] have not referred us to any
standard work on chemistry which indicates that the
commonly accepted technical meaning of the words ‘a
phenyl radical’, without more, would encompass the hy-
droxyphenyl radical. On the contrary, Hackh’s [Chemi-
cal Dictionary] quite plainly defines ‘phenyl’ as ‘the
monovalent radical ... derived from benzene ... or phe-

nol.” ).
APPLICANT MAY BE OWN LEXICOGRAPHER

" Applicant may be his or her own lexicographer as
long as the meaning assigned to the term is not repug-
nant to the term’s well known usage. In re Hill, 73 USPQ
482 (CCPA 1947).<

2111.02 Weight of Preamble [R—1]

>PREAMBLE IS NONLIMITING UNLESS IT
BREATHES LIFE AND MEANING INTO THE
CLAIM

The preamble is not given the effect of a limitation
unlcss it breathes life and meaning into the claim. In or-
der to limit the claim, the preamble must be “essential to
point out the invention defined by the claim.” Kropa v.
Robie, 88 USPQ 478, 481 (CCPA 1951) (discussed be-
low). In claims directed to articles and apparatus, any
phrascology in the preamblc that limits the structure of
that article or apparatus must be given weight. In re
Stencel, 4 USPQ2d 1071 (Fed. Cir..1987) (discussed be-
low). On the other hand, a preamble is generally not ac-
corded any patentable weight where it merely recites the
purpose of a process or the intended use of a structure,
and where the body of the claim does not depend on the
preamble for completencss but, instead, the process
steps or structural limitations are able to stand alone.
In re Hirao, 535 F2d 67, 190 USPQ 15 (CCPA 1976)
(process claims, discussed below); Kropa v. Robie,
88 USPQ 478, 481 (CCPA 1951)(claims directed to appa-
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ratus, products, chemical structure, etc., as discussed
below).

In In re Hirao, 535 F.2d 67, 190 USPQ 15 (CCPA
1976), the claim preamble set forth “A process for pre-
paring foods and drinks sweetened mildly, and protected
against discoloration, Streckler’s reaction, and moisture
absorption.” The body of the claim recited two steps

directed to the formation of high purity maltose and a

third step of adding the maltose to foods and drinks as a
sweetener. The court held that the preamble was only di-
rected to the purpose of the process, the steps could
stand alone and did not depend on the preamble for
completeness.

In Kropa v. Robie, 88 USPQ 478,481 (CCPA 1951),a
preamble reciting “An abrasive article” was deemed es-
sential 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 said that “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.” “ Id. at 481. Therefore, the preamble served to
further define the structure of the article produced.

In In re Stencel, 4 USPQ2d 1071 (Fed. Cir. 1987), the
claim was directed to a driver for setting a joint of a
threaded collar. The claim did not directly include the
structure of the collar as part of the claimed article. The
preamble did set forth the structure of the collar but the
cxaminer had not given this recitation any weight. 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. The court stated that
“the framework ~ the teachings of the prior art -
against which patentability is measured is not all drivers
broadly, but drivers suitable for use in combination with
this collar, for the claims are so limited.” Id. at 1073.

COMPOSITION CLAIMS — THE PREAMBLE IS
GENERALLY NONLIMITING IF THE PREAMBLE
MERELY RECITES AN INHERENT PROPERTY

When the claim is directed to a product, the
prcamble is generally nonlimiting if the body of the claim
is directed to an old composition and the preamble
merely recites a property inherent in the old composi-
tion. Kropa v. Robie, 88 USPQ 478, 480—81 (CCPA 1951)
(discussed above).
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THE INTENDED USE MAY FURTHER LIMIT THE
CLAIM IF IT DOES MORE THAN MERELY STATE
PURPOSE OR INTENDED USE

Intended use recitations and other types of func-
tional language cannot be entirely disregarded. Howev-
er, in apparatus, article, and composition claims, in-
tended use must result in a structural difference between
the claimed invention and the prior art in order to pat-
entably distinguish the claimed invention from the prior
art. If the prior art structure is capable of performing the
intended use, then it meets the claim. In a claim drawn to
a process of making, the intended use must result in a
manipulative difference as compared to the prior art. In
re Casey, 152 USPQ 235 (CCPA 1967); In re Otto,
136 USPQ 458, 459 (CCPA 1963) (The claims were
directed to a core member for hair curlers and a process
of making a core member for hair curlers. Court held
that the intended use of hair curling was of no signifi-
cance to the structure and process of making.) <

2111.03 Transitional Phrases [R—3]

E 1

The transitional phrases “comprising”, “consisting
essentially of” and “consisting of” define the scope of a
claim with respect to what unrecited additional compo-
nents or steps, if any, are excluded from the scope of the
claim.

The transitional term “comprising”, which is synon-
ymous with “including,” “containing,” or “characterized
by,” is inclusive or opcn—ended and does not cx-
clude additional, unrecited elements or method stcps.
Moleculon Research Corp. v. CBS, Inc., 793 F.2d 1261,
229 USPQ 805 (Fed. Cir. 1986)>; < In re Baxter, 656 F.2d
679, >686,< 210 USPQ 795, 803 (CCPA 1981); Ex parte
Davis, 80 USPQ 448, 450 (Bd. App. 1948)(”comprising”
leaves “the claim open for the inclusion of unspecificd
ingredients even in major amounts”).

The transitional phrasc “consisting of” excludes any
element, step, or ingredient not specified in the claim. /n
re Gray, 53 F2d 520,11 USPQ 225 (CCPA 1931); Exparte
Davis, 80 USPQ 448, 450 (Bd. App. 1948)(“consisting
of” defined as “closing the claim to the inclusion of mate-
rials other than those recited except for impurities ordi-
narily associated therewith.”). Transitional phrascs such
as “composed of,” “having,” or “being” must be inter-
preted in light of the specification to determine whether
open or closed claim language is intended. A claim which
depends from a claim which “consists of” the recited cle-
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ments or steps cannot add an element or step. When the
phrase “consists of” appears in a clause of the body of a
claim, rather than immediately following the preamble,
it limits only the element set forth in that clause; other
elements are not excluded from the claim as a whole.
Mannesmann Demag Corp. v. Engineered Metal Products
Co., 793 F2d 1279, 230 USPQ 45 (Fed. Cir. 1986).

The transitional phrase “consisting essentially of”
limits the scope of a claim to the specified materials or
steps “and those that do not materially affect the basic
and novel characteristic(s)” of the claimed invention. Ir
re Herz, 537 F2d 549, 551-52, 190 USPQ 461,
463 (CCPA 1976)(emphasis in original)(Prior art hy-
draulic fluid required a dispersant which appellants ar-
gued was excluded from claims limited to a functional
fluid “consisting essentially of” certain components. In
finding the claims did not exclude the prior art disper-
sant, the court noted that appellants’ specification indi-
cated the claimed composition can contain any well—
known additive such as a dispersant, and there was no ev-
idence that the presence of a dispersant would materially
affect the basic and novel characteristic of the claimed
invention. The prior art composition had the same basic
and novel characteristic (increased oxidation resistance)
as well as additional enhanced detergent and dispersant
characteristics.). See also Atlas Powder Co. v. E.I. duPont
de Nemours & Co., 750 F.2d 1569, 224 USPQ 409 (Fcd.
Cir. 1984); In re Janakirama—Rao, 317 F2d 951,
137 USPQ 893 (CCPA 1963); Water Technologies Corp.
v. Calco, Ltd., 850 F.2d 660, 7 USPQ2d 1097 (Fed. Cir.
1988). When an applicant contends that additional steps
or materials in the prior art arc excluded by the recita-
tion of “consisting csscntially of,” applicant has thc bur-
den of showing that the introduction of additional steps
or components would materially change the characteris-
tics of applicant’s invention. fn re De Lajarte, 337 F.2d
870, 143 USPQ 256 (CCPA 1964). Scc also £x parte
Hoffman, 12 USPQ2d 1061, 1063—64 (Bd. Pat. App.
& Inter. 1989)(“Although ‘consisting cssentially of” is
typically used and defined in the context of compositions
of matter, we find nothing intrinsically wrong with the
use of such language as a modifier of method steps. . .
[rendering] the claim open only for the inclusion of steps
which do not materially affcct the basic and novel charac-
teristics of the claimed method. To determine the steps
included versus cxcluded the claim must be rcad in light
of the spccification. . . . [I]t is an applicant’s burden to
cstablish that a step practiced in a prior art method is ex-
cluded from his claims by ‘consisting cssentially of” lan-

guage.”).
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! 2112 Requirements of Rejection Based on

Inherency; Burden of Proof [R~3]

>The express, implicit, and inkcrent disclosures of a
prior art reference may be relied upon in the rejection of
claims under 35 U.S.C. 102 or 103. “The inherent teach-
ing of a prior art reference, a question of fact, arises both

‘in the context of anticipation and obviousness.” In re

Napier, 55 F.3d 610, 613, 34 USPQ2d 1782, 1784 (Fed.
Cir. 1995)(affirmed a 35 U.S.C. 103 rejection based in
partoninherent disclosure in one of the references). See
also In re Grasselli, 713 E2d 731, 739, 218 USPQ 769,
775 (Fed. Cir. 1983).<

SOMETHING WHICH IS OLD DOES NOT
BECOME PATENTABLE UPON THE DISCOVERY
OF ANEW PROPERTY

The claiming of a new use, new function or unknown
property which is inherently present in the prior art does
not necessarily make the claim patentable. /n re Best,
>562 F2d 1252, 1254,<195 USPQ 430, 433 (CCPA
1977). See also MPEP § 2112.01 with regard to inheren-
¢y and product by process claims and MPEP § 2141.02
with regard to inherency and rejections under 35 U.S.C.
103.

A REJECTION UNDER 35 U.S.C. 102/103 CAN BE
MADE WHEN THE PRIOR ART PRODUCT SEEMS
TO BE IDENTICAL EXCEPT THAT THE PRIOR
ART IS SILENT AS TO AN INHERENT CHAR-
ACTERISTIC

Where applicant claims a composition in terms of a
function, property or characteristic and the composition
of the prior art is the same as that of the claim but the
function is not explicitly discloscd by the reference, the
Examiner may make a rejection under both 35 U.S.C.
102 and 103, expressed as a 102/103 rejection. “There is
nothing inconsistent in concurrent rejections for ob-
viousness under 35 U.S.C. 103 and for anticipation un-
der 35 US.C. 102.” In re Best, >562, F2d 1252, 1255
nd< 195 USPQ 430, 433 >nd< (CCPA 1977). This
same rationale should also apply to product, apparatus,
and process claims claimed in terms of function, proper-
ty or characteristic, Therefore, 35 U.S.C. 102/103 rejec-
tion is appropriate for these types of claims as well as for

W composition claims,
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EXAMINER MUST PROVIDE RATIONALE OR
EVIDENCE TENDING TO SHOW INHERENCY

>The fact that a certain result or characteristic may
occur or be present in the prior art is not sufficient to
establish the inherency of that result or characteristic. /n
re Rijckaert, 9 F3d 1531, 1534, 28 USPQ2d 1955, 1957
(Fed. Cir. 1993)(reversed rejection because inherency
was based on what would result due to optimization of
conditions, not what was necessarily present in the prior
art); In re Oelrich, 666 F2d 578, 58182, 212 USPQ 323,
326 (CCPA 1981).<

“In relying upon the theory of inherency, the ex-
aminer must provide a basis in fact and/or technical rea-
soning to reasonably support the determination that the
allegedly inherent characteristic necessarily flows from
the teachings of the applied prior art.” Ex parte Levy,
17 USPQ2d 1461, 1464 (Bd. Pat. App. & Inter. 1990)
(emphasis in original) (Applicant’s invention was
directed to a biaxially oriented, flexible dilation catheter
balloon (a tube which expands upon inflation) used, for
example, in clearing the blood vessels of heart patients).
The examiner applied a U.S. patent to Schjeldahl which
disclosed injection molding a tubular preform and then
injecting air into the preform to expand it against a mold
(blow molding). The reference did not dircctly statc that
the end product balloon was biaxially oriented. It did dis-
close that the balloon was “formed from a thin flexible
inelastic, high tensile strength, biaxially oriented syn-
thetic plastic material.” Id. at 1462 (emphasis in origi-
nal). The examiner argucd that Schjeldahl’s balloon was
inherently biaxially oriented. The Board reversed on the
basis that the examiner did not provide objective evi-
dence or cogent technical reasoning to support the con-
clusion of inherency.).

ONCE A REFERENCE TEACHING PRODUCT
APPEARING TO BE SUBSTANTIALLY IDEN-
TICAL IS MADE THE BASIS OF A REJECTION
AND THE EXAMINER PRESENTS EVIDENCE OR
REASONING TENDING TO SHOW INHERENCY,
THE BURDEN SHIFTS TO THE APPLICANT TO
SHOW AN UNOBVIOUS DIFFERENCE

“[TThe PTO can requirc an applicant to prove that
the prior art products do not necessarily >or inherent-
ly< possess the characteristics of his [or her] claimed
product. ***Whether the rcjection is bascd on ‘inheren-
cy’ under 35 U.S.C. 102, on prima facie obviousness’
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under 35 U.S.C. 103, jointly or alternatively, the burden
of proof is the same.>.[footnote omitted].<” The
burden of proof is similar to that required with re-
spect to product—by-process claims. In re Fitzgerald
**>619 E 2d 67, 70,< 205 USPQ 594, >596< (CCPA
1980) (quoting **>In re Best, 562 F.2d 1252, 1255,
195 USPQ 430, 43334 (CCPA 1977)<).

In In re Fitzgerald **, 205 USPQ 594 (CCPA. 1980),
the claims were directed to a self~locking screw—
threaded fastener comprising a metallic threaded fas-
tener having patches of crystallizable thermoplastic
bonded thereto. The claim further specified that the
thermoplastic had a reduced degree of crystallization
shrinkage. The specification disclosed that the locking
fastener was made by heating the metal fastener to melt
a thermoplastic blank which is pressed against the metal.
After the thermoplastic adheres to the metal fastener,
the end product is cooled by quenching in water. The
examiner made a rejection based on a U.S. patent to
Barnes. Barnes taught a self—locking fastener in which
the patch of thermoplastic was made by depositing ther-
moplastic powder on a metallic fastener which was then
heated. The end product was cooled in ambient air, by
cooling air or by contacting the fastener with a watcr
trough. The court first notcd that the two fasteners werc
identical or only slightly different from cach other.
“Both fasteners posscss the samc utility, ecmploy thc
samc crystallizable polymer (nylon 11), and havc an
adherent plastic patch formed by meclting and then
cooling the polymer.” Id. at 596 n.1. The court then
noted that the Board had found that Barncs’ cooling
rate could rcasonably be cxpected to result in a polymer
posscssing thc claimed crystallization shrinkage ratc.
Applicant had not rebutted this finding with cvidence
that the shrinkage ratc was indeed different. They had
only argued that the crystallization shrinkage ratc was
dependent on the cool down rate and that the cool down
rate of Barncs was much slower than theirs. Because
a difference in the cool down ratc docs not nccessarily
result in a difference in shrinkage, objective cvidence
was required to rebut the 35 U.S.C. 102/103 prima facie
case.

See MPEP § 2113 for morc information on the anal-
ogous burden of proof applied to product—by—process
claims,
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2112.01 Composition, Product, and
Apparatus Claims [R—1]

>PRODUCT AND APPARATUS CLAIMS — WHEN
THE STRUCTURE RECITED IN THE REF-
ERENCE IS SUBSTANTIALLY IDENTICAL TO
THAT OF THE CLAIMS, CLAIMED PROPERTIES
OR FUNCTIONS ARE PRESUMED TO BE
INHERENT

Where the claimed and prior art products are identi-
cal or substantially identical in structure or composition,
or are produced by identical or substantially identical
processes, a prima facie case of either anticipation or ob-
viousness has been established. In re Best, 195 USPQ 430,
433 (CCPA 1977). “When the PTO shows a sound basis
for believing that the products of the applicant and the
prior art are the same, the applicant has the burden of
showing that they are not.” In re Spada, 15 USPQ2d
1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie
case can be rebutted by evidence showing that the prior
art products do not necessarily possess the characteris-
tics of the claimed product. In re Best, 195 USPQ 430,
433 (CCPA 1977).

See also Titanium Metals Corp. v. Banner, 227 USPQ
773 (Fed. Cir. 1985) (Claims were directed to a titanium
alloy containing 0.2—0.4% Mo and 0.6—0.9% Ni having
corrosion resistance. A Russian article disclosed a tita-
nium alloy containing 0.25% Mo and 0.75% Ni but was
silent as to corrosion resistancc. The Federal Circuit
held that the claim was anticipated because the percent-
ages of Mo and Ni were squarely within the claimed
ranges. The court went on to say that it was immaterial
what properties thc alloys had or who discovered the
propertics becausc the composition is the same and thus
must nceessarily cxhibit the propertics. );

In re Ludtke, 169 USPQ 563 (CCPA 1971) (Claim 1
was dirccted to a parachute canopy having concentric
circumferential panels radially separated from each oth-
cr by radially extending tic lines. The panels were sepa-
ratcd “such that the critical velocity of cach successively
larger pancl will be lcss than the critical velocity of the
previous pancl, whereby said parachute will sequentially
open and thus gradually decclerate.” The court found
that the claim was anticipated by Menget. Menget taught a
parachute having three circumferential panels separated
by tic lincs. The court uphcld the rejection finding that
applicant had failcd to show that Menget did not posscss
the functional charactcristics of the claims.);
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Northam Warren Corp. v. D. F. Newfield Co., 7 E.Supp.
773,22 USPQ 313 (E.D.N.Y. 1934) (A patent to a pencil
for cleaning fingernails was held invalid because a pencil
of the same structure for writing was found in the prior
art.).

COMPOSITION CLAIMS -~ IF THE COMPOSI-
TIONIS PHYSICALLY THE SAME, IT MUST HAVE
THE SAME PROPERTIES '

“Products of identical chemical composition can not
have mutually exclusive properties.” A chemical com-
position and its properties are inseparable. Therefore, if
the prior art teaches the identical chemical structure, the
properties appiicant discloses and/or claims are neces-
sarily present. In re Spada, 15 USPQ2d 1655, 1658 (Fed.
Cir. 1990) (Applicant argued that the claimed composi-
tion was a pressure sensitive adhesive containing a tacky
polymer while the product of the reference was hard and
abrasion resistant. “The Board correctly found that the
virtual identity of monomers and procedures sufficed to
support a prima facie case of unpatentability of Spada’s
polymer latexes for lack of novelty.”).<

2112.02 Process Claims [R—1]

>PROCESS CLAIMS - PRIOR ART DEVICE
ANTICIPATES A CLAIMED PROCESS IF THE
DEVICE CARRIES OUT THE PROCESS DURING
NORMAL OPERATION

Under the principles of inherency, if a prior art de-
vice, in its normal and usual operation, would necessarily
perform the method claimed, then the method claimed
will be considered to be anticipated by the prior art de-
vice. When the prior art device is the same as a device de-
scribed in the specification for carrying out the claimed
method, it can be assumed the device will inherently per-
form the claimed process. /n re King, 231 USPQ 136 (Fed.
Cir. 1986) (The claims were directed to a method of en-
hancing color effects produced by ambient light through
a process of absorption and reflection of the light off a
coated substrate. A prior art reference to Donley dis-
closed a glass substrate coated with silver and metal ox-
ide 200—800 angstroms thick. While Donley disclosed
using the coated substrate to produce architectural col-
ors, the absorption and reflection mechanisms of the
claimed process were not disclosed. However, King’s
specification disclosed using a coatcd substrate of
Donley’s structure for use in his process. The Fedcral
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Circuit upheld the Board’s finding that “Donley inher-
ently performs the function disclosed in the method
claims on appeal when that device is used in ‘normal and
usual operation’ “ and found that a prima facie case of an-
ticipation was made out. Id. at 138. It was up to applicant
to prove that Donley’s structure would not perform the
claimed method when placed in ambient light.).

See also I re Best, 195 USPQ 430, 433 (CCPA 1977)
(Applicant claimed a process for preparing a hydrolyti-
cally~stable zeolitic aluminosilicate which included a
step of “cooling the steam zeolite ... at a rate sufficiently
rapid that the cooled zeolite exhibits a X ~ray diffraction
pattern ....” All the process limitations were expressly
disclosed by a U.S. patent to Hansford except the cooling
step. The court stated that any sample of Hansford’s zeo-
lite would necessarily be cooled to facilitate subsequent
handling. Therefore, a prima facie case under 35 U.S.C.
102/103 was made. Applicant had failed to introduce any
evidence comparing X—ray diffraction patterns showing
a difference in cooling rate between the claimed process
and that of Hansford or any data showing that the pro-
cess of Hansford would result in a product with a differ-
ent X—ray diffraction. Either type of evidence would
have rebutted the prima facie case under 35 U.S.C. 102.
A further analysis would be necessary to determine if the
process was unobvious under 35 U.S.C. 103.);

Ex parte Novitski, 26 USPQ2d 1389 (Bd. Pat. App.
& Inter. 1993) (The Board rejected a claim directed to a
method for protecting a plant from plant pathogenic
nematodes by inoculating the plant with a nematode in-
hibiting strain of P cepacia. A U.S. patent to Dart
disclosed inoculation using P cepacia type Wisconsin
526 bacteria for protecting the plant from fungal disease.
Dart was silent as to nematode inhibition but thc Board
concluded that nematode inhibition was an inherent
property of the bacteria. The Board noted that applicant
had stated in the specification that Wisconsin 526 pos-
sesses an 18% nematode inhibition rating.).

PROCESS OF USE CLAIMS — NEW AND UNOB-
VIOUS USES OF OLD STRUCTURES AND COM-
POSITIONS MAY BE PATENTABLE

The discovery of a new use for an old structure based
on unknown properties of the structure might be patent-
able to the discoverer as a process of using. /n re Huck,
114 USPQ 161, 163 (CCPA 1957). However, when the
claim recites using an old composition or structure and
the “use” is directed to a result or property of that
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composition or structure, then the claim is anticipated.
In re May, 197 USPQ 601, 607 (CCPA 1978) (Claims 1
and 6, directed to a method of effecting nonaddictive
analgesia (pain reduction) in animals, were found to be
anticipated by the applied prior art which disclosed the
same compounds for effecting analgesia but which was
silent as to addiction. The court upheld the rejection and
stated that the applicants had merely found a new prop-
erty of the compound and such a discovery did not consti-
tute a new use. The court went on to reverse the rejection
of claims 2~5 and 7~10 which recited a process of using
a new compound. The court relied on evidence showing
that the nonaddictive property of the new compound was
unexpected.).

See also In re Tomlinson, 363 F.2d 928, 150 USPQ
623 (CCPA 1966) (The claim was directed to a process of
inhibiting light degradation of polypropylene by mixing
it with one of a genus of compounds, including nickel di-
thiocarbamate. A reference taught mixing polypropy-
lene with nickel dithiocarbamate to lower heat degrada-
tion. The court held that the claims read on the obvious
process of mixing polypropylene with the nickel dithio-
carbamate and that the preamble of the claim was merely
directed to the result of mixing the two materials, “While
the references do not show a specific recognition of that
result, its discovery by appellants is tantamount only to
finding a property in the old composition.”
363 F.2d at 934, 150 USPQ at 628 (emphasis in origi-
nal).).<

2113 Product by Process Claims [R—1]

>PRODUCT-BY—-PROCESS CLAIMS ARE NOT
LIMITED TO THE MANIPULATIONS OF THE RE-
CITED STEPS, ONLY THE STRUCTURE IMPLIED
BY THE STEPS

“Even though product—-by process claims are limit-
ed by and defined by the process, determination of pat-
entability is based on the product itself. The patentabili-
ty of a product does not depend on its method of produc-
tion. If the product in the product—by—process claim is
the same as or obvious from a product of the prior art,
the claim is unpatentable even though the prior product
was made by a different process.” In re Thorpe,
227 USPQ 964, 966 (Fed. Cir. 1985) (citations omitted)
(Claim was directed to a novolac color developer. The
process of making the developer was allowed. The differ-
ence between the inventive process and the prior art was
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the addition of metal oxide and carboxylic acid as sepa-
rate ingredients instead of adding the more expensive
pre—reacted metal carboxylate. The product—by—
process claim was rejected because the end product, in
both the prior art and the allowed process, ends up con-
taining metal carboxylate. The fact that the metal car-
boxylate is not directly added, but is instead produced
in—situ does not change the end product.).

ONCE A PRODUCT APPEARING TO BE SUB-
STANTIALLY IDENTICAL IS FOUND AND A
35 US.C. 102/103 REJECTION MADE, THE BUR-
DEN SHIFTS TO THE APPLICANT TO SHOW AN
UNOBVIOUS DIFFERENCE

“The Patent Office bears a lesser burden of proof in
making out a case of prima facie obviousness for prod-
uct—by—process claims because of their peculiar na-
ture” than when a product is claimed in the conventional
fashion. In re Fessmann, 180 USPQ 324, 326 (CCPA
1974). Once the Examiner provides a rationale tending
to show that the claimed product appears to be the same
or similar to that of the prior art, although produced by a
different process, the burden shifts to applicant to come
forward with evidence establishing an unobvious differ-
ence between the claimed product and the prior art
product. fn re Marosi, 218 USPQ 289, 292 (Fed. Cir.
1983) (The claims werc directed to a zcolitc manufac-
tured by mixing together various inorganic materials in
solution and heating the resultant gel to form a crystal-
line metal silicate essentially free of alkali metal. The
prior art described a process of making a zeolite which,
after ion exchange to remove alkali metal, appcared to
be “cssentially free of alkali metal.” The court upheld
the rejection because the applicant had not come for-
ward with any evidence that the prior art was not “essen-
tially frec of alkali metal” and therefore a different and
unobvious product.).

Ex parte Gray, 10 USPQ2d 1922 (Bd. Pat. App. & In-
ter. 1989) (The prior art disclosed human nerve growth
factor ( —NGF) isolated from human placental tissue.
The claim was directed to —NGF produced through
genetic enginecring techniques. The factor produced
seemed to be substantially the same whether isolated
from tissue or produced through genetic engineering.
While the applicant questioned the purity of the prior art
factor, no concrete cvidence of an unobvious difference
was presented. The Board stated that the dispositive
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issue is whether the claimed factor exhibits any unex-
pected properties compared with the factor disclosed by
the prior art. The Board further stated that the applicant
should have made some comparison between the two

factors to establish unexpected properties since the ma-

terials appeared to be identical or only slightly differ-

‘ent.).

THE USE OF 35 US.C. 102/103 REJECTIONS FOR

PRODUCT-BY-PROCESS CLAIMS HAS BEEN

APPROVED BY THE COURTS

~ “[T)he lack of physical description in a product—
by—process claim makes determination of the patent-
ability of the claim more difficult, since in spite of the fact

. that the claim may recite only process limitations, it is the

patentability of the product claimed and not of the re-
cited process steps which must be established. We are
therefore of the opinion that when the prior art discloses
a product which reasonably appears to be either identi-
cal with or only slightly different than a product claimed
in a product—by—process claim, a rejection based alter-
natively on either section 102 or section 103 of the stat-
ute is eminently fair and acceptable. As a practical mat-
ter, the Patent Office is not equipped to manufacture
products by the myriad of processes put beforc it and

-then obtain prior art producis and make physical com-

parisons thercwith.,” In re Brown, 173 USPQ 685,
688 (CCPA 1972).<

2114 Apparatus and Article Claims —
Functional Language [R—1]

>For a discussion of case law which provides guid-
ance in interpreting the functional portion of means—
plus—function limitations scc MPEP § 2181 — § 2186.

APPARATUS CLAIMS MUST BE STRUCTURALLY
DISTINGUISHABLE FROM THE PRIOR ART

Claims dirccted to apparatus must be distinguished
from the prior art in terms of structure rather than func-
tion, In re Danley, 120 USPQ 528, 531 (CCPA 1959).
“Apparatus claims cover what a device is, not what a de-
vice does.”(emphasis in original) Hewlett—Packard Co.
v. Bausch & Lomb Inc., 15 USPQ2d 1525, 1528 (Fed. Cir.
1990).
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MANNER OF OPERATING THE DEVICE DOES
NOT DIFFERENTIATE APPARATUS CLAIM
FROM THE PRIOR ART

A claim containing a “recitation with respect to the
manner in which a claimed apparatus is intended to be
employed does not differentiate the claimed apparatus
from a prior art apparatus” if the prior art apparatus
teaches all the structural limitations of the claim. Ex parte
Masham, 2 USPQ2d 1647 (Bd. Pat. App. & Inter. 1987)
(The preamble of claim 1 recited that the apparatus was
“for mixing flowing developer material” and the body of
the claim recited “means for mixing ..., said mixing
means being stationary and completely submerged in the
developer material”. The claim was rejected over a refer-
ence which taught all the structural limitations of the
claim for the intended use of mixing flowing developer.
However, the mixer was only partially submerged in the
developer material. The Board held that the amount of
submersion is immaterial to the structure of the mixer
and thus the claim was properly rejected.).

A PRIOR ART DEVICE CAN PERFORM ALL THE
FUNCTIONS OF THE APPARATUS CLAIM AND
STILL NOT ANTICIPATE THE CLAIM

Even if the prior art device performs all the func-
tions recited in the claim, the prior art cannot anticipatc
the claim if therc is any structural difference. 1t should be
noted, however, that means plus function limitations arc
met by structures which arc equivalent to the corre-
sponding structures recited in the specification. In re
Ruskin, 146 USPQ 211 (CCPA 1965) as implicitly modi-
ficd by In re Donaldson, 29 USPQ2d 1845 (Fed. Cir.
1994).<

2115 Material or Article Worked Upon by
Apparatus [R—1]

>MATERIAL OR ARTICLE WORKED UPON
DOES NOT LIMIT APPARATUS CLAIMS

“Expressions relating the apparatus to contents
thereof during an intended operation arc of no signifi-
cancc in determining patcntability of the apparatus
claim.” Ex parte Thibault, 164 USPQ 666, 667 (Bd. App.
1969). Furthermore, “Inclusion of material or article
worked upon by a structure being claimed does not im-
part patentability to the claims.” /n re Young, 25 USPQ 69
(CCPA 1935) (as restated in /n re Otto, 136 USPQ 458,
459 (CCPA 1963).
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In In re Young, 25 USPQ 69 (CCPA 1935), a claim to
a machine for making concrete beams included a limita-
tion to the concrete reinforced members made by the
machine as well as the structural elements of the ma-
chine itself. The court held that the inclusion of the ar-
ticle formed within the body of the claim did not, without

~ more, make the claim patentable.

Inn re Casey, 152 USPQ 235 (CCPA 1967), an appa-
ratus claim recited “A taping machine comprising a sup-
porting structure, a brush attached to said supporting
structure, said brush being formed with projecting
bristles which terminate in free ends to collectively de-

fine a surface to which adhesive tape will detachably ad- -

here, and means for providing relative motion between
said brush and said supporting structure while said adhe-
sive tape is adhered to said surface.” An obviousness re-
jection was made over a reference to Kienzle which
taught a machine for perforating sheets. The court
upheld the rejection stating that “the references in claim
1 to adhesive tape handling do not expressly or impliedly
require any particular structure in addition to that of
Kienzle.” The perforating device had the structure of the
taping device as claimed, the difference was in the use of
the device, and “the manner or method in which such
machine is to be utilized is not germane to the issue of
patentability of the machine itself.”).

Note that this line of cases is limited to claims di-
rected to machinery which works upon an article or ma-
terial in its intended use, it does not apply to product
claims or kit claims (i.c., claims dirccted to a plurality of
articles grouped together as a kit). <

2116 Material Manipulated in Process [R—1]

>MATERIAL RECITED IN PROCESS CLAIM
MUST BE CONSIDERED IN PATENTABILITY DE-
TERMINATION

The materials on which a process is carricd out must
be accorded weight in determining the patentability of a
process. Ex parte Leonard, 187 USPQ 122 (Bd. App.
1974).

2116.01 Novel, Unobvious Starting Material
or End Product [R~2]

L2 g

> Al the limitations of a claim must be considcred
when weighing the differences between the claimed in-
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vention and the prior art in determining the obviousness
of a process or method claim. See MPEP § 2143.03.

In re Ochiai, 71 F.3d 1565, 37 USPQ2d 1127 (Fed.
Cir, 1995) and /n re Brouwer, 77 E3d 422, 37 USPQ2d
1663 (Fed. Cir. 1996) addressed the issue of whether an
otherwise conventional process could be patented if it
were limited to making or using a nonobvious product.
In both cases, the Federal Circuit held that the use of per
se rules is improper in applying the test for obviousness
under 35 U.S.C. 103. Rather, 35 U.S.C. 103 requires a
highly fact—dependent analysis involving taking the
claimed subject matter as a whole and comparing it to the
prior art. To support a rejection under 35 U.S.C. 103, the
collective teachings of the prior art must have suggested
to one of ordinary skill in the art that, at the time the in-
vention was made, applicant’s claimed invention would
have been obvious. In applying this test to the claims on
appeal in Ochiai and Brouwer, the court held that there
simply was no suggestion or motivation in the prior art to
make or use novel, nonobvious products in the claimed
processes. Consequently, the court overturned the re-
jections based upon 35 U.S.C. 103.

Interpreting the claimed invention as a whole re-
quires consideration of all claim limitations. Thus, prop-
er claim construction requires treating language in a pro-
cess claim which recites the making or using of a nonob-
vious product as a material limitation. Motivation to
make or use the nonobvious product must be present in
the prior art for a 35 U.S.C. 103 rcjection to be sustained.
The decision in Ochiai specifically dispelled any distinc-
tion between proccsses of making a product and mcth-
ods of using a product with rcgard to the cffcct of any
product limitations in cither type of claim.

As noted in Brouwer, 77 E3d at 425, 37 USPQ2d at
1666, the inquiry as to whether a claimed invention
would have been obvious is “highly fact—specific by de-
sign”. Accordingly obviousness must be assessed on a
case~by—casc basis. The following decisions are illus-
trative of the lack of per se rules in applying the test for
obviousncss under 35 U.S.C. 103 and of the fact inten-
sive comparison of claimed processcs with the prior art:

Inre Durden, 763 £2d 1406, 226 USPQ 359 (Fed. Cir.
1985) (The examiner rejected a claim directed to a pro-
cess in which patentable starting materials were reacted
to form patentable end products. The prior art showed
the same chemical reaction mcchanism applied to other
chemicals. The court held that the process claim was ob-
vious over the prior art.); In re Albertson, 332 E2d 379,
141 USPQ 730 (CCPA 1964)(Process of chemically re-
ducing onc novel, nonobvious material to obtain another
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novel, nonobvious material was claimed. The process
was held obvious because the reduction reaction was
old.); In re Kanter, 399 F.2d 249, 158 USPQ 331 (CCPA
1968)(Process of siliconizing a patentable base material
to obtain a patentable product was claimed. Rejection
based on prior art teaching the siliconizing process as ap-
plied to a different base material was upheld.); Cf.In re
Pleuddemann, 15 USPQ2d 1738 (Fed. Cir. 1990) (Meth-
ods of bonding polymer and filler using a novel silane
coupling agent held patentable even though methods of

-bonding using other silane coupling agents were well

known because the process could not be conducted with-
out the new agent); I re Kuehl, 475 F2d 658, 177 USPQ
250 (CCPA 1973)(Process of cracking hydrocarbons
using novel zeolite catalyst found to be patentable even
though catalytic cracking process was old.” The test un-
der 103 is whether in view of the prior art the invention
as a whole weculd have beéen obvious at the time it was
made, and the prior art here does not include the zeolite,
ZK~22. The obviousness of the process of cracking hy-

* drocarbons with ZK—22 as a catalyst must be deter-

mined without reference to knowledge of ZK 22 and its
properties,” 177 USPQ at 255.); and In re Mancy, 499
F2d 1289, 182 USP(Q 303 (CCPA 1974)(Claim to a pro-
cess for the production of a known antibiotic by cultivat-
ing a novel, unobvious microorganism was found to be
patentable.). <

*E

# %

2121 Prior Art; General Level of Operability
Required to Make a Prima Facie
Case [R—-1]

>PRIOR ART IS PRESUMED TO BE OPERABLE/
ENABLING

When the refercnce relied on expressly anticipates
or makes obvious all of the elcments of the claimed in-
vention, the reference is presumed to be operable. Once
such a reference is found, the burden is on applicant to
provide facts rebutting the presumption of operability.
In re Sasse, 207 USPQ 107 (CCPA 1980). Scc also MPEP
§ 716.07.

WHAT CONSTITUTES AN “ENABLING DISCLO-
SURE” DOES NOT DEPEND ON THE TYPE OF
PRIOR ART THE DISCLOSURE IS CONTAINED IN

The level of disclosure required within a refercnce

\.__/ tomakeitan “enablingdisclosure” is the same no matter
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what type of prior art is at issue. It does not matter
whether the prior art reference is a U.S. patent, foreign
patent, a printed publication or other. There is no basis
in the statute (35 U.S.C. 102 or 103) for discriminating
either in favor of or against prior art references on the
basis of nationality. In re Moreton, 129 USPQ 227 (CCPA
1961).<

2121.01 Use of Prior Art in Rejections Where
Operability Is in Question [R—1]

>A REJECTION IS APPROPRIATE IF ONE
OF ORDINARY SKILL COULD PRACTICE
THE CLAIMED INVENTION GIVEN THE TEACH-
INGS OF THE REFERENCE COMBINED WITH
KNOWLEDGE IN THE ART

“In determining that quantum of prior art disclosure
which is necessary to declare an applicant’s invention
‘not novel’ or ‘anticipated’ within section 102, the stated
test is whether a reference contains an ‘enabling disclo-
sure’....” In re Hoeksema, 158 USPQ 596 (CCPA 1968).
Areference contains an “enabling disclosure™ if the pub-
lic was in possession of the claimed invention before the
date of invention. “Such possession is effected if one of
ordinary skill in the art could have combined the publica-
tion’s description of thc invention with his [or her]
own knowledge to make the claimed invention.” In re
Donohue, 226 USPQ 619 (Fed. Cir. 1985).

(a) 35 U.S.C. 102 Rejections and addition of evidence
showing reference is operable

SECONDARY EVIDENCE SHOWING REF-
ERENCE CONTAINS AN “ENABLING DISCLO-
SURE” CAN BE COMBINED WITH THE REF-
ERENCE TO MAKE OUT A 35 U.S.C. 102 REJEC-
TION

It is possible to makc a 35 U.S.C. 102 rejection even
if the reference does not itself teach one of ordinary skill
how to practice the invention, i.c., how to make or use
the articlc disclosed. If thc reference teaches cvery
claimed element of the article, sccondary evidence, such
as other patents or publications, can be cited to show
public possession of the method of making and/or using,
In re Donohue, 226 USPQ 619, 621 (Fed. Cir. 1985). Sce
MPEP § 2131.01 for more information on 35 U.S.C. 102
rejections using secondary references to show that the
primary reference contains an “enabling disclosure.”
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(b) 35US.C. 103 rejections ~ Use of inoperative prior
art

AN INOPERATIVE REFERENCE CAN BE USED
IN A 35 US.C. 103 REJECTION FOR WHAT IT
DOES TEACH '

“Even if a reference discloses an inoperative device,
it is prior art for all that it teaches.” Beckman Instruments
v. LKB Produkter AB, 13 USPQ2d 1301, 1304 (Fed. Cir.
1989). Therefore, “a non—enabling reference may quali-
fy as prior art for the purpose of determining obvious-
ness under 35 U.S.C. 103.” Symbol Technologies Inc.
v. Opticon Inc., 19 USPQ2d 1241, 1247 (Fed. Cir.
1991).<

2121.02 Compounds and Compositions ~
What Constitutes Enabling Prior
Art [R~1]

>QONE OF ORDINARY SKILL IN THE ART MUST
BE ABLE TO MAKE OR SYNTHESIZE

Where a process for making the compound is not de-
veloped until after the date of invention, the mere nam-
ing of a compound in a reference, without more, can-
not constitute a description of the compound. In re
Hoeksema, 158 USPQ 596 (CCPA 1968). Note, however,
that a reference is presumed operable until applicant
provides facts rebutting the presumption of operatibil-
ity. In re Sasse, 207 USPQ 107 (CCPA 1980). Thercforc,
applicant must provide cvidence showing that a process
for making was not known at the time of thc invention.
Sce the following paragraph for the evidentiary standard
to be applied.

A REFERENCE DOES NOT CONTAIN AN “ENAB-
LING DISCLOSURE” IF ATTEMPTS AT MAKING
THE COMPOUND OR COMPOSITION WERE
UNSUCCESSFUL BEFORE THE DATE OF INVEN-
TION

When a prior art reference merely discloses the
structure of the claimed compound, evidence showing
that attempts to prepare that compound were unsuccess-
ful before the date of invention will be adequate to show
inoperability. In re Wiggins, 488 F.2d 538, 179 USPQ 421
(CCPA 1971). However, the fact that an author of a pub-
lication did not attempt to make the compound dis-
closed, without more, will not overcome a rejection
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based on that publication. In re Donohue, 226 USPQ 619 °

(Fed. Cir. 1985) (In this case, the examiner had made a
rejection under 35 U.S.C. 102(b) over a publication,
which disclosed the claimed compound, in combination
with two patents teaching a general process of making
the particular class of compounds. The applicant sub-
mitted an affidavit stating that the authors of the publi-
cation had not actually synthesized the compound. The
court held that the fact that the publication’s author did
not synthesize the disclosed compound was immaterial
to the question of reference operability. The patents
were evidence that synthesis methods were well known.
The court distinguished Wiggins, in which a very similar
rejection was reversed. In Wiggins, attempts to make the
compounds using the prior art methods were all unsuc-
cessful.). Compare In re Hoeksema, 158 USPQ 596
(CCPA 1968) (A claim to a compound was rejected over
a patent to De Boer which disclosed compounds similar
in structure to those claimed (obvious homologs) and a
process of making these compounds. Applicant re-
sponded with an affidavit by an expert named Wiley
which stated that there was no indication in the De Boer
patent that the process disclosed in De Boer could be
used to produce the claimed compound and that, he did
not believe that the process disclosed in De Boer could be
adapted to the production of the claimed compound.
The court held that the facts stated in this affidavit werce
legally sufficient to overcomce the rejection and that ap-
plicant nced not show that all known processcs are inca-
pable of producing thc claimed compound for this show-
ing would be practically impossiblc.). <

2121.03 Plant Genetics — What Constitutes
Enabling Prior Art [R-1]

>THOSE OF ORDINARY SKILL MUST BE ABLE
TO GROW AND CULTIVATE THE PLANT

When the claims arc drawn to plants, the reference,
combined with knowledge in the prior art, must cnablc
onc of ordinary skill in the art to reproduce the plant. in
re LeGrice, 133 USPQ 365 (CCPA 1962) (National Rosc
Socicty Annual of England and various other catalogucs
showed color pictures of the claimed roscs and disclosed
that applicant had raiscd the roses. The publications
were published more than 1 ycar before applicant’s filing
date. The court held that the publications did not place
the rose in the public domain. Information on the graft-
ing process required to reproduce the rose was not
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included in the publications and such information was
necessary for those of ordinary skill in the art (plant
breeders) to reproduce the rose.). Compare Ex parte
Thompson, 24 USPQ2d 1618 (Bd. Pat. App. & Inter.
1992) (Seeds were commercially available more than
1 year prior to applicant’s filing date. One of ordinary
skill in the art could grow the claimed cotton cultivar
from the commercially available seeds. Thus, the publi-

. cations describing the cotton cultivar had “enabled dis-

closures.” The Board distinguished LeGrice by finding
that the catalogue picture of the rose of LeGrice was the
only evidence in that case. There was no evidence of
commiercial availability in enabling form since the asexu-
ally reproduced rose could not be reproduced from seed.
Therefore, the public would not have possession of the
rose by its picture alone, but the public would have pos-
session of the cotton cultivar based on the publications
and the availability of the seeds.).<

2121.04 Apparatus and Articles — What
Constitutes Enabling Prior
Art [R-1]

>PICTURES MAY CONSTITUTE AN “ENABLING
DISCLOSURE”

Pictures and drawings may be sufficiently enabling
to put the public in the possession of the article pictured.
Therefore, such an enabling picture may be used to re-
ject claims to the article. However, the picturc must show
all the claimed structural features and how they are put
together. Jockmus v. Leviton, 28 F.2d 812 (2d Cir. 1928).
See also MPEP § 2125 for a discussion of drawings as
prior art.<

2122 Discussion of Utility in the Prior
Art [R—1]

>UTILITY NEED NOT BE DISCLOSED IN
REFERENCE

In order to constitute anticipatory prior art, a refer-
ence must identically disclose the claimed compound,
but no utility need be disclosed by the reference. In re
Schoenwald, 22 USPQ2d 1671 (Fed. Cir. 1992) (The ap-
plication claimed compounds used in ophthalmic com-
positions to treat dry cye syndrome., The examiner found
a printed publication which disclosed the claimed com-
pound but did not disclosc a use for the compound. The
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court found that the claim was anticipated since the com-
pound and a process of making it was taught by the refer-
ence. The court explained that “no utility necd be dis-
closed for a reference to be anticipatory of a claim to an
old compound.” 22 USPQ2d at 1673. It is enough that
the claimed compound is taught by the reference.). <

2123 Rejection Over Prior Art’s Broad
Disclosure Instead of Preferred
Embodiments [R—1]

>THE BROAD DISCLOSURE OF A REFERENCE
IS RELEVANT PRIOR ART FOR ALL IT WOULD
HAVE SUGGESTED TO THOSE OF ORDINARY
SKILL

A reference may be relied upon for all that it would
have reasonably suggested to one having ordinary skill
the art, including nonpreferred embodiments. Merck
& Co. v. Biocraft Laboratories, 10 USPQ2d 1843 (Fed.
Cir. 1989).

NONPREFERRED EMBODIMENT CONSTITUTE
PRIOR ART

Disclosed examples and preferred embodiments do
not constitutc a teaching away from a broader disclosure
or nonpreferred embodiments. In re Susi, 169 USPQ 423
(CCPA 1971). “A known or obvious composition does
not become patentable simply because it has been de-
scribed as somewhat inferior to some other product for
the same use.” In re Gurley, 31 USPQ2d 1130, 1132 (Fed.
Cir. 1994) (The invention was directcd to a an ¢poxy im-
pregnated fiber—reinforced printed circuit material.
The applied prior art reference taught a printed circuit
material similar to that of the claims but impregnated
with polyester—imide resin instead of epoxy. The refer-
ence, however, disclosed that epoxy was known for this
use, but that epoxy impregnated circuit boards have “rel-
atively acceptable dimensional stability” and “socme de-
gree of flexibility,” but are inferior to circuit boards im-
pregnated with polyester—~imide resins. The court
upheld the rejection concluding that, while the reference
did teach away from using cpoxy, the “teaching away”
was insufficient to overcome the rejection since “Gurley
asserted no discovery beyond what was known in the
art.” Id. at 1132.)
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PATENTS ARE RELEVANT AS PRIOR ART FOR
ALL THEY CONTAIN

“The use of patents as references is not limited to
what the patentees describe as their own inventions or to
the problems with which they are concerned. They are
part of the literature of the art, relevant for all they con-
tain.” In re Heck, 216 USPQ 1038, 1039 (Fed. Cir. 1983)
- (quoting In re Lemelson, 397 F.2d 1006, 1009, 158 USPQ
275,277 (CCPA 1968)).<

2124 Exception to the Rule That the Critical
Reference Date Must Precede the Filing
Date [R—~1]

>IN SOME CIRCUMSTANCES A FACTUAL REF-
ERENCE NEED NOT ANTEDATE THE FILING
DATE '

In certain circumstances, references cited to show a
universal fact need not be available as prior art before
applicant’s filing date. In re Wilson, 135 USPQ 442
(CCPA 1962). Such facts include the characteristics and
properties of a material or a scientific truism. Some spe-
cific examples in which later publications showing fac-
tual evidence can be cited include situations where the
facts shown in the reference are evidence “that, as of an
application’s filing date, undue experimentation would
have been required, In rz Corneil, 347 F2d 563, 568,
145 USPQ 702, 705 (CCPA 1965), or that a parameter
absent from the claims was or was not critical, /n re

~ Rainer, 305 F.2d 505, 507 n.3, 134 USPQ 343, 345 n.3
(CCPA 1962), or that a statement in the specification was
inaccurate, In re Marzocchi, 439 F2d 220, 223 n4,
169 USPQ 367, 370 n.4 (CCPA 1971), or that the inven-
tion was inoperative or lacked utility, /n re Langer, 503
F.2d 1380, 1391, 183 USPQ 288, 297 (CCPA 1974), or
that a claim was indcfinite, /n re Glass, 492 F2d
1228,1232n.6, 181 USPQ 31, 34 n.6 (CCPA 1974), or that
characteristics of prior art products were known, /n re
Wilson, 311 E2d 266, 135 USPQ 442 (CCPA 1962).” In re
Koller, 204 USPQ 702, 706 n.5 (CCPA 1980) (quoting In
re Hogan, 194 USPQ 527, 537n.17 (CCPA 1977) (empha-
8is in original)). However, it is impermissible to usc a lat-
er factual reference to determine whether the applica-
tion is enabled or described as required under 35 U.S.C.
112, first paragraph. In re Koller, 204 USPQ 702, 706 n.5
(CCPA 1980). References which do not qualify as prior
art because they postdate the claimed invention may be
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relied upon to show the level of ordinary skill in the art at
or around the time the invention was made. Ex parte
Erlich, 22 USPQ 1463 (Bd. Pat. App. & Inter. 1992).<

2125 Drawings as Prior Art [R—1]
>DRAWINGS CAN BE USED AS PRIOR ART

Drawings and pictures can anticipate claims if they
clearly show the structure which is claimed. In re Marz,
173 USPQ 25 (CCPA 1972). However, the picture must
show all the claimed structural features and how they are
put together. Jockmus v. Leviton, 28 F.2d 812 (2d Cir.
1928). The origin of the drawing is immaterial. For
instance, drawings in a design patent can anticipate or
make obvious the claimed invention as can drawings in
utility patents. When the reference is a utility patent, it
does not matter that the feature shown is unintended or
unexplained in the specification. The drawings must be
evaluated for what they reasonably disclose and suggest
to one of ordinary skill in the art. In re Aslanian,
200 USPQ 500 (CCPA 1979). See MPEP § 2121.04 for
more information on prior art drawings as “enabled dis-
closures.”

PROPORTIONS OF FEATURES IN A DRAWING
ARE NOT EVIDENCE OF ACTUAL PROPOR-
TIONS WHEN DRAWINGS ARE NOT TO SCALE

When the reference docs not disclose that the draw-
ings are to scale and is silent as to dimensions, arguments
based on mcasurcment of the drawing features arc of
little valuc. However, the description of the article pic-
tured can be relied on, in combination with the drawings,
for what they would reasonably tcach onc of ordinary
skill in the art. In re Wrighs, 193 USPQ 332 (CCPA 1977)
(“We disagree with the Solicitor’s conclusion, reached by
a comparison of the rclative dimensions of appellant’s
and Bauer’s drawing figures, that Bauer ‘clearly points to
the usc of a chime length of roughly 1/2 to 1 inch for a
whiskey barrcl.’ This ignores the fact that Bauer docs not
disclosc that his drawings arc to scalc. ... However, we
agree with the Solicitor that Bauer’s tcaching that whis-
key losscs arc influcnced by the distance the liquor nceds
to ‘traverse the pores of the wood’ (albeit in reference to
the thickness of the barrelhcad)” would have suggested
the desirability of an increascd chime length to onc of or-
dinary skill in the art bent on further reducing whiskey
losses.” Id. at 335~36.)<
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2126 Availability of a Document as a “Patent”
for Purposes of Rejection Under
3 US.C. 102(a), (b), and (d) [R—1]

>THE NAME “PATENT” ALONE DOES NOT
MAKE A DOCUMENT AVAILABLE AS A PRIOR
ART PATENT UNDER 35 U.S.C. 102(a) or (b)

What a foreign country designates to be a patent
may not be a patent for purposes of rejection under
35 U.S.C. 102(a) and (b); it is the substance of the rights
conferred and the way information within the “patent”
is controlled that is determinative. [n re Ekenstam
118 USPQ 349 (CCPA 1958). See the next paragraph for
further explanation with respect to when a document can
be applied in a rejection as a “patent.” See MPEP
§ 2135.01 for a further discussion of the use of “patents”
in 35 U.S.C. 102(d) rejections.

A SECRET PATENT IS NOT AVAILABLE AS A
REFERENCE UNDER 35 U.S.C. 102(a) or (b) UN-
TIL IT IS AVAILABLE TO THE PUBLIC BUT IT
MAY BE AVAILABLE UNDER 35 U.S.C. 102(d)
AS OF GRANT DATE '

Secrct patents arc defined as patents which arc in-
sufficiently accessible to the public to constitutc “printed
publications.” Decisions on thc issuc of what is suffi-
ciently accessible to be a “printed publication” arc lo-
cated in MPEP § 2128 ~ § 2128.01.

Even if a patent grants an exclusionary right (is en-
forceablc), it is not available as prior art under 35 US.C.
102(a) or (b) if it is sccret or private. In re Carlson,
25'USPQ2d 1207, 1211 (Fed. Cir. 1992). The document
must be at [cast minimally available to the public to
constitutc prior art, The patent is sufficiently availablc to
the public for the purposes of 35 U.S.C. 102(a) or (b) if it
is laid open for public inspcction or disscminated in
printed form. The datc that the patent is made available
to the public is the date it is availablc as a 35 U.S.C.
102(a) or (b) reference. In re Ekenstam, 118 USPQ 349
(CCPA 1958). But a period of secrecy after granting the
patent has been held to have no cffect in connection with
35 U.S.C 102(d). These patents arc usable in rcjections
under 35 U.S.C. 102(d) as of the date patent rights are
granted. In re Kathawala, 28 USPQ2d 1789 (Fed. Cir.
1993), See MPEP § 2135 ~ § 2135.01 for more informa-
tion on 35 U.S.C. 102(d).
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In re Carlson, 25 USPQ2d 1207, 1211 (Fed. Cir. 1992)
(“We recognize that Geschmacksmustern on display for
public view in remote cities in a far—away land may create
a burden of discovery for one without the time, desire, or
resources to journey there in person or by agent to observe
that which was registered under German law. Such a bur-
den, however, is by law imposed upon the hypothetical per-
son of ordinary skill in the art who is charged with knowl-
edge of all contents of the relevant prior art.”) <

2126.01 Date of Availability of a Patent As a
Reference [R—2]

DATE FOREIGN PATENT IS EFFECTIVE AS A
REFERENCE IS USUALLY THE DATE PATENT
RIGHTS ARE FORMALLY AWARDED TO ITS
APPLICANT

The date the patent is available as a reference is gen-
erally the date that the patent becomes enforceable. This
date is the date the sovereign formally bestows patents
rights to the applicant. In re Monks, 588 F.2d 308,
200 USPQ 129 (CCPA 1978). There is an exception to
this rule when the patent is secret as of the date the rights
are awarded. In re Ekenstam, 118 USPQ 349 (CCPA
1958).

Note that MPEP § 901.05 scction F summarizes in
tabular form dates of patenting for many foreign patents.
Chisum, Patents § 3.06[4] n.2 gives a good summary of
decisions which specify reference availability dates for
specific classcs of forcign patents. A copy of Chisum is
kept in the law library of the Solicitor’s Officc and in the
*#*>Lutrelle F. Parker, Sr.,, Mcmorial Law Library<
located in CPK1-520.

2126.02 Scope of Reference’s Disclosure
Which Can Be Used to Reject Claims
When the Reference Is a “Patent” but
Not a “Publication” [R—1]

>0OFTEN UNCLAIMED DETAILS FOUND IN THE
PATENT SPECIFICATION CAN BE RELIED ON
EVEN IF PATENT IS SECRET

When the patented document is used as a patent and
not as a publication, thc examiner is not restricted to the
information conveyed by the patent claims but may use
any information provided in the specification which re-
lates to the subject matter of the patented claims when
making a rejection under 35 U.S.C. 102(a), (b) or (d).
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Ex parte Ovist, 152 USPQ 709, 710 (Bd. App. 1963) (The
claim of an Italian patent was generic and thus embraced
the species disclosed in the examples, the Board added
that the entire specification was germane to the claimed
invention and upheld the examiner’s 35 U.S.C. 102(b)
rejection.); In re Kathawala, 28 USPQ2d 1785 (Fed. Cir.
1993) (The claims at issue where rejected under
35-U.8.C. 102(d) by applicant’s own parent applications
in Greece and Spain. The applicant argued that the “in-
vention ... patented’ in Spain was not the same ‘inven-
* tion’ claimed in the U.S. application because the Spanish
patent claimed processes for making [compounds for in-
hibition of cholesterol biosynthesis] and claims 1 and 2
were directed to the compounds themselves.” Id, at 1786.
The Federal Circuit held that “when an applicant files a
foreign application fully disclosing his invention and
having the potential to claim his invention in a number of
ways, the reference in section 102(d) to ‘invention ... pat-
ented’ necessarily includes all disclosed aspects of the in-
vention.” Id. at 1789.)

In re Fuge, 124 USPQ 105 (CCPA 1959), does not
conflict with the above decisions. This decision simply
states “that, at the least, the scope of the patent em-
braces everything included in the [claim].” Id. at 107.
(cmphasis added).

Note that the courts have interpreted the phrase “in-
vention ... patented” in 102(a), (b), and (d) the same way
and have cited decisions without regard to which of these
subscctions of 35 U.S.C. 102 was at issue in the particular
casc at hand. Thercfore, it docs not scem to matter to
which subscction of 102 the cases arc dirccted; the court
decisions arc intcrchangceabile as to this issuc. <

2127 Domestic and Foreign Patent
Applications as Prior Art
[R-3]

(a) Abandoned applications, )'ncluding provisional
applications

37 CFR 1.108. Abandoned applications not cited

Abandoned applications as such will not be cited as references
except those which have been opened to inspection by the public
following a defensive publication.

ABANDONED APPLICATIONS DISCLOSED TO
THE PUBLIC CAN BE USED AS PRIOR ART

“An abandoned patent application may become cvi-
dence of prior art only when it has been appropriately
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disclosed, as, for example, when the abandoned pa-
tent is reference[d] in the disclosure of another pat-
ent, in a publication, or by voluntary disclosure....” Lee
Pharmaceutical v. Kreps, >577 F2d 610, 613,<
198 USPQ 601, 605 (9th Cir. 1978). See also 37 CFR
1.14(*>a<). The abandoned patent application be-
comes available as prior art only as of the date the public
gains access to it as, for instance, when a patent which
incorporates it by reference is granted. Thus, the subject
matter of an abandoned application, including both pro-
visional and nonprovisional applications, referred to ina
prior art U.S. patent cannot be relied on in a 35 U.S.C.
102(e) rejection based on that patent since the disclosure
of the abandoned application is not public as of the filing
date of the patent. In re Lund, >376 F2d 982, 991,<
153 USPQ 625, 633 (CCPA 1967) (The court reversed a
rejection over a patent which was a continuation—in—
part of an abandoned application. Applicant’s filing date
preceded the issue date of the patent reference. The
abandoned application contained subject matter which
was essential to the rejection but which was not carried
over into the continuation—~in—part. The court held that
the subject matter of the abandoned application was not
available to the public as of either the parent’s or the
child’s filing dates and thus could not be relied on in the
102(e) rejection.). >Sce MPEP § 2136.02 and § 2136.03
for the 35 U.S.C. 102(c) date of a U.S. patent claiming -
priority under 35 U.S.C. 119 or 120.<

(b) Applications which have issued into U.S.

patents

A 35 U.S.C102(c) REJECTION CANNOT RELY ON
MATTER WHICH WAS CANCELED FROM THE
APPLICATION AND THUS DID NOT GET PUB-
LISHED IN THE ISSUED PATENT

Canceled matter in the application filc of a U.S. pat-
ent cannot be relied upon in a rejection under 35 U.S.C.
102(e). **>Ex Parte< Stalego, 154 USPQ 52>, 53< (Bd.
App. 1966). The canceled matter only becomes available
as prior art as of the date the application issues into a
patent since this is the datc thc application file wrapper
becomes available to the public. In re Lund, >376 F.2d
982,< 153 USPQ 625 (CCPA 1967). For more informa-
tion on available prior art for use in 35 U.S.C. 102(¢) re-
jections sce MPEP § 2136.02.
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(c) Foreign applications open for public inspection
(laid open applications)

LAID OPEN APPLICATIONS MAY CONSTITUTE
“PUBLISHED” DOCUMENTS

When the specification is not issued in printed form
but is announced in an official journal and anyone can in-

‘spect or obtain copies, it is sufficiently accessible to the
‘public to constitute a “publication” within the meaning

of 35 U.S.C. 102(a) and (b). See In re Wyer, >655 F.2d
221,<210 USPQ 790 (CCPA 1981).

Older cases have held that laid open patent applica-
tions are not “published” and cannot constitute prior art.
Ex parte Haller, 103 USPQ 332 (Bd. App. 1953). Howev-
er, whether or not a document is “published” for the pur-
poses of 35 U.S.C. 102 and 103 depends on how accessi-
ble the document is to the public. As technology has
made reproduction of documents easier, the accessibil-
ity of the laid open applications has increased. Items pro-
vided in easily reproducible form have thus become
“printed publications” as the phrase is used in
35 US.C. 102. In re Wyer, >655 F2d 221, 226,< 210
USPQ 790>, 794< (CCPA 1981) (laid open Australian
patent application held to be a “printed publication”
even though only the abstract was published because it
was laid open for public inspection, microfilmed, “diazo
copies” were distributed to five suboffices having suit-
able reproduction equipment and the diazo copies werc
available for sale.). The contents of a foreign patent ap-
plication should not be relied upon as prior art until the
date of publication (i.c., the insertion into the laid open
application) can be confirmed by an cxaminer’s review of
a copy of the document (MPEP § 901.05),

(d) Pending U.S. applications

As specified in 37 CFR 1.14(a), all pending U.S. ap-
plications arc prescrved in *>confidence< ecxcept for
reissue applications and applications in which a request
to open the complete application to inspection by the
public has been granted by the Office (37 CFR 1.11(b)).
However, if two copending applications have a common
assignee or inventor, a rejection will be proper in some
circumstances. For instance, when the claims between
the two applications arc not indcpendent or distinct, a
provisional double patenting rejection is made. Sce
MPEP § 804. If the copending applications differ by at
least one inventor and at least onc of the applications is

’vma/ obvious in vicw of the other, a provisional rcjection over
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35 US.C. 102(e) or 103 is made. See MPEP § 706.02(f)
and 706.02(k) for procedure.

2128 “Printed Publications” as Prior
Art [R—1]

>A REFERENCE IS A “PRINTED PUBLICATION”
IF IT IS ACCESSIBLE TO THE PUBLIC

A reference is proven to be a “printed publication”
“upon a satisfactory showing that such document has
been disseminated or otherwise made available to the
extent that persons interested and ordinarily skilled in
the subject matter or art, exercising reasonable dili-
gence, can locate it.” In re Wyer, 210 USPQ 790 (CCPA
1981) (quoting LC.E. Corp. v. Armco Steel Corp.,
250 ESupp. 738, 743, 148 USPQ 537, 540 (SDNY 1966)
(“We agree that ‘printed publication’ should be ap-
proached as a unitary concept. The traditional dichoto-
my between ‘printed’ and ‘publication’ is no longer valid.
Given the state of technology in document duplication,
data storage, and data retrieval systems, the ‘probability
of dissemination’ of an item very often has little to do
with whether or not it is ‘printed’ in the sense of that
word when it was introduced into the patent statutes in
1836. In any event, interpretation of the words ‘printed’
and ‘publication’ to mean ‘probability of dissemination’
and ‘public accessibility’ respectively, now scems to ren-
der their use in the phrasc ‘printed publication’ some-
what redundant.” i re Wyer, 210 USPQ at 794.).

Sec also Carella v. Starlight Archery, 231 USPQ 644
(Fed. Cir. 1986) (Starlight Archery argued that Carella’s
patent claims to an archery sight were anticipated under
35 US.C. 102(a) by an advertisement in a Wisconsin
Bow Hunter Association (WBHA) magazine and a
WBHA mailer prepared prior to Carella’s filing date.
However, there was no evidence as to when the mailer
was rcecived by any of the addressees. Plus, the magazine
had not been mailed until 10 days after Carella’s filing
date. The court held that since there was no proof that
cither the advertiscment or mailer was accessible to any
member of the public before the filing date there could
be no rejection under 35 U.S.C. 102(a).).

EXAMINER NEED NOT PROVE ANYONE ACTU-
ALLY LOOKED AT THE DOCUMENT

One nced not prove somcone actually looked at a
publication when that publication is accessible to the
public through a library or patent office. See In re Wyer,
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210 USPQ 790 (CCPA 1981); In re Hall, 228 USPQ 453
(Fed. Cir. 1986).<

2128.01 Level of Public Accessibility
Required [R~1]

>A THESIS PLACED IN A UNIVERSITY LIBRARY
MAY BE PRIOR ART IF SUFFICIENTLY ACCESSI-
BLE TO THE PUBLIC

A doctoral thesis indexed and shelved in a library is
- sufficiently accessible to the public to constitute prior art
- as a “printed publication.” In re Hall, 228 USPQ 453
(Fed. Cir. 1986). Even if access to the library is restricted,
a reference will constitute a “printed publication” as
long as a presumption is raised that the portion of the
public concerned with the art would know of the inven-
tion, In re Bayer, 196 USPQ 670 (CCPA 1978).
InInre Hall, 228 USPQ 453 (Fed. Cir. 1986), general
library cataloging and shelving practices showed that a
_ doctoral thesis deposited in university library would have
been indexed, cataloged and shelved and thus available
to the public before the critical date. Compare In re
-Cronyn, 13 USPQ2d 1070 (Fed. Cir,1989) (The theses
were shelved and indexed by index cards filed alphabeti-
cally by student name and kept in a shoe box in the chem-
istry library. The index cards only listed the student name
and title of the thesis. Two of three judges held that the
students’ thcses were not accessible to the public. The
court reasoned that the theses had not been either cata-
loged or indexed in a meaningful way since thesis could
only be found if the researcher’s name was known, but
the name bears no relationship to the subject of the the-
sis. One judge, however, held that the fact that the theses
were shelved in the library was enough to make them suf-
ficiently accessible to the public. The nature of the index
was not determinative. This judge relied on prior Board
decisions (Gulliksen v. Halberg, 75 USPQ 252, 257
(Bd. App. 1937) and Ex parte Hershberger, 96 USPQ 54,
56 (Bd. App. 1952)), which held that shelving a single
copy in a public library makes the work a “printed publi-
cation.” It should be noted that these Board decisions
have not been expressly overruled but have been criti-
cized in other decisions. See In re Tenney, 117 USPQ 348
(CCPA 1958) (concurring opinion by J.Rich) (A docu-
ment, of which there is but one copy, whether it be hand-
written, typewritten or on microfilm, may be technically
aceessible to anyone who can find it. Such a document is
not “printed” in the sense that a printing press has been
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used to reproduce the document. If only technical acces-
sibility were required “logic would require the inclusion
within the term [printed] of all unprinted public docu-
ments for they are all ‘accessible.” While some tribunals
have gone quite far in that direction, as in the ‘college
thesis cases,” I feel they have done so unjustifiably and on
the wrong theory. Knowledge is not in the possession of
the public where there has been no dissemination, as dis-
tinguished from technical accessibility.” “The real signif-
icance of the word ‘printed’ “is grounded in the “proba-
bility of wide circulation.”). See also Deep Welding, Inc.
v. Sciaky Bros., 163 USPQ 144 (7th Cir. 1969) (calling the
holding of Ex parte Hershberger “extreme”). Compare
In re Bayer, 196 USPQ 670 (CCPA 1978) (A reference will
constitute a “printed publication” as long as a presump-
tion is raised that the portion of the public concerned
with the art would know of the invention even if accessi-
bility is restricted to only this part of the public. But
accessibility to applicant’s thesis was restricted to only
three members of a graduate committee. There can be
no presumption that those concerned with the art would
have known of the invention in this case.).

ORALLY PRESENTED PAPER CAN CONSTITUTE =™

A “PRINTED PUBLICATICN” IF WRITTEN COP-
IES ARE AVAILABLE WITHOUT RESTRICTION

A paper which is orally presented in a forum open to
all interested persons constitutes a “printed publication”
if written copies are disseminated without restriction.
Massachusetts Institute of Technology v. AB Fortia,
774 F2d 1104, 1109, 227 USPQ 428, 432 (Fed. Cir. 1985)
(Paper orally presented to between 50 and 500 persons at
a scientific meeting open to all persons interested in the
subject matter, with writtcn copies distributed without
restriction to all who requested, is a printed publication.
Six persons requested and obtained copies.).

INTERNAL DOCUMENTS INTENDED TO BE
CONFIDENTIAL ARE NOT “PRINTED PUBLICA-
TIONS”

Documents and items only distributed internally
within an organization which are intended to remain
confidential are not “printed publications” no matter
how many copies are distributed. In re George,
2 USPQ2d 1880 (Bd. Pat, App. & Inter. 1987) (Research
reports disseminated in—house to only those persons
who understood the policy of confidentiality regarding
such reports are not printed publications even though
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the policy was not specifically stated in writing,). Garret
Corp. v. USS., 422 F2d 874, 878, 164 USPQ 521, 524
(Ct. C1.1970) (“While distribution to government agen-
cies and personnel alone may not constitute publication
... distribution to commercial companies without restric-
tion on use clearly does.”). Northern Telecom Inc. v.
Datapoint Corp., 15 USPQ2d 1321 (Fed. Cir. 1990) (Four
reports on the AESOP-B military computer system
which were not under security classification were distrib-
uted to about fifty organizations involved in the
AESOP-B project. One document contained the leg-
end “Reproduction or further dissemination is not au-
thorized.” The other documents were of the class that
would contain this legend. The documents were housed
in Mitre Corporation’s library. Access to this library was
restricted to those involved in the AESOP—B project.
The court held that public access was insufficient to
make the documents “printed publications.”).<

2128.02 Date Publication Is Available as a
Reference [R—1]

>DATE OF ACCESSIBILITY CAN BE SHOWN
THROUGH EVIDENCE OF ROUTINE BUSINESS
PRACTICES

Evidence showing routine business practices can be
used to establish the date on which a publication became
accessible to the public. Specific cvidence showing when
the specific document actually became available is not
always necessary. Constant v. Advanced Micro— Devices,
Inc., 7 USPQ2d 1057 (Fed. Cir. 1988) (Court held that
cvidence submitted by Intel regarding undated specifica-
tion sheets showing how the company usually treated
such specification shects was enough to show that the
sheets were accessible by the public before the critical
date.); In re Hall, 228 USPQ 453 (Fcd. Cir. 1986)
(Librarian’s affidavit establishing normal time frame
and practice for indexing, cataloging and shelving doc-
toral theses established that the thesis in question would
have been accessible by the public beforc the critical
date.).
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A JOURNAL ARTICLE OR OTHER PUBLICATION
BECOMES AVAILABLE AS PRIOR ART ON DATE
OF IT IS RECEIVED BY A MEMBER OF THE
PUBLIC

A publication disseminated by mail is not prior art
until it is received by at least one member of the public.
Thus, a2 magazine or technical journal is effective as of its
date of publication (date when first person receives it)
not the date it was mailed or sent to the publisher. In re
Schiitiler, 234 F.2d 882, 110 USPQ 304 (CCPA 1956).<

2129 Admissions as Prior Art [R~3]

ADMISSIONS BY APPLICANT CONSTITUTE PRI-
OR ART

When applicant states that something is prior art, it
is taken as being available as prior art against the claims.
Admitted prior art can be used in obviousness rejections.
In re Nomiya, 184 USPQ 607, 610 (CCPA 1975) (Figures
in the application labeled “prior art” held to be an admis-
sion that what was pictured was prior art relative to ap-
plicant’s invention.).

A JEPSON CLAIM RESULTS IN AN IMPLIED
ADMISSION THAT PREAMBLE 1S PRIOR ART

The preamble clements in a Jepson—type claim
(i.e., a claim of the type discussed in 37 CFR 1.75(¢c); sce
MPEP § 608.01(m)) >“<arc impliedly admitted to be
old in the art, >...< but it is only an implied admission.”
In re Ehrreich, >590 F.2d 902, 909—-910< 200 USPQ 504,
510 (CCPA 1979) (emphasis in original) (citations
omitted). >See also Sjolund v. Musland, 847 F.2d 1573,
1577, 6 USPQ2d 2020, 2023 (Fcd. Cir. 1988); Pentec, Inc.
v. Graphic Controls Corp., 776 F.2d 309, 315, 227 USPQ
766, 770 (Fed. Cir. 1985); and Reading & Bates Construc-
tion Co. v. Baker Energy Resources Corp., 748 F.2d 645,
650, 223 USPQ 1168, 1172 (Fed. Cir. 1984).< Claims
must be read in light of the spccification. Where the
specification confirms that thc subject matter of the
preamble was invented by another before applicant’s in-
vention, the preamble is treated as prior art. However,
certain art may be prior art to onc inventive cntity, but
not to the public in general. In re Four, >675 F.2d 297,
300-301,<213 USPQ 532, 53536 (CCPA 1982). This is
the case when applicant has made an improvement on
his or her own prior invention. An applicant’s own foun-
dational work should not, unless there is a statutory bar,
be treated as prior art solely because knowledge of this
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work is admitted. Therefore, when applicant explains
that the Jepson format is being used to avoid a double
patenting rejection over their own copending applica-
tion, the implication that the pre- amble is admitted
prior art is overcome. Reading & Bates Construction Co.
- v. Baker Energy >Resources Corp., 748 F.2d 645, 650<,
1223 USPQ 1168>, 1172 < (Fed. Cir. 1984). >Compare<
In re Fout, >675 F2d 297, 300—01,< 213 USPQ 532,
-535-36 (CCPA 1982) (The court held that the preamble
was admitted prior art because the specification ex-
plained that Paglaro, a different inventor, had invented
the subject matter described in the preamble.).

2131 Anticipation — Application of 35 U.S.C.
102(a), (b), and (e) [R—1]

>35 U.S.C. 102. Conditions for patentability; novelty and loss of
right to patent. .
A person shall be entitled to a patent unless ——

(a) the invention was known or used by others in this country, or
patentedor described in a printed publication in thisora foreign country,
before the invention thereof by the applicant for a-patent, or

(b) theinvention was patented or described in a printed publica-
tion'in this or a foreign country or in public use or onsale in this country,
more than one year prior to the date of application for patent in the
United States, or

(c) he has abandoned the invention, or

(d) the invention was first patented or caused to be patented, or
was the subject of an inventor’s certificate, hy the applicant or his legal
representatives or assigns in a foreign country prior to the date of the
application for patent in this country on an application for patent or
inventor’s certificate filed more than twelve months before the filing of
the appflication in the United States, or

(e) the invention was described in a patent granted on an
application for patent by another filed in the United States before the
invention thereof by the applicant for patent. or on an international
application by another who has fulfilled the requirements of paragraphs
(1), (2), and (4) of section 371(c) of this title before the invention thercof
by the applicant for patent, or

(f) he did not himself invent the subject matter sought to be
patented, or () before the applicant’s invention thereof the invention
was madc in this country by another who had not abandoned. sup-
pressed, or concealed it, In determining priority of invention there shall
be considercd notonly the respective dates of conception and reduction
to practice of the invention, but also the reasonable diligence of one who
was first to conceive and last to reduce to practice, from a time prior to
conception by the other.

TO ANTICIPATE A CLAIM, THE REFERENCE
MUST TEACH EVERY ELEMENT OF THE CLAIM

“A claim is anticipated only if cach and every cle-
ment as set forth in the c¢laim is found, either expressly or
inherently described, in a single prior art reference.”
Verdegaal Bros. v. Union Oil Co. of California, 2 USPQ2d
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1051, 1053 (Fed. Cir. 1987). “The identical invention
must be shown in as complete detail as is contained in the
... claim.” Richardson v. Suzuki Motor Co., 9 USPQ2d
1913, 1920 (Fed. Cir. 1989). The elements must be ar-
ranged as required by the claim, but this is not an
ipsissimis verbis test, i.e. identity of terminology is not re-
quired. In re Bond, 15 USPQ2d 1566 (Fed. Cir. 1990).
Note that, in some circumstances, it is permissible to use
multiple references in a 35 U.S.C. 102 rejection. See
MPEP § 2131.01.<

2131.01 Multiple Reference 35 U.S.C. 102
Rejections [R—1]

>(a)General rule

IN SOME CIRCUMSTANCES MORE THAN ONE
REFERENCE CAN BE USED IN A 102 REJECTION

Normally, only one reference should be used in mak-
ing a rejection under 35 U.S.C. 102. However, a
35 U.S.C. 102 rejection over multiple references has
been held to be proper when the extra references are
cited to (1) prove the primary reference contains an “cn-
abled disclosure”; (2) explain the meaning of a term used
in the primary reference; or (3) show that a characteristic
not discloscd in thc reference is inherent. Sec para-
graphs b—d below for more explanation of cach circum-
stance.

(k) To prove reference contains an “enabled disclo-
sure”

EXTRA REFERENCES AND EXTRINSIC EV-
IDENCE CAN BE USED TO SHOW THE PRIMARY
REFERENCE CONTAINS AN “ENABLED DISCLO-
SURE”

When the claimed composition or machinc is dis-
closed identically by the reference, an additional refer-
ence may be relicd on to show that the primary reference
has an “cnabled disclosurc.” In re Samour, 197 USPQ 1
(CCPA 1978) and In re Donohue, 226 USPQ 619 (Fed.
Cir, 1985) (Compound claims were rcjected under
35 U.S.C. 102(b) over a publication in view of two pat-
ents. The publication disclosed the claimed compound
structure while the patents taught methods of making
compounds of that general class. The applicant argued
that therc was no motivation to combinc the refercnces
because no utility was previously known for the com-
pound and that the 35 U.S.C. 102 rcjection over multiple

2100-62

p—



p—
P
i ",

a,

f

PATENTABILITY

references was improper. The court held that the publi-
cation taught all the elements of the claim and thus mo-
tivation to combine was not required. The patents were
only submitted as evidence of what was in the public’s
possession before applicant’s invention.).

{c) Toexplain the meaning of a term used in the prima-
1y reference

EXTRA REFERENCES OR OTHER EVIDENCE
CAN BE USED TO SHOW MEANING OF A TERM
USED IN THE PRIMARY REFERENCE

- Extrinsic evidence may be used to explain but not ex-
pand the meaning of terms and phrases used in the refer-
ence relied upon as anticipatory of the claimed subject
matter, In re Baxter Travenol, 21 USPQ2d 1281 (Fed. Cir.
1991) (Baxter Travenol’s invention was directed to a
blood bag system incorporating a bag containing DEHE,
an additive to the plastic which improved the bag’s red
blood cell storage capability. The examiner rejected the
claims over a technical progress report by Becker which
taught the same blood bag system but did not expressly
disclose the presence of DEHP. The report, however, did
disclose using commercial blood bags. It also disclosed
the blood bag system as “very similar to [ Baxter] Trave-
nol’s commercial two bag blood containcr.” Extrinsic cv-
idencc (depositions, declarations and Baxter’s own ad-
missions) showed that commercial blood bags, at thc
time Becker’s report was written, containcd DEHP.
Thercfore, one of ordinary skill in the art would have
known that “commercial blood bags” mecant bags con-
taining DEHP. The claims were thus held to be antici-
pated.)

(d) To show that a characteristic not disclosed in the
reference is inherent

EXTRA REFERENCE OR EVIDENCE CAN BE
USED TO SHOW AN INHERENT CHARACTER-
[STIC OF THE THING TAUGHT BY THE PRIMARY
REFERENCE

“To serve as an anticipation when the reference is si-
Ient about the asserted inherent characteristic, such gap
in the reference may be filled with recourse to extrinsic
evidence. Such evidence must make clear that the miss-
ing descriptive matter is necessarily present in the thing
described in the reference, and that it would be so recog-
nized by persons of ordinary skill.” Continental Can Co.
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USA v. Monsanto Co., 20 USPQ2d 1746, 1749 (Fed. Cir.
1991) (The court went on to explain that “this modest
flexibility in the rule that ‘anticipation’ requires that ev-
ery element of the claims appear in a single reference ac-
commodates situations in which the common knowledge
of technologists is not recorded in the reference; that is,
where technological facts are known to those in the field
of the invention, albeit not known to judges.” Id. at
1749-50.) Note that, in other cases, the courts have held
that there is no requirement that those of ordinary skill’
in the art know of the inherent property. See MPEP
§2112 — § 2113 for case law on inherency. Also note that
the critical date of extrinsic evidence showing a universal
fact need not antedate the filing date. See MPEP
§2124.<

2131.02 Genus--Species Situations [R—1]

>A SPECIES WILL ANTICIPATE A CLAIM TO A
GENUS

“A generic claim cannot be allowed to an applicant if
the prior art discloses a species falling within the claimed
genus.” The species in that case will anticipate the genus.
In re Slayter, 125 USPQ 345, 347 (CCPA 1960); In re
Gosteli, 10 USPQ2d 1614 (Fed. Cir. 1989) (Gosteli
claimed a genus of 21 specific chemical species of bicyclic
thia—aza compounds in Markush claims. The prior art
reference applied against the claims disclosed two of the
chemical species. The partics agreed that the prior art
specics would anticipate the claims unless applicant was
entitled to his foreign priority date.).

A REFERENCE THAT CLEARLY NAMES THE
CLAIMED SPECIES ANTICIPATES THE CLAIM
NO MATTER HOW MANY OTHER SPECIES ARE
NAMED

A genus docs not always anticipatc a claim to a spe-
cies within thc genus. Howcever, when the species is clear-
ly named, the specics claim is anticipated no matter how
many other species are additionally named. Ex parte A,
17 USPQ2d 1716 (Bd. Pat. App. & Inter. 1990) (The
claimed compound was named in a reference which also
disclosed 45 other compounds. The Board held that the
comprehensiveness of the listing did not negate the fact
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that the compound claimed was specifically taught. The
Board compared the facts to the situation in which the
compound was found in the Merck Index, saying that “the
tenth edition of the Merck Index lists ten thousand com-
pounds. In our view, each and every one of those com-
pounds is ‘described’ as that term is used in
35 U.S.C. § 102(a), in that publication.”) Id. at 1718; Inre
Sivaramakrishnan, 213 USPQ 441 (CCPA 1982) (The
claims were directed to polycarbonate containing cad-
mium laurate as an additive. The court upheld the
Board’s finding that a reference specifically naming cad-
mium laurate as an additive amongst a list of many suit-
able salts in polycarbonate resin anticipated the claims.
The applicant had argued that cadmium laurate was only
disclosed as representative of the salts and was expected
to have the same properties as the other salts listed
while, as shown in the application, cadmium laurate had
unexpected properties. The court held that it did not
matter that the salt was not disclosed as being preferred,
the reference still anticipated the claims and because the
claim was anticipated, the unexpected properties were
immaterial.).

A GENERIC CHEMICAL FORMULA WILL AN-
TICIPATE A CLAIMED SPECIES COVERED BY
THE FORMULA WHEN THE SPECIES CAN BE “AT
ONCE ENVISAGED” FROM THE FORMULA

When the compound is not specifically named, but
instead it is nccessary to select portions of teachings
within a reference and combine them; e.g., select various
substituents from a list of alternatives given for place-
ment at specific sites on a generic chemical formula to ar-
rive at a specific composition, anticipation can only be
found if the classes of substituents are sufficiently limit-
ed or well delineated. Ex parte A, 17 USPQ2d 1716 (Bd.
Pat. App. & Inter. 1990). If one of ordinary skill in the art
is able to “at once cnvisage” the specific compound with-
in the generic chemical formula, the compound is antici-
pated. Onc of ordinary skill in the art must be able to
draw the structural formula or write the name of each of
the compounds included in the generic formula before
any of the compounds can be “at once envisaged.” One
may look to the preferred embodiments to determine
which compounds can be anticipated. In re Petering,
133 USPQ 275 (CCPA 1962).

In In re Petering, 133 USPQ 275 (CCPA 1962), the
prior art disclosed a generic chemical formula “wherein
X,Y,Z,P and R’ represent either hydrogen or alkyl radi-
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cals, R a side chain containing an OH group.” The court
held that this formula, without more, could not antici-
pate a claim to 7—methyl~9—[d, I’-ribityl] —iso —allox-
azine because the generic formula encompassed a vast
number and perhaps even an infinite number of com-
pounds. However, the reference also disclosed preferred
substituents for X, Y, Z, R, and R’ as follows: where X, P,
and R’ are hydrogen, where Y and Z may be hydrogen or
methyl, and where R is one of eight specific isoalloxazines.
The court determined that this more limited generic class
consisted of about 20 compounds. The limited number of
compounds covered by the preferred formula in combina-
tion with the fact that the number of substituents was low at
each site, the ring positions were limited, and there was a
large unchanging structural nucleus, resulted in a finding
that the reference sufficiently described “each of the vari-
ous permutations here involved as fully as if he had drawn
each structural formula or had written each name.” The
claimed compound was 1 of these 20 compounds. There-
fore, the reference “described” the claimed compound and
the reference anticipated the claims.

In In re Schauman, 197 USPQ 5 (CCPA 1978), claims
to a specific compound were anticipated because the prior
art taught a generic formula embracing a limited number of
compounds closely related to each other in structure and
the properties possessed by the compound class of the prior
art was that disclosed for the claimed compound. The
broad generic formula scemed to describe an infinite num-
ber of compounds but claim 1 was limited to a structure
with only one variable substituent R. This substituent was
limited to low alkyl radicals. One of ordinary skill in the art
would at once envisage the subject matter within claim 1 of
the referencc.).

Compare In re Meyer 599 F2d 1026, 202 USPQ 175
(CCPA 1979) (A reference disclosing “alkaline chlorine or
bromine solution” embraces a large number of species and
cannot be said to anticipate claims to “alkali metal hypo-
chlorite.”); Akzo N.V. v. Intermnational Trade Comm’n,
1 USPQ2d 1241 (Fed. Cir. 1986) (Claims to a process for
making aramid fibers using a 98% solution of sulfuric acid
were not anticipated by a reference which disclosed using
sulfuric acid solution but which did not disclose using a
98% concentrated sulfuric acid solution.). Sec MPEP
§ 2144.08 for a discussion of obviousness in genus~species
situations.<
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\ 2131.03 Anticipation of Ranges [R—1]

>A SPECIFIC EXAMPLE IN THE PRIOR ART
WHICH IS WITHIN A CLAIMED RANGE ANTICI-
PATES THE RANGE

“When, as by a recitation-of ranges or otherwise, a
claim covers several compositions, the claim is ‘antici-

“pated’ if one of them is in the prior art.” Titanium Metals

Corp. v. Banner, 227 USPQ 773 (Fed. Cir. 1985) (citing In
re Petering, 301 F2d 676, 682, 133 USPQ 275, 280 (CCPA
1962))(emphasis in-original) (Claims to titanium (Ti)
alloy with 0.6~0.9% nickel (Ni) and 0.2—0.4% molybde-
num (Mo) were held anticipated by a graph in a Russian
article on Ti~Mo~—Ni alloys because the graph con-
tained an actual data point corresponding to a Ti alloy
containing 0.25% Mo and 0.75% Ni and this composi-
tion was within the claimed range of compositions.).

PRIOR ART WHICH TEACHES A RANGE WITH-
IN, OVERLAPPING, OR TOUCHING THE
CLAIMED RANGE ANTICIPATES IF THE PRIOR
ART RANGE DISCLOSES THE CLAIMED RANGE
WITH “SUFFICIENT SPECIFICITY”

When the prior art discloses a range which touches,
overlaps or is within the claimed range, but no specific
examples falling within the claimed range are disclosed,
a case by casc determination must be made as to antici-
pation. In order to anticipate the claims, the claimed
subject matter must be disclosed in the reference with
“sufficient specificity to constitute an anticipation under
the statute.” What constitutes a “sufficient specificity” is
fact dependent. If the claims are directed to a narrow
range; the reference teaches a broad range, and there is
evidence of uncxpectcd results within the claimed nar-
row range, depending on the other facts of the case, it
may be rcasonable to conclude that the narrow range is
not disclosed with “sufficient specificity” to constitute an
anticipation of the claims. The unexpected results may
also render the claims unobvious. The question of “suffi-
cient specificity” is similar to that of “clearly envisaging”
a species from a generic teaching. See MPEP § 2131.02,
A 35 U.S.C. 102/103 combination rejection is permitted
if it is unclear if the reference teaches the range with
“gufficient specificity.” The examiner must, in this case,
provide reasons for anticipation as well as a motiva-
tional statement regarding obviousness. Ex parte Lee,
31 USPQ2d 1105 (Bd. Pat. App. & Inter. 1993) (expand-
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ed Board). For a discussion of the obviousness of ranges
see MPEP § 2144.05.<

2131.04 Secondary Considerations [R—1]
>EVIDENCE OF SECONDARY CONSIDER-

"~ ATIONS CANNOT OVERCOME A 35 U.S.C. 102

REJECTION

Evidence of secondary considerations, such as unex-
pected results or commercial success, is irrelevant to
35 US.C. 102 rejections and thus cannot overcome a
rejection so based. In re Wiggins, 179 USPQ 421,
425 (CCPA 1973).<

2131.05 Nonanalegous Art [R—i]

>ART CANNOT BE “NONANALOGOUS ART”
WHEN IT ANTICIPATES THE CLAIM

“Argumenits that the alleged anticipatory prior art is
‘nonanalogous art’ or ‘teaches away from the invention’
or is not recognized as solving the problem solved by the
claimed invention, [are] not ‘germane’ to a rejection un-
der section 102.” Twin Disc, Inc.v. U. S., 231 USPQ 417,
424 (Cl. Ct. 1986) (quoting In re Self, 213 USPQ .1,
7 (CCPA 1982)).<

2132 35 US.C.102(a) [R—1]

>35 U.S.C. 102 Conditions for patentability; novelty and loss of

right to patent.
A person shall be entitled to a patent unless ~ —
(a) the invention was known or used by others in this country, or
patented or described in a printed publication in this or a foreign country,
before the invention thereof by the applicant for a patent.

ELETE

(a) “Knownorused..”

“KNOWN OR USED” MEANS PUBLICLY KNOWN
OR USED

“The statutory language known or used by others in
this country’ (35 U.S.C. § 102(a)), means knowledgc
or use which is accessible to the public.” Carella v.
Starlight Archery, 231 USPQ 644 (Fed. Cir. 1986). The
knowledge or use is accessible to the public if there has
been no deliberate attempt to keep it secret. W, L. Gore
& Assoc.v. Garlock, Inc., 220 USPQ 303 (Fed. Cir. 1983).

See MPEP § 2128 — § 2128.02for casc law concern-
ing public accessibility of publications.
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ANOTHER'S SALE OF A PRODUCT MADE BY A
SECRET PROCESS CAN BE A 35 U.S.C. 102(a) PUB-
LIC USE IF THE PROCESS CAN BE DETERMINED
BY EXAMINING THE PRODUCT

“The nonsecret use of a claimed process in the usual
course of producing articles for commercial purposesis a
public use.” But a secret use of the process coupled with
the sale of the product does not result in a public use of
the process unless the publiccould learn the claimed pro-
cess by examining the product. Therefore, secret use of a
process by another, even if the product is commercially
sold, cannot result in a rejection under 35 U.S.C. 102(a)
if an examination of the product would not reveal the
process. W.L. Gore & Assoc. v. Garlock, Inc., 220 USPQ
303 (Fed. Cir. 1983).

(b)

ONLY KNOWLEDGE OR USE IN THE U.S. CAN BE
USED IN A 35 U.S.C. 102(a) REJECTION

“In this country”

The knowledge or use relied on in a 35 U.S.C. 102(a)
rejection must be knowledge or use “in this country.” Prior
knowledge or use which is not present in the United States,
even if widespread in a foreign country, cannot be the basis
of a rejection under 35 US.C. 102(a). In re Ekenstam,
118 USPQ 349 (CCPA 1958). Note that the changes made
to 35 US.C. 104 by NAFTA (Public Law 103—182) and
Uruguay Round Agreements Act (Public Law 103—-465)
do not modify the meaning of “in this country” as used in
35 US.C. 102(a) and thus “in this country” still means in
the United States for purposcs of 35 U.S.C. 102(a) rejec-
tions.

(c) “Byothers”
“OTHERS” MEANS ANY COMBINATION OF AU-
THORS OR INVENTORS DIFFERENT THAN THE
INVENTIVE ENTITY

The term “others” in 35 U.S.C. 102(a) refers to any en-
tity which is different from the inventive entity, The entity
need only differ by one person to be “by others.” This holds
true for all types of references cligible as prior art under
35 U.S.C. 102(a) including publications as well as public
knowledge and use. Any other interpretation of 35 U.S.C,
102(a) “would negate the one year [grace] period afforded
under § 102(b).” /n re Kalz, 215 USPQ 14 (CCPA 1982).

Rev. 3, July 1997
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(d)
See MPEP § 2126 for information on the use of se-
cret patents as prior art. <
2132.01 Publications as 35 U.S.C. 102(a) Prior
Art [R—-1]
>35 U.S.C. 102(a) PRIMA FACIE CASE IS ESTAB-

LISHED IF REFERENCE PUBLICATION IS “BY
OTHERS”

“patented in this or a foreign country”

A prima facie case is made out under 35 US.C.
102(a) if, within 1 year of the filing date, the invention, or
an obvious variant thereof, is described in a “printed
publication” whose authorship differs in any way from
the inventive entity unless it is stated within the publica-
tion itself that the publication is describing the appli-
cant’s work. In re Kaiz, 215 USPQ 14 (CCPA 1982). See
MPEP § 2128 for case law on what constitutes a “printed
publication.” Note that when the reference is a U.S. pat-
ent published within the year prior to the application fil-
ing date, a 35 U.S.C. 102(e) rejection should be made.
See MPEP § 2136—§ 2136.05 for case law dealing with
102(e).

APPLICANT CAN REBUT PRIMA FACIE CASE BY
SHOWING REFERENCE'S DISCLOSURE WAS
DERIVED FROM APPLICANT’S OWN WORK

Applicant’s disclosure of his or her own work within
the yecar before the application filing date cannot be used
against him or her under 35 U.S.C. 102(a). /n re Katz,
215 USPQ 14 (CCPA 1982) (discussed below). There-
fore, where the applicant is onc of the co—authors of a
publication cited against his or her application, the pub-
lication may be removed as a reference by the filing of
affidavits made out by the other authors cstablishing that
the relevant portions of the publication originated with,
or werc obtaincd from, applicant. Such affidavits arc
called disclaiming affidavits. Ex parte Hirschler, 110
USPQ 384 (Bd. App. 1952). The rcjection can also be
overcome by submission of a specific declaration by the
applicant establishing that the articlc is describing appli-
cant’s own work, In re Katz, 215 USPQ 14 (CCPA 1982).
However, if there is evidence that the co—author has re-
fused to disclaim inventorship and believes himself or
herself to be an inventor, applicant’s affidavit will not be
cnough to establish that applicant is thc sole inventor
and the rejection will stand. Ex parte Kroger, 219 USPQ
370 (Bd. Pat. App. & Int, 1982) (discussed below). 1t is
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\ also possible to overcome the rejection by adding the co-

~-""authors as inventors to the application if the require-

ments of 35 U.S.C. 116, third paragraph are met.
In re Searles, 164 USPQ 623 (CCPA 1970).

InInre Katz, 215 USPQ 14 (CCPA 1982), Katz stated
in a co—authoreclaration that the coauthors of the publi-
cation, Chiorazzi and Eshhar, “were students working
under the direction and supervision of the inventor, Dr.
David H. Katz.” The court held that this declaration, in
combination with the fact that the publication was a re-
search paper, was enough to establish Kazz as the sole in-
ventor and that the work described in the publication was
his own. In research papers, students involved only with
assay and testing are normally listed as coauthors but are
not considered co—inventors.

In Ex parte Kroger, 219 USPQ 370 (Bd. Pat. App. &
Inter. 1982), Kroger, Knaster and others were listed as au-
thors on an article on photovoltaic power generation.
The article was used to reject the claims of an application
listing Kroger and Rod as inventors. Kroger and Rod sub-
mitted affidavits declaring themselves to be the inven-
tors. The affidavits also stated that Knaster merely car-
ried out assignments and worked under the supervision

and direction of Kroger. The Board stated that if this
..~ were the only cvidence in the case, it would be estab-

lished, under In re Katz, that Kroger and Rod were the
only inventors. However, in this case, there was evidence
that Knaster had refused to sign an affidavit disclaiming
inventorship and Knaster had introduced evidence into
the casc in the form of a letter to the PTO in which he
alleged that he was a co—inventor. The Board held that
the cvidence had not been fully developed cnough to
overcome the rejection. Note that the rejection had been
made undcr 35 U.S.C. 102(f) but thc Board treated the
issuc the same as if it had arisen under 35 U.S.C. 102(a).
Sce also casc law dcaling with overcoming 102(¢e) rejec-
tions as presented in MPEP § 2136.05. Many of the
issucs arc thc same.

A RULE 131 AFFIDAVIT CAN BE USED TO
OVERCOME A 35 U.S.C. 102(a) REJECTION

When the reference is not a statutory bar under
35 U.8.C. 102(b), (c), or (d), applicant can overcomc the
rejection by swearing back of the reference through the
submission of an affidavit under 37 CFR 1.131. In re
Foster, 145 USPQ (CCPA 1965). If the reference is dis-

‘ *. closing applicant’s own work as derived from him or her,
./ applicant may submit cither a 37 CFR 1.131 affidavit to
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antedate the reference or a 37 CFR 1.132 affidavit to
show derivation of the reference subject matter from ap-
plicant and invention by applicant. In re Facius, 408 F.2d
1396, 161 USPQ 294 (CCPA 1969). See MPEP § 715 for
more information on when an affidavit under 37 CFR
1.131 can be used to overcome a reference and what evi-
dence is required. < '

2133 35 U.S.C.102(b) [R—-1]

>35 U.S.C. 102. Conditions for patentability; novelty and loss of

right to patent unless ——
A person shall be entitled to a patent unless ~~—
L i1 14

(b) the invention was patented or described in a printed publica-
tion in this or a foreign country or in public use or on sale in this country,
more than one year prior to the date of application for patent in the
United States.

LT

THE 1-YEAR GRACE PERIOD IS EXTENDED TO
THE NEXT WORKING DAY IF IT WOQULD
OTHERWISE END ON AHOLIDAY OR WEEKEND

Publications, patents, public uses and sales must oc-
cur “more than one year prior to the date of application
for patent in the United States” in order to bar a patent
under 35 U.S.C. 102(b). However, applicant’s own activi-
ty will not bar a patent if the 1 —ycar grace period expires
on a Saturday, Sunday, or Fcderal holiday and the ap-
plication’s U.S. filing datc is the next succeeding busi-
ness day. Ex parte Olah, 131 USPQ 41 (Bd. App. 1960).

THE 1-YEAR TIME BAR IS MEASURED FROM
THE U.S. FILING DATE

If one discloses his or her own work more than 1 year
before the filing of the patent application, that person
is barrcd from obtaining a patent. In re Katz,
215 USPQ 14, 17 (CCPA 1982). The 1—year time bar is
mecasurcd from the U.S. filing datc. Thus, applicant will
be barred from obtaining a patent if the publ