


















PATENT COOPERATION TREATY 1896

division) under 35 U.S.C. 11I (a) of the international
application may be filed -, Pursuant to 3~ U.S.C.
365(c), a regular national application file<iunder
35 U.S.C. 111 (a) and 37 CPR 1.53(b) (not under
37 CPR 1.53(d) orformer 37 CPR 1.60 or1.62) may
claim benefit of the filing date of an international
application which designates the United States.

A typical time line involving a continuingapplica­
tion filed during the pendency of an international
application is illustrated as follows:

omonths 12 20or30
I i I

Priority Appln Filed Int" Appln Filed Int'l Appln Abandoned
US Designated i

35 USC 111(a)

The continuing application must be filed before the
international application becomes abandoned as tothe
U.S. as set forth in 37 CPR 1.494 and 1.495. An
appropriate sentence (such as ''This is a continuation
of International Application PCTIEP90/00000, with
an international filing date of January 4, 1990, pub­
lished in English under PCT Article 21(2) and now
abandoned.") must appear in the first sentence of the
specification-.In addition, all other conditions of 35
U.S.C. 120 (such as having at least one common
inventor) must be satisfied. A copy of the interna­
tional application (and an English translation) may be
required by the examiner toperfect the .claim for ben­
efit under 35 U.S.c. 120 and 365(c) if necessary, for
example, where an intervening reference is found and
applied in a rejection of one or more claims.

A claim for foreign priority under 35 U.S.c.
119(a)-(d) must be made in the continuing application
in the same manner as a claim for foreign priority
under 35 U.S.C. 365(b) in a national stage applica­
tion. In. the same manner as with a national stage
application, a foreign priority claim is proper if (I) a
claim for foreign priority was made in the interna­
tional application, and (2) the foreign application was
filed within 12 months prior to the international filing
date .. A certified copy of any foreign .priority docu­
ment mnst be provided by the applicant. if the parent
international application has not entered the national
stage under 35 U.S.C. 371 (the photocopy received

from the International Bureau cannot be used). If the
parent international application has entered the
national stage under 35 U.S.c. 371, the applicant, in
the continuing application, may state that the priority
document is contained in the national stage applica­
tion.

35 U.S.C. 119(a)-(d) AND 365(a) PRIORITY
CLAIM TO INTERNATIONAL APPLICATION
IN 35 U.S.C. 111(a) NATIONAL APPLICATION

An application filed under 35 U.S.c. 111(a) may
make a claim for foreign priority under 35 U.S.C. 119,
(ar-td) and 365(a) to an international application
which designates at least one conntry other than the
United States (the U.S. may also be designated), In
this situation, applicant must file a certified copy of
the international' application in the application filed
under35 U.S.C. I 11(a) and the applicant must satisfy
all other requirements of 35 U.S.c. 119(a)-(d). A typ­
ical time line for this situation is illustrated as follows:

omonths 12
i .. -: _ t

Int'lAppIn Filed ,,...:..----
Country otbertban US designated 35USC mea) Appln Filed

The examiner should acknowledge the pnonty
claim and priority document in the next Office action
and on the file wrapper as in any 35 U.S.C. 119(a)-(d)
situation.iif appropriate.

1896 The Differences Between a National
Application Filed Under 35 U.S.C.
lli(a) and a National Stage
Application Filed Under
35 U.S.C. 371

The following section describes the differences
between a U.S. national application filed under
35 U.S.C. 11I (a), including those claiming benefit of
a PCT application under 35 U.S.C. 120 (a continua­
tion or a continuation-in-part of a PCT application),
and a U.S. national stage application (filed under 35
U.S.C.371).
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1896 MANUAL OF PATENT EXAMINING PROCEDURE

FILING DATE

Chart ofSome Cornman Differences

National National
..

Applications Stage Appli-
(filed under cations (filed
35U.S.C. under 35
111(a»

.

U.S.C.371)

Filing Date Deposit date in Interna-
USPTOof tional filing
specification, date.of PCT
claim and any application
necessary
drawing

35U.S.C. Claim & certi- Copy of cer-
119(a)-(d) fied copy pro- tified copy
Priority vided by provided by
Requirement applicant WIPO,claim

by applicant

Unity of U.S. restric- Unity of
Invention tion practice invention

practice
under 37
CFR 1.499

Filing Fees 37 CPR I.16 37 CPR
1.492

Reference to Attached Same as in a
Application application, 35U.S.C.
in Declara- U.S. Applica- 111(a) filing
tion tion No., etc. or may refer

to the
international
application

Copendency Applicant pro- Not an issue
with Interna- vides proof
tional Appli-
cation

The differences between a national application filed
under 35 U.S;C. 111(a) and a national stage applica­
tion filed under 35U.S.C. 371 are often subtle, but the
differences are important.

The filing date of a 35 U.S.c. 111(a) application is
the date when the USPTO receives a specification,
claim, and any drawings. See 37 CFR 1.53(b).

The filing date of a PCT international application is
the date applicant satisfies Article 11 requirements,
i.e., includes a specification, claim, U.S. residency or
nationality, prescribed language, designation of a con­
tracting state, and names of the applicant.

In this regard, note that 35 U.S.C. 363 provides
that,

An international application designating the United States
shall have the- effect, from its international filing date
un4er Article: 11.of the treaty; of a national application for
patent regularly filed in the Patent and Trademark Office
except as otherwise provided in section 102(e) of this title.

Similarly, PCT Article 11(3) provides:

(3) Subject to Article ~4(4), any international application
fulfilling the requirement listed in items (i) to (iii) of para­
graph (1) and accorded an international filing date shall
have- the effect of a regular national application "in each
desigIiated State as ofthe international filing date, which
date shall be considered to be the actual filing .date in each
designated State.

PCT Article 64(4), in tum, provides:

(4)(a) Any State whose national law provides for prior
art effect 'of its patents as from a date before publication,
but does not equate for prior art purposes the priority date
claimed under the Paris Convention for the Protection of
Industrial Property to the actual filing date in that State,
may declare that the filing outside that State ofan interna­
tional application designating that State is not equated to
an actual filing in that State for prior art purposes.

(b) Any State making a declaration under SUbparagraph
(a) shall to that extent not be bound by the provisions of
Article 11(3).

(c) Any State making a declaration under subparagraph
(a) shall, at the Same time, state in writing the date from
which, and the conditions under which, the prior art effect
of ariy international application designating that' 'State
becomes effective in that' State. This statement may be
modified at anytime by notification addressed to the
Director General.

Accordingly, under PCT Article 64(4), the United
States is free to have laws that, for prior art purposes,
do not treat the filing of an international application
designating the United States as equal to an actual fil­
ing in the-United States. Additionally, under PCT
Article 64(4)(c), the United States may modify the
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date from which, and the conditions under which, the
prior art effect of any international application desig­
nating the United States becomes effective in the
United States.

EFFECTIVE DATEAS A REFERENCE

Publications Undef35 U.S.C.122(b) as References

When examining an application filed before
November 29, 2000, which has not been voluntarily
published under 35 U.S.C. 122(1:J), publications under
35U.S.C. 122(b) of35 U.S.C.lll(a) applications and
national stage applications are never effective as ref­
erences as they are only available as references as of
their publication date which can only be after Novem­
ber29,2000.

When examining an application filed on or after
Novem?er 29,20?0, or. filed before N~vember 29,
2000 and voluntarily published under 35 U.S.C.
122(b), a publication under 35 U.S.C. 122(b) of a
35 U.S.C. l11(a) application will have an effective
date as a reference under 35 U.S.c. 102(e) as of its
earliest effective filing date, excluding any interna­
tional filing dates except when the international appli­
cation to which benefit is being claimed was
published under peT Article 21(2)(a) in English. In
such a situation the effective date as a reference of the
publication of the 35 U.S.C. 111(a)application will be
its earliest effective filing date, including the interna­
tional filing date. A publication under 35 U.S.c.
122(b) of a national stage application, when being
cited against an application filed on or after Novem­
ber 29, 2000, or filed before November 29, 2000 and
voluntarily published under 35 U.S.c. 122(b), will be
effective as a reference under 35 U.S.C. 102(e)(l) as
of its international filing date only if it was published
in the international stage under peT Article 21(2)(a)
in English. Otherwise, such a publication of a national
stage application is effective as a reference only as of
its publication date under 35 U.S.C. 102(a) or (b),
where appropriate.

U.S. Patents as References

Regardless of when the application being examined
was filed, the effective date as a reference of a patent
which has issued from a 35 U.S.c. 111(a) application
is always its earliest effective filing date, excluding
any international filing dates. In contrast the effective

date as a reference of a U.S. patent which has issued
from a national stage application will differ based on
the application being examined. When examining an
application filed before November 29, 2000, which
has not been voluntarily published under 35 U.S.c.
122(b), a U.S, pat~nt issuing from a national stage
application will beeffective as a reference as of the
date the national. stage applicati0P satisfied th",
requirements of 35U.S.C. 371(c)(1), (2), and
(4)(copyoftheinternational application with any nec-.
essary translation, national fee and oath or declaration
were filed). However, when examining an application
filed on or after November 29, 2000 Or filed before
November 29, 2000 and voluntarily published under
35 U.s.c. 122(b), a U.S. patent issuing from a
national stage application will only be effective as a
reference under 35 U.S.C. 102(a)Or (b), whereappro­
priate,as of the dale on whichit issued as a U.S.
patent.

35 U.S.C. 119(a)-(d) PRIORITY REQillRE­
MENTS

The certified copy of the foreign priority applica­
tion must be provided to the Office by applicant in a
U.S. national application filed under 35 U.S.C. 111(a).
Where applicant filed an international application
claiming priority to an earlier filed national applica­
tion, the certified copy of the priority application is
required to be provided to the International Bureau by
applicant during the international stage. The Interna­
tional Bureau (WIPO) then sends a copy of the certi­
fied copy of the priority application to each
designated office for inclusion in the national stage
application. A U.S. national stage application filed
under 35 U.S.C. 371 will have a photocopy of the pri­
ority document with the first page stamped by the
International Bureau to indicate that it is a priority
document received by WIPO and the date of such
receipt. Such a photocopy is acceptable in a U.S.
national stage application to establish that applicant
has filed a certified copy of the priority document. If
the photocopy is missing from the national stage
application file, either the document has been mis­
placed or it was not provided due to a defect in prior­
ity during the international stage. If the priority claim
was not in accordance with peT Rule 4.10 or the pri­
ority document was not provided in accordance with
peT Rule 17, the photocopy of the priority document
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will not have been provided by the International
Bureau.

UNITY OF INVENTION

U.S. national applications filed under 35T.J.S.C.
111(a)are subject to restriction practice in accordance
with 37 CFR 1.141-1.146. See MPEP§ 803. U.S.
national stage applications filed under 35 U.S.C. 371
are subjectto unity of invention practicein accor­
dance with 37 CFR 1.475 and 1.499 (effective May 1,
1993).:

FILING FEES

U.S. national applications filed under 35 U.S.C.
111(a) are subject to the national application filing
fees set forth at 37 CFR 1.16. U.S. national stage
applications filed under 35 U.S.C. 371 are subject to
the national stage fees prescribed at 37 CPR 1.492.

REFERENCE TO APPLICATION IN DECLA­
RATION

Applicant's oath or declaration is required to iden­
tify the specification to which it is directed (37 CFR
1.63(b)(1)). The specification may be identified in a
U.S. national application filed under 35 U.S.C. 111(a)
by reference to an attached specification or by refer­
ence to the application number and filing date of a
specification previously filed in the Office. MPEP
§ 601.01(a) giyes the minimum requirements for iden­
tification iof the specification, U.S. national stage
applications filed under 35 U.S.c. 371 may identify
the specification (in the oath or declaration) in 'the
same manner as applications filed under 35 U.S.C.
111(a) or may identify the specification by reference
to the application number and filing date of the inter­
national application.

•••••••••••••••••••••••••••••
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Chapter 1900 Protest

1906

1907
1920

of a self-addressed postcard which the member of the public may
include with the protest in .order to receive an acknowledgment by
the ,Offir;e that ,the 'protest has been received. In the absence of a
request by the Office, an applicant has no duty t~,' and need 'not.­
reply to a. protest. The limited involvement of the member of the
public filing a protest pursuant. to' paragraph (a) of this section
ends with the filing of the protest; and no further submission on
behalf of the protestor will be considered, except for additional
prior art, or unless such submission raises new issues which could
not havebeen earlier presented.

37 CFR1.248. Service ofpapers; manner ofservice; proof
of'service; proof' of service in cases" other ,than
interferences.

(a) Service of papers must be on the attorney or agent of the.
p:arty if there be such or all the party if,there is, no attorney or
agent, and maybe made in any of the following ways:

. (1) By delivering a copy of the paper' to the person
served;

(2) By leaving a copy at the usual place of business of the
person served with someone in his employment;

(3) When the person served has no usual place of busi­
ness, by, leaving a copy at the person's residence, with some per­
son of suitable age and discretion who resides there;

(4) Transmission by first class mail. When service is by
mail the date of mailing will be regarded as the date of service;

(5) Whenever it shallbe satisfactorily shown to the Com-.
missioner that none of the above modes of obtaining or, serving
the paper is practicable, service may be by notice published in the
Official Gazette;

(b) Papers' filed in the Patent and TrademarkOffice which
are required to be served shall contain proof of service, Proof of
service may appear on or be affixed to papers filed. Proof of ser­
vice shall include the date .and manner of service. In the case of
personal service, proof of service shall also .include the name of
any person served, certified by the person who made service.
Proof of service' may be made by: .

(1) An acknowledgement of service by or on behalf of the
person .served or

(2) A statement signed by the attorney or agent contain­
ing the information required by this section.

(c) See § 1.646 for service of papers in interferences.

The degree of participation allowed a protestor is
solely within the discretion of. the Commissioner of
Patents and Trademarks.

37 CFR 1.291(a) gives recognition to the value of
written protests in bringing information to the atten­
tion of the Office and in avoiding the issuance of
invalid patents. All protests must be submitted prior to
the publication of the application-or the mailing of a
notice of allowance, whichever occurs first, because,
no protest or other form of preissuance opposition to
the grant of a patent may be initiated after publication
of the application without the .applicant's express

item;

37 CFR 1.291. Protests by the public against pending
applications.

(a) Protests by' a member of the public against pending
applications will be referred to the examiner having .charge of the
subject- matter involved, A protest specifically ,identifying the
application to which the protest is directed will be entered in the
application file if:

(1) The protest-is submittedprior to the date the appllca­
tion was published or the mailing of a notice of allowance under

§ 1.311, whicheveroccurs first; and
(2) The protest is' either served upon -the' applicant in

accordance with § 1.248, or flled with the Office in duplicate, in
the event service is not possible.

(b) Protests raising fraud or other .inequitable conduct issues
will be entered in the application file, generally with~ut COmment
on those issues. Protests which do not adequately identify a pend­
ing patent application willbereturnedto the protestorand wlllnot
be further considered by the Office. A protest submitted maccor­
dance with the second sentence of paragraph,(a) .of this, .secrion
will be considered by the Office if the application is still pending
when the protest and application file are brought before the exam­
iner and it includes:

(1) A listing of the patents, publications, or .other infor­
mation relied upon;

(2) A concise explanation of the relevance of each listed

(3) A copy of each listed patent' or publication or other
item of information in written form or at least the pertinent por­
tions thereof; and

(4) An English language translatiou of allthe necessary
and pertinent parts of any non-English language patent, publica­
tion, or other item of information in written form relied upon.

(c) A member of the public filing a protest in an application
under paragraph (a) of this section will not receive any communi­
cations from the Office relating to the protest, other than the return

1901.06
1901.07
1901.07(a)

1901 Protest Under 37 CFR 1.291
1901.01 Who Can Protest
1901.02 Information WhichCanBeReliedoninProtest
1901.03 How ProtestIs Submitted
1901.04 When Shouldthe ProtestBe Submitted
1901.05 Initial OfficeHandlingand Acknowledgment

of Protest
ExaminerTreatmentof Protest
Protestor Participation
Filing of MultiplePapersRelating to Same
Issues

Supervisory Review of an Examiner's Decision
Adverse to Protestor
Unauthorized Participation by Protestor
Citation of Prior Art Under 37 CFR 1.501(a)

1901 Protest Under 37 CFR 1.291
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written consent as specified by 35 U.S.C. 122(c).
37 CFR1.29l(a) provides that public protests against
pending ajlplications will be referred to the exllllliner
having charge of the subject matter involved and will
be entered in the application file if the protest is sub­
mitted prior to the date the application was published
or the mailing of a notice of allowance under 37 CFR
1.311, whichever occurs first, and the protest is either
served upon the applicant or filed in duplicate in the
event service is not possible. Paragraph (b) of 37 CFR
1.291 assures members of the public that a protest will
be fully considered by the Office if the protest is sub­
mitted in accordance with 37 CFR 1.29l(a), the appli­
cation is still pending when the protest arid
application file are brought before the examiner, and
the protest includes:

(A) a listing of the patents, publications, or other
information relied on;

(B) a concise explanation of the relevance of each
listed item; ,

(C) a copy of each listed patent, publication, or
other item ofinformation in written form, or at least
the pertinent portions thereof; and

(0) an English language translation of all neces­
sary and pertinent parts of any noneEnglish language
document relied on.

A party obtaining knowledge of an application
pending in the Office may file. a protest against the
application and may therein call attention to any facts
within. protestor's knowledge which, in protestor's
opinion, would make the grant of a patent thereon
improper.

A protestor does not, however, by the mere filing of
a protest, obtain the "right" to argue the protest before
the Office. Active participation by a' protestor "ends
with the filing of the protest, and no further submis­
sion on behalf of the protestor will be considered,
except for additional prior art, or unless such submis­
sion raises new issues which could not have been ear­
lier presented." 37 CFR 1.29l(c). The USPfO will
acknowledge the receipt of a protest in an original or a
reissue application file only if a self-addressed post­
card is included with the protest (see MPEP
§ 1901.05). The question of whether or not a patent
will issue is a matter between the applicant and the
Office acting on behalf of the public.

1901.01 Who Can Protest

Any member of the public, including private per­
sons, corporate entities, and government agencies,
may file a protest under 37 CFR 1.291. A protest may
be filed by· an attorney or other representative on
behalf of an unnamed principal since 37 CFR 1.291
does not require that the principal be identified.

1901.02 Information Which Can Be
Relied on in Protest

Any information which, in the protestor's opinion,
would make the grant of a patent improper can be
relied on in aprotest under 37 CFR 1.29l(a). While
prior art documents, such as patents and publications,
are most often the types of information relied on in
protests, 37 CFR 1.29l(a) is not limited to prior art
documents. ' Protests may be based on' any facts or
information adverse to patentability. The .content and
substance of the protest are more important than
whether prior art documents, or some other form of
evidence adverse to patentability, are being relied on.
The Office recognizes that when evidence other than
prior art documents is relied on, problems may arise
as to authentication and the probative value to assign
to such evidence. However, the fact that such prob­
lems may arise, and have to be resolved, does not pre­
clude the Office from considering such evidence, nor
does it mean that such evidence cannot be relied on in
a protest under 37 CFR 1.291.lnfoI1llation in a protest
should be set forth in the manner required by 37 CFR
1.291(b).

The following are examples of the kinds of infor­
mation, in addition to prior art documents, which can
be relied on in a protest under 37 CFR 1.29l(a):

(A): Information demonstrating that the inven­
tion was publicly "known or used by others in this
country... before the invention thereof by the applicant
for patent" and is therefore barred under 35 U.S.C.
102(a) and/or 103.

(B) Information that the invention was "in public
use or on sale in this country, more than 1 year prior to
the date of the application for patent in the United
States" (35 U.S.C. 102(b».

(C) Information that the applicant "has aban­
doned the invention" (35 U.S.C. 102(c» or "did not
himself invent the subject matter sought to be pat­
ented" (35 U.S.c. 102(f).
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(D) Information relating to inventorship under
35 U.s.C. 102(g).

(E) Information relating to sufficiency ofdisclo­
sure or failure to disclose best mode, under 35 U.s.C.
112.

(F) Any other information demonstrating that the
application lacks compliance with the .statutory
requirements for patentability.

(0) Information indicating "fraud" or "violation
of the duty of disclosure" under 37 CFR 1:56 may be
the subject of a protest under 37 CFR 1.291(a). Pro­
tests raising fraud or other inequitable conduct issues
will be entered in the application file, generally with­
out comment on those issues. 37 CFR 1.291(b).

Different forms of evidence may accompany, or be
submitted asa part of, a protest under 37. CFR
1.291(a). Conventional prior art documents such as
patents and publications are. the mostcommon form
of evidence. However, other forms of evidence can
likewise be submitted. Some representative examples
of other formsofevidence are litigation-related mate­
rials such as complaints, answers, depositions,
answers to interrogatories, exhibits,transcripts of
hearings or. trials, court orders and opirtions, stipula­
tions of the parties, etc. Where only a portion of the
litigation-related materials is relevant to the protest,
protestors are encouraged to submit only the xelevant
portiones). .

In a protest based on an alieged public use or sale
by, or on behalf of, the applicant or applicant's
assignee, evidence of such public use or sale may be
submitted along with affidavits or declarations identi­
fying the source(s) of the evidence and explaining its
relevance arid meaning. Such evidence might include
documents containing offers for sale by applicant or
applicant's assignee, orders, invoices, receipts, deliv­
ery schedules, etc. The Office will make a decision as
to whether or.not public use or sale has been estab­
lished based on the evidence the Office has available.
If applicant denies the authenticity of the documents
and/or evidence, or if the alieged public use and/or
sale is by a party other than applicant or applicant's
assignee, protestor may find it desirable or necessary
to proceed via 37CFR 1.292 (public use proceedings)
rather than by a protest under 37 CFR 1.291.

While the forms in which evidence and/or informa­
tion may be submitted with, or as a part of, a protest
under 37 CFR 1.291(a) are not limited, protestors.

must recognize that such submissions may encounter
problems such as establishing authenticity and/or the
probative value to apply to the evidence. Obviously,
the Office will have to evaluate each item of evidence
and/or information submitted with a view as to both
its authenticity and what weight to give thereto.

Information Which is subject to a court-imposed
protective or secrecy order may be submitted with; or
as~part of, aprotest und~r37 CFR1.291(a). Trade
secret information which was obtained by aprotestor
through agreements with others.can likewise be sub­
mitted. Such information, if submitted, will be treated
in accordance with the guidelines set forth in MPEP
§ 724 and will be made~ublic if a reasonable exam­
iner would consider the information important in.
deciding whether to allow the application to issue as a
patent.

1901.03 How Protest Is Submitted

A protest under 37 CRR 1.291(a)mustbe submitted
in writing, must specifically identify the applicationto
which the protest is directed by application number or
serial number and filing date, and must include a list­
ing of all patents, publications, or other information
relied on; a. concise explanation of the relevance of
each listed item; an English language translation of all
relevant parts of any non-English language document;
and be accompanied by a COpy ofeach patent, publi­
cation, or other document relied on. Protestors are
encouraged to use form PTO-1449 "Information Dis­
closure Statement" (or an equivalent form) when pre"

" ,'. "..' .. " .0 .. " .. , ',',,_',',_,

paring aprotest under 37 CRR1291, especiallythe
listing enumerated under 37 CFR 1.291(b)(1).See
MJ>EP § 609. In addition, the protest and any.accom­
panying papers must either (1) reflect that a.copy of
the same.has been served upon the applicant or upon
theapplicant's attorney or agent of record; or (2) be

.... .0 .. •••••••• .. _ ....

filed with thy Office in duplicate in the event service
is not.possible,

It. is important that any protest against a pending
application specifically identify the application to
which the protest is directed with the identification
being as complete as possible. If possible, the foliow­
ing information should be placed on the protest:

(A) Name of Applicant(s).
(B) Application number (mandatory).
(C) Filing date of application.
CD) Title of invention.
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(E) Group art unit number (if known).
(F) Name of examiner to whom the application is

assigned (if known).
(G) Current status and location of application (if

known).
, (H) The word "ATTENTION:" followed by the

area of the Office to which the protest is directed as
set forth below.

In addition to the above information, the protest
itself should be clearly identified as a "PROTEST
UNDER 37 CPR 1.29l(a)." If the protest includes
exhibits or other attachments, these should als() con­
tain identifying information thereon in order to pre­
vent themfrom becoming inadvertently separated and
lost.

Any protest can be submitted by mail to the Assis­
tant Commissioner for Patents, Washington, D.C.
20231, and should be directed to the attention of the
Director of the particular Technology Center in which
the application is pending. If the protestor is uriable to
specifically ideritify the application to which the pro"
test is directed, but, nevertheless, believes such an
application to be pending, the protest should be
directed to the attention of the Office of Petitions,
along with as much identifying data for the applica­
tion as possible. Protests which do not adequately
identify a pending patent application will be returned
to the protestor and will not be furtherconsidered by
the Office.

Where a protest is directed to a reissue application
for a patentwhich is involved in litigation, the outside
envelope and the top right-hand portion of the protest
should be marked With the words "REISSUE LITI"
GATION." The notations preferably should be written
in a bright color with a felt point marker. Any "REIS­
SUE LITIGATION" protest mailed to the Office
should be so marked and mailed to BOX DAC.How­
ever, in view of the urgent nature of most "REISSUE
LITIGATION" protests, protestor may wish to hand"
carry the protest to the appropriate areain order to
ensure prompt receipt arid to avoid any unnecessary
delays.

INITIAL PROTEST .sUBMISSION MUST BE
COMPLETE

A protest must be complete and contain a copy of
every document relied on by protestor, whether the
document is a prior art document, court litigation

material, affidavit, or declaration, etc.', because a pro­
testor will not be given an opportunity to supplement
or complete any protest which is incomplete. Active
participation by protestor ends with the filing of the
initial protest, as provided in 37 CFR 1.29l(c), and no
further submission on behalf of protestor will be
acknowledged or considered, except for additional
prior art, or unless such SUbmission clearly raises new
issues which could not have been earlier presented.
Protests which will not be entered in the application
file include those further submissions in violation of
37 CFR 1.291(c) by which protestor merely seeks to
participate in the examination process. For example,
mere arguments relating to an Office action or an
applicant's reply would not qualify as a new protest.
Likewise, additional comments seeking to bring in
further or even new data or information with respect
to ari issue previously raised by protestor would not
qualify as a new protest. The Office will not add these
arguments or comments to the original protest and
will not enter them in the application file.

Even new protests which also argue Office actions
or replies or any matter beyond the new issue should
not be accepted. Improper protests will be returned by
the Technology Center (TC) Director. While improper
protests will be returned, a new protest by an earlier
protest()r ",ill be proper and can be entered if it is
clearly limited to new issues which could not have
been earlier presented, and thereby constitutes a new
protest.

As indicated in 37 CPR 1.291(b)(3), a protest must
be accompanied by a copy of each prior art document
relied on in order to ensure consideration by the
examiner, although a protest without copies of prior
art documents will not necessarily be ignored. While a
protest without copies of documents will not neces­
sarily be ignored, the submission of such documents
with the protest will obviously expedite and ensure
consideration of the documents, which consideration
might not otherwise occur. Further, some documents
which are available to protestor may not be otherwise
available to the Office.

Every effort should be made by a protestor to serve
a copy of the protest upon the'attorney or agent of
record or upon the applicant if no attorney or agent is
of record. Of course, the copy served upon applicant
or upon applicant's attorney or agent should be a com­
plete copy including a copy of each prior art or other
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document relied on in the same manner as required by
37 CFR 1.291(a) for the Office copy; The protest filed
in the Office should reflect, by an appropriate "Certif­
icate of Service," that service has been made as pro­
vided in 37 CFR 1.291(a). Only in those instances
where service is not possible should the protest be
filed in duplicate in order that the Office can attempt
service.

1901.04 When Should.the Protest Be
Submitted

A protest under 37CFR 1.291(a)mustbesubmitted
prior to the date the application was published.or the
mailing of a notice of allowance under 37 CFR 1.311,
whichever OCClll'S first, and the application must be
pending when the protest and application file are
brought before theexaminerinorder to beensuredof
consideration. As a practical matter, any protest
should be submitted as soon as possible after the pro­
testor becomes aware of the existence of theapplica­
tion to which the protest Is' to be' directed: By
submitting a protest early in the examinationprocess,
i.e., before the Office acts 011 the application if possi­
ble, the .protestor ensures that the.protest will receive
maximum consideration and will be of the most bene"
fit to the Office in its examination of the application.
Aprotest'submitted after the mailing of the notice of
allowance will not knowingly be ignored ifthe protest
includes prior art documents which dearly anticipate
or clearly render .obvious one or more claims. How-:
ever, the likelihood of consideration of a protest
decreases as the patent date approaches.

A protest filed after final rejection and complying
with 37 CPR 1.291(,,) will be.considered if the appli­
cation is still pending when the protestandapplica­
tion are provided. to the examiner. However,
prosecutionwillnotordinarily be reopened after Iinal
rejection if the prior art cited in the protest is merely
cumulative of the prior art cited in the final rejection.
If it protest is not submitted within the time period set
forth in 37CFR 1.291(a)(I)it will be acknowledged
asset forth in MPEP § 1901.05 only if a self­
addressed postcard is included with the protest, and
referred to the examiner having charge of the subject
matter involved for handling as set forth in MPEP
§ 1901.06.

A protest with regard to a reissue application
should be filed within the 2-month period following

announcement of the filing of the-reissue application
in the Official'Gazette. If, forsome reason, the protest
of the reissue application cannot be filed within the 2­
month peri0<lproyidedby MPEP§1111, the protest
can be submitted at alater time, but the protestor must
be ,aware that reissue applications arlO "special" and a
later.filedprotest may bereceived lifter action by the
examiner, Any.request.by a protestor ina reissue
application for an extension of the }-rnonth period
folloWi~g the announcement in the 'Official Gazette
will be considered only if filed in the.form of a peti­
tion under.S? CF,R. 1.182 and accompanied.by the
petition fee set forth in 37CFR 1.17(h).Th" petition
under37 CFR 1.182anO the petition fee mustbe fil"o.
prior to the expiration of the 2-monthperiod provided
byMPEP § 1441. The petition must explain why the
additional time is necessaryand the nature of thepro­
test intended. A copy of such petition must be served
UPOIl applicant in accordance withS? CPR 1.248. The
petition should be directed to the appropriateTechnol­
ogy Center (TC)which will forward the petition to the
Office of Petitions for decision. Any such petition will'
be critically reviewed as to demonstrated need before
being-granted since the delay of examination of it reis­
sue. application. of another party is being requested.
Accordingly, therequests should be made only where
necessary,for the minimurnperiod required, and with
a justification establishing the necessity for the exten­
sian.

If theprotestis a "REII)SUE LIT~GATION" pro,
test, itisparticularly important that it be filed early if,
protestor wishes .itconsidered at the time theOffice
first acts on the application. Protestors should be
aware that the ()ffice will entertain petitions under 37
CB~ 1.182, when accompauied by the petitionfee set
forth in 37 CFRU7(h), to.waive the 2-month delay
Period of MPEP.§ 1441 in appropriate circumstances.
Accordingly, protestors to .reissue applications cannot
automatically ass~e that the, full 2-mqnth delay
period of MPEP§ J 441 will always beavailable,

If a protest is filed in a reissue application related to
a patent involved in a pending interferenceproceed­
ing, the reissue application shonldbereferred to the
Office of the Deputy Commissioner for Patent Exami­
nation Policy before the ptotestis consideredand the
application is acted on by the TC. See also MPEP
§ 1441 as to the filing of a protest in areissueapplica­
tion.
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1901.05 Initial Office Handling and
Acknowledgment of Protest

PROTESTS REFERRED TO EXAMINER

Protests filed against pending applicationswill be
referred to the examiner having charge of the applica­
tioninvolved. 37 CPR l.291(a). A protest specifically
identifying the application to which it is directed will
be entered in the applicatioll file, if (I) the protest is
submitted prior to the publicationoftheapplication or
the mailing of a notice of allowance under 37 CFR
1.311, whichever occurs first, (see MPEP § 1901.04)
and (2) a copy has been served on applicant in accor­
dance with 37 CPR ·1.248, or a duplicate copy is filed
with the Office in the event service is not possible.
37 CFR 1.291(a).

A protest where the application is specifically iden­
tified, which is submitted in conformance with
37 CPR 1.291(a) and (b), will be considered by the
Office,

PROTEST DOES NOT INDICATE SERVICE

If the protest filed in the Qffice does not, however,
indicate service on applicant or applicant's attorney or
agent, and is not filed in duplicate, then the Office will
undertake to determine whether or not service has
been made by contacting applicant or applicant's
attorney or agelltby telephone or in writing to ascer­
tain if service has been made. If service has not been
made and no duplicate has been filed, then the Office
may request protestor to file such a duplicate before

. the protest is referred to the examiner. Alternatively; if
the protest involves only a few pages; the Office may,
in its sole discretion, elect to reproduce the protest
rather than delay referring it to the examiner. If dupli­
cate protest papers are mailed to applicant or appli­
cant's attorney or agent by the Office, the application
file should reflect that fact, either by a letter transmit­
ting the protest or, if no transmittal letter is used, sim­
ply by an appropriate notation in the "Contents"
section of the application file wrapper.

ACKNOWLEDGMENT OF PROTEST

A protestor in an Original or reissue application will
not receive any communications from the Office relat-

ing to the protest, or to the application, other than the
return of a self-addressed postcard which protestor
may include with the protest in order to receive an
acknowledgment that the protest has been received by
the Office. 37 CFR 1.291(c). The Office will
acknowledge a protest by return of the self-addressed
postcard prior to the protest's entry into the applica­
tion file or return to the protestor, as appropriate.

APPLICATIONS AND STATUS THEREOF
MAINTAINED IN CONFIDENCE

The postcard acknowledging receipt of a protest in
other than a reissue application will not and must not
indicate whether such application in fact exists or the
status of any such application. Office employees must
exercise care to ensure that. matters relating to .appli­
cations are not discussed with protestor or communi­
cated inwriting to protestor. Original applications are,
of course, required by 35 U.S.c. 122 to. be kept in
confidence unless published pursuant to 35 U.S,C.
122(b).. Thus, unless a protestor has been granted
access to an original application, the protestor is not
entitled to obtain from the Office any information
concerning the same, including the mere fact that such
an application exists. Petitions for access to patent
applications with the exception of applications
involved in or related to a proceeding before the
Board of Patent Appeals or Interferences are decided
by the Office of Petitions pursuant to delegation con­
tained in MPEP § 1002.02(b). Reissue applications
filed on, or after, March I, 1977 are pursuant to
37 CFR 1.l1(b) "open to inspection by the general
public." After an application is published pursuant to
35 U.S,C. 122(b), a copy of the file wrapper of the
published application may be requested by filing a
written request Under 37 CPR 1.l4(c)(2) including the
fee as set forth in 37 CPR 1.l9(b)(2).

The Office will communicate with the applicant
regarding any protest entered in an application file
and may require the applicant to supply information
pursuant to 37 CPR 1.291(c), including replies to spe­
cific questions raised by the protest, in order for the
Office to decide any issues raised thereby. Under
37 CPR 1.291(c), the examiner can require the appli­
cant to reply to the protest and answer specific ques­
tions raised by the protest.
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1901.06 Examiner Treatment ofProtest

Office practice as defined in 37 CFR 1.29l(a) gives
recognition to the value of the written protests in
avoiding the issuance of invalid patents. However, the
fact that One or more protests has been filed in an
application, whether the application is an original
application or a reissue application, does not relieve
the examiner from conducting a normal examination
on the merits, including the required search. Evideuce
submitted in a protest will be considered on the same
basis as other ex parte evidence. In re Reuter, 651
F.2d 751, 758, 210 USPQ 249, 255 (CCPA 1981).

INITIAL REVIEW

An examiner initially recervmg a protest will
immediately reviewthe same for the following:

(A) To ensure that either the protest or the appli­
cation file wrapper indicates that a copy of the protest
has been served on applicant or applicant's attorney or
agent. If a copy is notindicated as having beeu served
on applicant or applicant's attorney and is not filed in
duplicate, theu the examiuer should undertake to
determine whether or not service has been made by
contacting applicant or applicant's attorney or agent,
but not protestor. Ifit has, this should be noted on the
protest or on the application file. If service has not
been made, the protest and application file should be
brought to the attention of the TC Director for appro­
priate action. See MPEP § 1901.05.

(B) A protest raising issues of "fraud," "inequita­
ble conduct," or "violation of duty of disclosure" will
be entered in the application file, generally without
comments on those issues.

If a protest is filed in a reissue application and the
reissue application is related to a patent involved in a
pending. interference proceeding, such application
should be referred to the Offic.e of Patent Legal
Administration before considering the protest and act­
ing on the applications.

PERIOD FOR COMMENTS BY APPLICANT

If the primary examiner's initial review reveals that
the protest is ready for consideration during the exam­
ination, the examiner may nevertheless consider it
desirable, or necessary, to obtain applicant's com"
ments on the protest before further action. In such sit-

uations, the examiner will. offer applicant an
opportunity to file comments within a set period, usu­
ally 1 month, unless circumstances warrant a longer
period.

Form Paragraph 19.01 can be used to offer appli­
cant an opportunity to file comments on the protest.

'f[ 19.01 Period for Comments on Protest by Applicant
A protest against issuance of a patent based upon this applica­

tion has heen filedund"r37 CPR 1.291(a) on [11,and aC9PY [21,
Any comments or reply applicant desires to file before consider­
ation of the protest must hefiled by [31-

Examiner Note:
1. Applicant is normally given one month to submit any com­
ments, .. unless. circumstances in the case. would warrant a longer.
period. '

2. A copy of this Office action is NOT sent to the protestor. See
37 CPR 1.291(c).
3. In bracket 2, insert either-. has been served on applicant-- or­
~ is attached.hereto->.

. Where necessary or desirable to decide questions
raised by the protest, under 37 CFR 1.291(c) the pri­
mary examiner can require the applicant to reply to
the protest and answer specific questions raised by the
protest. The primary examiner canuot require a r~ply

to questions relating to "fraud," "inequitable con"
duct," or "violation of the duty of disclosure" since
those issues are generally not commented on by the
Office. Any questions directed to applicant by the pri­
mary examiner must be limited to seeking answers
reasonably necessary in order for the primary exam­
iner to decide questions raised by the protest and
which are before the primary examiner for decision.
The primary examiner is not permitted, under 37 CFR
1.291(c), to seek answersto questions which are not
before the primary examiner for decision. The pri­
mary examiner must use care in requiring information
from applicant pursuant to 37 CFR1.29l(c) to ensure
that the required information is necessary to the deci­
sion to be made.

Form Paragraph 19.02 can be used to require addi­
tional information from applicant regarding issues
raised by the protest.

'f[ 19.02 Requirementfor Information
The protest under 37,CFR 1.291 filed on [1] has been consid­

ered. In order to reach afull and proper considerationof the issues ..
raised therein, .it _is necessary to obtain additional il1formatio~
from applicant regarding these issues. In particular [2]. The failure
to reply to this requirement for information-within ONE MONTH
or, TlllRTY ·DAYS,whichever is longer,.of the mailing date of
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this requirement will-result in abandonment of the' application.
Thistimeperiodmaybe extended under the provisions of 37 CFR
1.136.

Examiner Note:

While-the examiner normally shouldnot need further informa­
tion from applicant, this form paragraph may be used to request
specific additional- information from the applicant.

PROTESTOR NOT PERMITTED TO COM­
PLETE INCOMPLETE PROTEST

A protestor may not complete an incomplete pro­
test, nor further participate in, or inquire as to the sta­
tus of, any Office proceedings relating to the initial
protest. 37 CFR 1.291. The examiner must not, there­
fore, communicate with protestor in any way and will
not consider a .later submission by protestor, except
for additional prior art, or unless such submission
raises new issues which could not have been earlier
raised and constitutes in effect a new' protest (see
MPEP § 1901.07). Improper protests will be returned
by the TC Director.

TREATMENT OF TIMELY SUBMITTED PRO­
TEST

If the protest has been timely submitted, i.e., before
the publication of the application or the mailing of a
notice of allowance under 37 CPR 1.311, whichever
occurs first, and the application is still pending when
the protest and application file are brought before the
examiner, the examiner must consider each of the
prior art orother documents submitted in conform­
ance with 37 CFR 1.29l(b). At least those prior art
documents which the examiner relies on in rejecting
claims will be made of record by means of form PTO­
892, unless the protestor has listed such prior art or
other documents on form PTO-1449 (or an acceptable
substitute as provided by MPEP § 609), in which case
the examiner will place the examiner's initials adja­
cent to the citations in the boxes provided on the form
PTO-1449 (see MPEP § 609). Where the prior art or
other documents have not been cited on a PTO-892, or
listed and initialed on a PTO-1449, the examiner will
place a notation in the protest paper adjacent to the
reference to the documents. The notation should
include the examiner's initials and the term
"cheeked." The examiner will also indicate in the next

Office action that all documents submitted have been
considered.

It is not intended that the examiner be overly tech­
nical in construing 37 CPR 1.29l(b) and refuse con­
sideration of a protest because it does not include all
of the contents enumerated by 37 CFR 1.29l(b). The
examiner should consider the protest to the extent it is
helpful even though one or more of the listed items is
omitted.

Where prior art or other documents are considered
by the examiner, even though not submitted in full
conformance with 37 CPR 1.29l(b), the examiner
must, for all those documents considered but not listed
on the form PTO-892, (1) mark "checked" and place
the examiner's initials beside each citation, or (2)
where all the documents .cited on a given page have
been considered, mark "All checked" and place the
examiner's initials in the left-hand margin beside the
citations. See MPEP § 609. Where prior art or other
documents are listed by the protestor on form PTO­
1449, even though not submitted in full conformance
with 37 CFR 1.29l(b), the examiner must, for all
those documents considered, place the examiner's ini­
tials adjacent to the citations in the boxes provided on
the form PTO-1449. Where the prior art or other doc­
uments are listed by the protestor on form PTO-1449,
but are not submitted in full compliance with 37 CPR
1.29l(b), the examiner must, for all those documents
not considered, draw a line through the citation on the
form PTO-1449. See MPEP § 609. If a protest entered
in an application file complies with 37 CPR 1.29l(b),
the examiner is required to fully consider all the
issues, except for any issues of "fraud," :"inequitable
conduct," or "duty of disclosure" raised by the pro­
testor, and clearly state the examiner's position
thereon in detail.

PROTEST FILED AFTER ALLOWANCE OR
THE PUBLICATION OF THE APPLICATION

If the protest is submitted after the publication Of
the application or the mailing of a notice of allowance
under 37 CPR 1.311, whichever occurs first, it should
not be entered in the application file. The applicant
should be notified that the protest is untimely and that
it is not being entered in the application file. The han­
dling of the protest will vary depending on the partic­
ular situation as follows.
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A. Service ofCopy Included RESULTS OF CONSIDERATION REPORTED
TO T.ECHNOLOGY CENTER (TC)DIRECTOR

Where the protest includes .an indication of service
of copy on the applicant, the original protest shouldbe
discarded.

After the examiner has considered the protest, the
examiner will report the results of such consideration
to theTCDirector.

B. Service ofCopy Not Included 1901.07 .Protestor Participation

Where the protest does not iuclude an indication of
service, the duplicate copy of the protest (if present)
should be discarded and the original protest papers
should be sent to the applicant along with.the notifica­
tion of nonentry.

COPIES OF DOCUMENTS NOT SUBMITTED

If the protest is not accompanied by a copy of each
prior art or other document relied on as required by
37 CFR 1.291(b),the examiner will consider the doc­
uments submitted. The protestor cannot be assured
that the examiner will consider the .missing docu­
ment(s). However, if the examiner does so, theexam­
iner will either cite the document on form PTO-892 or
place a notation in the protest paper adjacent to the
reference to the document which will include the
examiner's initials and the term "checked." If the
examiner considered a document not submitted, the
next Office action will so indicate.

CONSIDERATION OF PROTESTOR'S ARGU,
MENTS

In view of the value of written protests, the exam"
iner must give careful consideration to the points and
arguments made. on ..'behalf' of .: the .protestor. '. Any
Office action by the examiner treatingthe merits of a
timely submitted protest complying with 37 CFR
1.291(b) must specifically consider and make evident
by detailed reasoningthe examiner's position asto the
major arguments and points raised by the protestor.
While it is not necessary for the examiner to respond
to each and every minute argument or point, the major
arguments and points must be specifically covered.
The examiner will not, under any circumstances, treat
or discuss those arguments or points directed to
"fraud," "inequitable conduct," or "violation of duty
of disclosure.'.'

III accordance with the limited protestor participa­
tion in protests, 37 CFR 1.291(c) was amended effec­
tive July I, 1982; and further amended on December
I, 1997, to provide that:

"limited involvement ofthe member of the _pu~lic filing. a
protest ... ends with the filing of the protest, and-no fur­
ther submission on behalf of the protestor will be.consid­
ered, except for additional prior _art, or. unless such
submission raises new issues which could not have been
earlier.presented,"

37 CFR1.291(c) was amended effective December
1, 1997; by removing the blanket limitation of one
protest per protestor, and now provides for a second or
subsequent submission in the form of additional prior
art.. However, mere argument that is later submitted
by an initial protestor would not be entered and would
be returned unless it is shown that the argument
relates to ~.(lew issue that could not have.peen earlier
raised. Prior art submitted by a previous protestor
prior to the publication of the application or the mail­
ing of the notice of allowance under 37 CFR 1.311,
whichever occurs first,will be made of record without
a showing that it relates to a new issue. However,it
should be.notedthat entry of later submitted prior art
in.thefilerecord does not assure its considerationby
the exanriner if submittedlate in theexamination pro;
cess. ~~e MPEP § 1901 and § 1901.04. Acc~rdingly,
initial. protests should be as complete as possible
when first filea. The mere filing of a protest does not
grant access to protestor or relieve the Office of its
obligations under 35 U.S.C. 122 to maintain applica­
tions "in confidence." Nor does the mere filing of a
protest. automatically mean that protestor will have
arty .."right" to..participate to any particular degree.
37CFR 1.291(c) does not permit protestor, or any
other member of the public, to contact Or receive
information from the Office as to the disposition 01"
status of the protest, or the application to which it is
directed, or to participate in any Office proceedings
relating to the protest. The Office does not serve cop-
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ies of Office actions or other documents mailed by the
Office on protestors, and does not require applicants
to serve copies of papers filed with the Office on pro­
testors. Furthermore, a protestor is not permitted to

participate in interviews, appeal a decision by the

examiner adverse to the protestor to the Board of

Patent Appeals and Interferences, or participate in an

appeal. by applicant. The disposition of the protest

will, once it has been filed under paragraph (c), be an
ex parte matter between the Office and the applicant.

Where protestor has access to an application, for

example, a reissue application which is open to the

public and may be inspected under 37 CFR 1.11, the

proceedings may thereby be monitored.

Under 37 CFR 1.291(c), applicant may be required

by the Office to reply to a protest. Any reply thereto
would be ex parte and would not be served on the pro­

testor. The ex parte nature of the requirements for

information under paragraph (c) differs from past

practice under which information could be required,

or requested, from applicant and one or more protest­

ors.

1901.07(a) Filing of Multiple Papers
Relating to Same Issues

Under 37 CPR 1.29l(c), protestor participation
ends with the filing of the initial protest, and protestor

will not be allowed to complete any protest that is
incomplete. No further submission on behalf of pro­

testor will be considered, except for additional prior

art, or unless such submission clearly raises new
issues which could not have been earlier presented.

Protests which will not be entered in the. application

file include those further submissions in violation of
37 CPR 1.29l(c) by which protestor seeks to partici­

pate in the examination process. For example, mere

arguments relating to an Office action or anappli­
cant's reply would not qualify as a new issue. Like­

wise, additional comments seeking to bring in further

or even new data or information with respect to an

issue previously raised by protestor would not qualify
as a new issue. Even new protests which also argue

Office actions or replies or any matter beyond the new

issue should not be accepted. Improper protests will

be refused consideration and returned by the Technol­

ogy Center (TC) Director. While improper protests

will be returned, a new protest by an earlier protestor

will be proper and can be entered if it is clearly lim­

ited to new issues which could not have been earlier

presented.

1906 Supervisory Review of an
Examiner's Decision Adverse
to Protestor

As pointed out in MPEP § 1901.07, a protestor can­

not appeal to the Board of Patent Appeals and Inter­

ferences from an adverse decision of the examiner.

Further, a decision by examiner adverse to a protestor

is final, and under the restricted protestor participation

permitted under 37 CFR 1.291(c) is not petitionable to

the Commissioner.

1907 Unauthorized Participation by
Protestor

Office personnel must exercise care to ensure that

substantive matters relating to the application are not

discussed ex parte with protestor or communicated in

writing ex parte to protestor. The examiner must not

communicate in any manner with protestor. See

37 CPR 1.29l{c).

1920 Citation of Prior Art Under
37 CFR 1.501(a)

37 CFR 1.501(a) permits any person at any time

during the period of enforceability of a patent to cite

to the Office, in writing, prior art consisting of patent

and printed publications which that person states to be

pertinent and applicable to the patent and believes to

have a bearing on the patentability of any claim(s) of

the patent. See MPEP § 2202 - § 2208.

•••••••••••••••••••••••••••••
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Chapter 2000··Duty ofDisclosure

Dutytodisclose information material to,

Duty of Disclosure, Candor, and
GoOd Faith

2001

37 CFR i.Sf?,
patentability.

(a) A patent.byits.very nature is affected-with a public.inter­
est..The publicfnrerest is, best served, .andthe. most :effective
patent examinationoccurs whenvat the .rime an applicationfs
being examined, the Office is aware of and evaluatesthe teachings:
of.all information material ~o pat~nt~~ility. E;achin~vidual~ssoci­
at~.,",:itli jhefiling andpr()secY.tio~of a,patentapplicationhas ~

duty .of candor H:nd. ~Wpd fai~l indealing with the 0ffiq~: ,V{hi<:h
inslud~s: a dP:tytq disclose to the Off1c,e,~n. information kn0¥(rl to
that ,individu,al to ',b,e material to .. patentability:.. as, defined in, this,
section. The duty t(l _. discloseinformationexists with, respectto
each pending claim until the Claimis cancelled or withdrawn from
consideration, or the:application becomes .abandoned, Information
material to the patentability of a claim that is JaJ!.celled orwith­
drawn from consideration need not be submitted if the informa­
tion is no~~at:erial,t,othe pate~~ability of~Y::9laim,remaini~g

under consideration in the application. There is no duty to submit
information which is not,material to the patentability of any exist­
ing claim. The duty to disclose all information known to be'mate­
rial to patentability is deemed to be satisfied if all Informatiorr
known to be material to patentability of any claim issued in a
patent was cited by the Office or submitted to the Office in the
mannerprescribed by§§ 1.97(b),(d) and 1.98. However, no patent
will be granted:on"an<ipplication.in·connection with,which fraud
on the Office was practiced or attempted or the duty of disclosure'
was .. violated throughbad.faith or intentional' misconduct. The
Office encourages applicants to carefully examine:

(1) ,Pri()r,art cited in search reports ofa foreign patent
office in a counterpartapplication, and '

(2) The closest informationover which individuals .asso­
dated with the filing,or.prosecution of a patentapplication.believe
any pending claim patentably defines, to make sure that any mate­
rial information contained therein is'disclosed to the Office.

-.'.(1?) .Under this section, .information is material to patcntabil­
ity when it is not cumulative to information already of record or
being made ofrecord' in the application, arid

(1) It establishes; by itself-or in combination with other
information, z ptima fiicie case ofunpatentability of a claim; or

(2)· It refutes" oris inconsistent with, a position .the appli­
cant takes in:

(i) Opposing an argument of unpatentability relied on

bytheOffke,?r •..•.......... ,' .. ,'. ' .. '
(ii)' Asserting an argument of patentability;

A 'primdfacie case of unpatentability is established when'
theinformation compels a conclusion that a claim is unpatentable
under, the preponderance.of-evidence, burden-of-proof standard;
giving each term.in the claim its broadestreasonable.construction
consistentwith the specification, an4 before .any consideration is,
gi,,~n 'to. eVideft~~whiCh may be .submitted in an attempt toestab R

'

lish a contrary conclusion of patentability.

'(c), Indl-iiduaIs"assoCi'ated, with the filing or prosecution ofa
patent application:within the,meaning of this section 'are:

Determination.of "Error Without AnyDeceptive
Intention"

Introduction

Introduction

Reissue Applications Involving .Issues.cf Fraud,
Inequitable Conduct.and/or Violation of Duty of
Disclosure

Duty of Disclosure; Candor, and OoodFaltb
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To whomDuty.of Disclosure Is Owed ,

Information Under 37.CFR1.56(a)

Materiality Under37 CPR 1.56(b)
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2002.01 By Whom Made
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2003,.01 Disclosure AfterPatent Is Granted
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2005 Comparison toR~qtiirement for Information

2010 Office Handling of Duly ofnisclosurelIneqnii~lJle
Conduct Issues

2001.06(c)

2001.06(d)

This Chapter deals with the.duties owed-toward the
U.S. Patent and Trademark Office by the inventor and
every other individual who is substantively involved
in the p~eparation. or prosecution of th~ application
and who is associated with the inventor or the inven­
tor's assignee. These duties, of candor and good faith
and disclosure, have been codified in 37 CFR L56,as
promulgated pursuant to carrying out the duties of the
Commissioner under Sections 2, 3, 131, and 132 of
Title 35 of the United States Code.

2000.01
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2001.05

2001.06
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2001.01 MANUAL OFPATENT EXAMlNlNGPROCEDURE

(1), Each inventor named ill;the application;

(2) Each attorney or agent who prepares or prosecutes the
application; and

. (3) Every, oilier person who .is substantively involved in
the preparation or prosecution of the application and who is asso­
ciated with the inventor, with the assignee or with anyone to
whom there is an'obligationto assignthe application.

(d) Individuals other than the attorney, 'agentor inventormay
comply with this section by disclosing information to the attorney,
agent, or inventor.

(e) In any contiil~ation-in~part applicationjheduty under
thissec~on includes the duty to disclose to the Office all informa­
tion kn~wnto thepersor to be material to patentability, as defined
in paragraph (b) of this ~ecti?I1' ~hi,?hbecame aVailabl~,between
the filing date,of, the, prior ,~IJ~lication and the national or rcr
internatioTI<ll filing date of the continuation-in-part application.

37 CFR 1.56 defines the duty to disclose informa­
tion to the Office.

2001.01 Who Has Duty To Disclose'

37 CFR 1.56. Duty to disclose information material to
patentability.

*****

(c) Indiv'idu3.ls associated with the"filing 'or prosecution of a:
patent application within the meaning of this Section are:

(IjEach inventor named in the application;

(2) Each attorney or agent who prepares or 'prosecutes the:
application; and

(3) Every other person who is substantively involved in
the preparation or prosecutiori'ofthe application andwho is asso­
ciatedwith the inventor, withfhe assignee Of' with anyone to
whom there is' an obligation to assign the application.

*****

Individuals having a duty of disclosure are limited
to those who are "substantively involvedin the prepa­
ration or prosecution of the application." This is
intended to make clear that the duty does not extend
to typists, clerks, and similar personnel who assist
with an application.

The word "with" appears before "the assignee" and
"anyone to whom there is,an obligation to assign" to
make clear that the duty applies only to individuals,
not to organizations. For instance, the duty of disclo­
sure would not apply to a corporation or institution as
such. However, it would apply to individuals within
the corporation or institution who were sUb~tantively

involved in the preparation or prosecution, of the
application, and actions by such individuals may
affect the rights of the corporation or institution.

2001.03 To Whom Duty of Disclosure
Is Owed

37 CFR 1.56(a) states that the "duty of candor and
good faith" is owed "in dealing with the Office" and
that all associated with the filingandprosecution of a
patent application have a "duty to disclose to the
Office" material information. This duty "in dealing
with" and "to" the Office extends, of course, to all
dealings which such individuals have with the Office,
and is not limited to representations to or dealings
with the examiner. For example, the duty would
extend to proceedings before the Board of Patent
Appeals and Interferences and the Office of the Assis­
tant Commissioner for Patents.

2001.04 Information Under 37 CFR
1.56(a)

37 CFR 1.56. Duty to disclose information material to

patentability. , ,,' ,',' .
(a) A patent by its very nature is affected with a public

interest. The public interest is best served, and the most effective
patent examination occurs when" at .the time an application is
being~xamined,the Office is aware ofand evaluates the teachings
of all information material to patentability. Each individual associ­
ated with the filing and prosecution of a patent application has a
duty of candorand good faith in dealing: with the Office, which
includes a duty to disclose-to the Office all information known to
that individual to be material to patentability -as defined in this
section. The duty to disclose information exists with respect to
each pending"claim until the claim i~ cancelled or withdrawn from
consideration, or the application becomes abandoned: Information
material to the patenrability of a claim that' is cancelled or with­
drawn from consideration need not be submitted if the informa­
tion is not material to, the patentability, of any claim remaining
under consideration in the application. There is no duty to submit
information which is not material to the patentability of any exist­
ing claim. The duty to disclose all information known to be mate­
rial to patentability is deemed to be satisfied if all information
known to be material to patentability of any claim issued in a
patent was cited by the Office or submitted to' the Office in the
manner prescribed by §§ 1.97(b)-(d) and 1.98. However, no patent
will be granted on an application in comiection with which fraud
on the Office was practiced-or attempted or the.duty of disclosure
was violated through, bad faith. or intentional misconduct. The
Office encourages applicants to carefully examine:

(1) 'Prior art cited in search reports of a foreign patent
office in a counterpart application.und

(2) 'The closest information over which individuals asso­
ciated with the filing or prosecution- of a patent application believe
any pending claim patentably defines, to make sure that any mate­
rial information contained therein is disclosed to the Office.

*****
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DUTY OF DISCLOSURE 2001.04

The language of 37 CFR 1.56 (and 37 CFR 1.555)
has been modified effective March 16, 1992 to
emphasize that there is a duty of candor and good
faith which is broader than the duty to disclose mate­
rial information. 37 CFR 1.56 further states that "no
patent will be granted OIi an application in connection
with which fraud on the Office was practiced or
attempted or the duty of disclosure was violated
through bad faith or intentional misconduct."

The Office strives to issue valid patents; The Office
has both an obligation not to unjustly issue patents
and an obligation not to unjustly deny patents. Inno­
vation and technological advancementare best served
when an inventor is issued a patent with the scope of
protection that is deserved. The rules as adopted serve
to remind individuals associated with the preparation
and prosecution of patent applications of their duty of
candor and good faith in their dealings with the
Office, and will.aid the Office in receiving, in a timely
manner, the information it needs to carry out effective
and efficient examination of patent applications.

The amendment to 37 CFR 1.56was proposed to
address criticism concerning a perceived lack of cer­
tainty in the materiality standard. The rule as promul­
gated will 'provide greater clarity and hopefully
minimize the burden of litigation on the question of
inequitable conduct before the Office, while provid­
ing the Office with the information necessary for
effective and efficient examination of patent applica­
tions. 37 CFR 1.56 has been amended to present a
clearer and more objective definition of what informa­
tion the Office considers material to patentability. The
rules do not define fraud or inequitable conduct which
have elements both of materiality and of intent.

The definition of materiality in 37 CFR 1.56 does
not impose substantial new burdens on applicants, but
is intended to provide the Office with the information
it needs to make a proper and independent determina­
tion on patentability. It is the patent examiner who
should make the determination after considering all
the facts involved in the particular case.

37 CFR 1.56 states that each individual associated
with the filing and prosecution of a patent application
has a duty to disclose all information known to that
individual to be material to patentability as defined in
the section. Thus, the duty applies to contemporane­
ously or presently known information. The fact that
information was known years ago does not mean that

it was recognized that theinformation is material to
the present application.

The term "information" as used in 37 CFR 1.56
means all of the kinds of information required to be
disclosed and includes any information which is
"material to patentability." Materiality is defined in
37 CFR 1.56(b)and discussed herein at MPEP §
2001.05. In addition to prior art such as patents and
publications, 37 CFR 1.56 includes, for example,
information on possible prior public uses, sales, offers
to sell, derived knowledge, prior invention by another,
inventorship conflicts, and the like.

The term "information" is intended to be all encom­
passing, similar to the scope of the term as discussed
with respect to 37 CFR 1.291(a) (see MPEP
§ 1901.02). 37 CFR 1.56(a) also states: "The Office
encourages applicants to carefully examine: (1) prior
art cited in search reports of a foreign patent office in
a counterpart application, and (2) the closest informa­
tion over which individuals associated with thefiling
or prosecution of a patent application believe any
pending claim patentably defines, to maJ,:e. sure that
any material information contained therein is dis­
closed to the Office." The sentence does not create
any new duty for applicants; but is placed in the text
of the rule as helpful guidance to individuals who file
and prosecute patent applications.

It should be noted that the rules are not intended to
require information favorable to patentability such as,
for example, evidence of commercial success of the
invention. Similarly, the rulcsjire not intended to
require, for example, disclosure of information con­
cerning the level of skill in the art for purposes of
determining obviousness.

37 CFR 1.56(a) states that the duty to disclose
information exists until the application becomes aban­
doned. The duty to disclose information, however,
does not end when an application becomes allowed
but extends until a patent is granted on that applica­
tion. The rules provide for information being consid­
ered after a notice of allowance is mailed and before
the issue fee is paid (37 CFR 1.97(d)) (see MPEP
§ 609, paragraph B(3)). The rnles also provide for an
application to be withdrawn from issue

(A)because one or more claims are unpatentable
(37 CFR 1.313(c)(I));
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2001:05 MANUAL OFPATENT EXAMINTNGPROCEDURE

(B) for express abandonmentso thatinformation
may be considered in a continuing application before
a patent issues (37CFR 1.313(c)(3)); or

(C) for consideration ofa request for continued
examination (RCE) under 37.CFR 1.114 (37CFR
1.313(11.) and (c)(2)). Note that .RCE practice does
not apply to utility or plant applications filed before
June 8,. 1995 or .to design applications. See MPEP
§ 706.07(h).

See MPEP. § 1308 for additional. information, per­
taining to withdrawal of an application from issue.

In a continuation-in-part application, individuals
covered by 37 CFRl.56 have aduty to disclose to the
Office all information known to be material to patent"
ability which became available between the filing date
of the prior application and the national or PCT inter­
national filing date of the continuation-in-part appli-
cation .. See 37 CFR 1:56(e). ,

37 CFR 1.56 provides that tlJeduty ofdisclosure
can be met by submitting information t()the9ffise in
the manJ:ler prescribed by 37.CFR 1.97 and .1.98. See
MPEP §.609. Applicants are provid~d certain~ as to
when information will be considered, and applicants
will be informed when information is not considered.
N~te, ho~ever, that tile Office lTIay orderor conduct
reexamination proceedi~gs based on prior art that was
cited but whose relevance to patentability of the
claims was not discussed in any prior related Office
proceeding. SeeMPEP § 2242.

The Office does not believe that courts should, or
will, find violations of the duty of disclosure because
of unintentional noncompliance with 37 CFR 1.97
and 1.98. If the noncompliance is intentional, how­
ever, the applicant will have assumed the risk that tile
failure to submit theinformation in a manner that will
result in its being considered by the examiner may be
held to be a violation.

The Office does not anticipate any significant
change in the quantity of information cited to the
Office. Presumably, applicants will continue to submit
information for consideration.by the Office in applica­
tions rather than making and relying on their own
determinations of materiality. An incentive remains to
submit the information to the Office because it will
result in a strengthened patent and will avoid later
questions of materiality and intent to deceive. In addi­
tion, the new rules will actually facilitate the filing .of

information since the burden of submitting infortna­
tionto the Office has been reduced by eliminating, in
most cases, the requirement for a concise statement of
therelevanceof each item of information listed in an
information disclosure statement.It should also be
noted that 37 CFR 1.97(h) states that the filing of an
information disclosure statement shall not beconsid­
ered to bean admission that the information cited in
the statement is, or is considered to be, material to
patentability as defined in 37 CFR 1.56.

2001.05 :Mat~riality Under 37 c:FR
1.56(b)

37 CFR 1.56. Duty to disclose information material to
patent ability.

*****
(b)'Under this section, Information-is ~~terialto patentabil­

ity when it is not cumulative to information already of record or
beingmade of record in the application, and

(TiTt. establishes, by itself orin combination with other
information, a prima facie case of unpatentability of a claim; or

(2) It refutes, or is inconsistent with, a position the appli­
cant takes in:

(i) Opposing an argument of unpatentability relied on
by the Office,or

(ii) Asserting an argument of patentability.

A prima facie case, of unpatentability is established when the
iriformation compels a 'conclusion 'that' a claim is: unpatentable
underthe preponderance of evidence, burden-of-proof standard,
giving, each term in the claimits broadest reasonable construction
consistent with the specification, and before any consideration is
given to evidence ¥(hich may be submitted in an attempt to estab­
lish a contrary conclusion of patentability.

*****

Under the rule, information is not material unless it
comes within the definition of 37 CPR 1.56(b)(l) or
(2). If information is not material, there is no duty to
disclose the information to the Office. Thus, it is the­
oretically possible for applicants to draft claims and a
specification to avoid a 'prima facie ca.se of obvious­
ness over areference and then to be able to withhold
the reference from the examiner. The Office believes
that most applicants will wish to submitthe informa­
tion, however, even though they may not be required
to do so, to strengthen the patent and avoid the risks of
an incorrect judgment on their part on materiality or
that it may be held that there was an intent to deceive
the Office.
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DUTY OF DISCLOSURE 2001.06(b)

2001.06 Sources of Information

All individuals covered by 37 CFR 1.56 (repro­
duced in MPEP § 2001.01) have a duty to disclose to
the U.S. Patent and Trademark Office all material
information they are aware of regardless of the source
of or how they become aware of the information.
Materiality controls whether information must be dis­
closed to the Office, not the circumstances under
which or the source from which the information is
obtained. If material, the information must be dis­
closed to the Office. The duty to disclose material
information extends to information such individuals
are aware of prior to or at the time of filing the appli­
cation or become aware of during the prosecution
thereof.

Such individuals may be or become aware of mate­
rial information from various sources such as, for
example, co-workers, trade shows, communications
from or with competitors, potential infringers, or
other third parties, related foreign applications (see
MPEP § 2001.06(a», prior or copending United
States patent applications (see MPEP § 2001.06(b»,
related litigation (see MPEP § 2001.06(c» and pre­
liminary examination searches.

2001.06(a) Prior Art Cited in Related
Foreign Applications

Applicants and other individuals, as set forth in
37 CFR 1.56, have a duty to bring to the attention of
the Office any material prior art or other information
cited or brought to their attention in any related for­
eign application. The inference that such prior art or
other information is material is especially strong
where it is the only prior art cited or where it has been
used in rejecting the same or similar claims in the for­
eign application. See Gemveto Jewelry Co. v. Lambert
Bros., Inc., 542 F. Supp. 933, 216 USPQ 976 (S.D.
N.Y. 1982) wherein a patent was held invalid or unen­
forceable because patentee's foreign counsel did not
disclose to patentee's United States counsel or to the
Office prior art cited by the Dutch Patent Office in
connection with the patentee's corresponding Dutch
application. The court stated, 542 F. Supp. at 943;
216 USPQ at 985:

Foreign patent attorneys representing applicants for
u.s. patents through local correspondent firms surely
must be held to the same. standards of conduct which

apply to their American counterparts; a double standard of
accountability would-allow foreign attorneys and their cli­
ents to escape responsibility for fraud or inequitablecon­
duct merely by withholding from the local correspondent
information unfavorable to patentability and claiming
ignoranceof United Statesdisclosure requirements.

2001.06(b) Information Relating to or
From Copending United
States Patent Applications

The individuals covered by 37 CPR 1.56 have a
duty to bring to the attention of the examiner, or other
Office official involved with the examination of a par­
ticular application, information within their knowl­
edge as to other copending United States applications
which are "material to patentability" of the applica­
tion in question. As set forth by the court in Armour &
Co. v. Swift& Co., 466 F.2d 767, 779, 175 USPQ 70,
79 (7th Cir. 1972):

[W]e think that it is unfair to the busy examiner, no
matter how diligent and well informed he may be, to
assume thathe retains details of every.pending file in his
mind when he is reviewing a particular application . . .
[T]he applicant has the burden of presentingthe examiner
witha complete and accurate record to support theallow-'
ance of letterspatent.

See also MPEP § 2004, paragraph 9.
Accordingly, the individuals covered by 37 CFR

1.56 cannot assume that the examiner of a particular
application is necessarily aware of other applications
which are "material to patentability" of the applica­
tion in question, but must instead bring such other
applications to the attention of the examiner. For
example, if a particular inventor has different applica­
tions pending in which similar subject matter but pat­
entably indistinct claims are present that fact must be
disclosed to the examiner of each of the iuvolved
applications, Similarly, the. prior art references from
one application must be made of record in another
subsequent application ifsuch prior art references are
"material to patentability" of the subsequent applica­
tion.

Normally, if the application under examination is
identified as a continuation or continuation-in-part of
an earlier application, the examiner will consider the
prior art cited in the earlier application. The examiner
inust indicate in the first Office action whether the
prior art in a related earlier application has been

2000-5 August 2001



2001.06(c) MANUAL OF PATENT EXAMININGPROCEDURE

reviewed. Accordingly, no separate citation of the
same prior art need be made in the later application.

2001.06(C) InformationFrom Related
Litigation

Where the snbject matter for which a patent is
being sought is or has been involved in litigation, the
existence of such litigation and any other material
information arising therefrom must be brought to the
attention of the U.S. Patent and Trademark Office.
Examples of such material information include evi­
dence of possible prior public use or sales, questions
of inventorship, prior art, allegations of "fraud,"
"inequitable conduct," and "violation of duty of dis­
closure." Another example of such material informa­
tion is' any' assertion that is made during litigation
which is contradictory to assertions made to the
examiner. Environ Prods., Inc. v. Total Containment,
Inc., 43 USPQ2d 1288, 1291 (B.D. Pa. 1997). Such
information might arise during litigation in, for exam­
ple, pleadings, admissions, discovery including inter­
rogatories, depositions, and other documents and
testimony.

Where a patent for which reissue is being sought is,
or has been, involved in litigation. which raised a
question material to examination of the reissue appli­
cation, such as the validity of the patent, or any alle­
gationof "fraud," "inequitable conduct.t'or "violation
of duty of disclosure," the existence of such litigation
must be brought to the attention of the Office by the
applicant at the time of, or shortly after, filing the
application, either in the reissue oath or declaration,
or in a separate paper, preferably accompanying the
application, as filed. Litigation begun after filing of
the reissue application should be promptly brought to
the attention of the Office. The details and documents
from the litigation, insofar as they are "material to
patentability" of the reissue application as ·definedin
37 CFR1.56, should accompany the application as
filed, or be submitted as promptly thereafter as possi­
ble. See Critikon, Inc. v. Becton Dickinson Vascular
Access, Inc., 120 F.3d 1253, 1258, 1259,43 USPQ2d
1666, 1670-71 (Fed. Cir. 1997) (patent held unen­
forceable due to inequitable conduct based on paten­
tee's failure to disclose a relevant reference and for
failing to disclose ongoing litigation).

For example, the defenses raised against validity of
the patent, or charges of "fraud" or "inequitable con-

duct" in the litigation, would normally be "material to
the examination" of the reissue application. It would,
in most situations, be appropriate to bring such
defenses to the attention of the Office by filing in the
reissue application a copy of the court papers raising
such defenses. At a minimum, the applicant should
call the attention of the Office to the litigation, the
existence and the nature of any allegations relating to
validity andlor "fraud," or "inequitable conduct"
relating to the original patent, and the nature of litiga­
tion materials relating to these issues. Enough infor­
mation should be submitted to clearly inform the
Office of the nature of these issues so that the Office
can intelligently evaluate the need for asking for fur­
ther materials in the litigation. See MPEP§ 1442.04.

2001.06(d) Information Relating to
Claims Copied From a Patent

Where claims are copied or .substantially copied
from a patent, 37 CFR 1.607(c) requires applicant
shall, at the time he or she presents the claim(s), iden­
tify the patent and the numbers of the patent claims.
Failure to comply with 37 CFR 1.607(c) may result in
the issuance of a requirement for information as to
why an identification of the source of the copied
claims was notmade.7

Clearly, the. information required by 37 CFR
1.607(c) as to the source of copied claims is material
information under 37 CFR 1.56 and failure to inform
the USPTO of such .information may violate the duty
of disclosure.

2002 Disclosure -' By Whom and
How Made

37 CFR 1.56. Duty to disclose information material to
patentability.

*****

(d): Individuals other than theattorney, agent orinventormay
comply with this sectionby disclosinginformation tothe attorney,
agent,-or inventor.

*****

2002.01 By Whom Made

37 CFR 1.56(d) makes clear that information may
be disclosed to the Office through an attorney or agent
of record or through a pro se inventor, and that other
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individuals may satisfy their duty of disclosure to the
Office by disclosing information to such an attorney,
agent, or inventor who then is responsible for disclos­
ing the same to the Office. Information that is not
material need not be passed along to the Office.

2002.02 Must be in Writing

37 CFR 1.2. Business to be transacted in writing.
All business with the Patent and Trademark Office should be

transacted in writing. The" personal attendance' of applicants or
their attorneys or agents at the Patent and Trademark' Office is
unnecessary. The action of the Patent and Trademark Office will
be based exclusively on the written record in the Office. No atten­
tion will be paid to any alleged oral promise, stipulation, or under­
standing in relation to which there is disagreement or doubt.

37 CFR 1.4. Nature of correspondence and signature
requirements.

*****
(b) Since each file must be complete in itself, a separate

copy of every paper 'to be filed in a patent or trademark applica­
tion, patent file, trademark registration file, or other proceeding
must be furnished for .each file to which the paper pertains, even
though the contents of the papers filed in two or more files may be
identical. The filing of duplicate copies of correspondence in the
file of an application, patent, trademark registration file, or other
proceeding should be avoided, except in situations in which the
Office requires the filing of duplicate copies. The Office may dis­
pose of duplicate copies of correspondencein the file of an appli­
cation, patent, trademark registration fileor other proceeding.

*****
A disclosure under 37 CFR 1.56 must be in writing

as prescribed by 37 CPR 1.2, and a copy of any such
disclosure must be filed in each application or other
proceeding to which the disclosure pertains (37 CPR
1.4(b».

2003 Disclosure - When Made

In reissue applications, applicants are encouraged
to file information disclosure statements at the time.of
filing or within 2 months offiling, since reissue appli­
cations are taken up "special" (see MPEP § 1442 and
§ 1442.03). However, in a reissue where waiver ofthe
normal 2 month delay period of 37 CFR 1.176 is
being requested (see MPEP § 1441), the statement
should be filed at the time of filing the application, or
as soon thereafter as possible.

The presumption of validity is generally strong
when prior art was before and considered by the

Office and weak when it was not. See Bolkcom v.
Carborundum Co., 523 F.2d 492, 498, 186 USPQ
466,471 (6th Cir. 1975).

2003.01 Disclosure After Patent
Is Granted

BY CITATIONS OF PRIOR. ART UNDER 37
CFRl.501

Wherea patentee or any member of the public
(including private persons, corporate entities, and
government agencies) has prior patents or printed
publications which the patentee or member of the
public desires to have made of record in the patent
file, patentee or such member of the public may file a
citation of such prior art with the U.S. Patent and
Trademark Office pursuant to 37 CPR 1.501. Such
citations and papers will be entered without comment
by the Office. The Office does not of course consider
the citation and papers but merely places them of
record in the patent file. Information which may be
filed under 37 CPR 1.501 is limited to prior art patents
and printed publications. Any citations which include
items other than patents and printed publications will
not be entered in the patent file. See MPEP § 2202
through § 2208.

BY REEXAMINATION

Where any person, including patentee, has prior art
patents and/or printed publications which said person
desires to have the U.S. Patent and Trademark Office
consider after a patent has issued, such person may
file a request for reexamination of the patent (see 37
CFR 1.510 and MPEP § 2209 through § 2220).

2004 Aids to Compliance With Duty
of Disclosure

While it is not appropriate to attempt to set forth
procedures by which attorneys, agents, and other indi­
viduals may ensure compliance with the duty of dis­
closure, the items listed below are offered as
examples of possible procedures which could help
avoid problems with the duty of disclosure. Though
compliance with these procedures may not be
required, they are presented as helpful suggestions for
avoiding duty of disclosure problems.
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1. Many attorneys, both corporate and private, are
using letters and questionnaires for applicants .and
others involved with the filing and prosecution of the
application and checklists for themselves and appli­
cants to ensure compliance with the duty of disclo­
sure. The letter generally explains the duty of
disclosure and what it means to the inventor and
assignee. The questionnaire asks the inventor and
assignee questions about

- the origin of the invention and its point of depar­
ture from what was previously known and in the prior
art,

- possible pnblic uses and sales,

.---cprior publication, knowledge, patents,· foteign
patents,etc.

The checklist is used by the attorney to ensure that
the applicant has been informed of the duty of disclo­
sure and .that the attorney has inquired of and cited
material prior art.

The use of these types of aids would appear to be
lIlosthelpful, though not required, in identifying prior
art andmaywell help the attorney and the clientavoid
Of more easily explain a potentially embarrassing and
harmful "fraud" allegation.

2. It is desirable to ask questions about inventor­
Ship. Who is the proper inventor? Are there dispntes
or possible disputes about inventorship? If \here are
questions, call them to the attention of the U.S. Patent
and Trademark Office.

3. It is desirable to ask questions of the inventor
about the disclosure of the best mode. Make sure that
the best mode is described. See MPEP § 2165 ­
§ 2165.04.

4. It is desirable for an attorney or agent to make
certain that the inventor, especially a foreign inventor,
recognizes his or her responsibilities in signing the
oath or declaration. See 37 CPR 1.69(a).

37 CFR 1.69. Foreign languageoaths and declarations.
(a) Whenever an individual ,making an oath or declaration

cannot understand English, the oath or declaration must be in a
language that'such individual can understand 'and shall state that
such individual understands the content of any documents to
which theoath ordeclaration relates.

*****

Note MPEP § 602.06 for a more detailed discus­
sion.

5. It is desirable for an attorney or agent to carefully
evaluate and explain to the applicant and others
involved the. scope of the Claims, particularly the
broadest Claims. Ask specific questions about possi­
ble prior art which might be material in reference to
the broadest claim or Claims. There is some tendency
to mistakenly evaluate prior art in the light of the gist
of what is regarded as the invention or narrower inter­
pretations of the Claims, rather thal1 measuring the art
against the broadest Claim with all of its reasonable
interpretations. It is desirable to pick out the broadest
claim or Claims and measure. the materiality of prior
art against a reasonably broad interpretation of these
Claims.

6. It may be useful to evaluate the materiality of
priotart or other information from the viewpoint of
whether it is the Closestprior art or other information.
This will tend to put the prior art or other information
in better perspective. See Semiconductor Energy Lab­
oratory CO. V. Samsung Electronics Co., 204 F.3d
1368, 1374, 54 USPQ2d 1001, 1005 (Fed. Cir. 2000)
("A withheld reference may be highly material when
it discloses a more complete combination of relevant
features, even if those features are before the patent
examiner in other references." (citations omitted)).
However, 37 CFR 1.56 may still require the submis­
sion of prior art or other information which is not as
Close as that of record.

7. Care should be taken to see that prior art or other
information cited in a specification or in an informa­
tion disclosure statement is properly described and
that the information is not incorrectly or incompletely
characterized. It is particularly important for an attor­
ney or agent to review, before filing, an application
which was prepared by someone else, e.g., a foreign
application. IUs also .important that an attorney or
agent make sure that foreign clients, including foreign
applicants, attorneys, and agents understand the
requirements of the duty of disclosure, and that the
U.S. attorney or agent review any information disclo­
sure statements or citations to ensure that compliance
with 37 CFR 1.56 is present. See Semiconductor
Energy Laboratory Co. v. Samsung Electronics Co.,
204 F.3d 1368, 54 USPQ2d 1001 (Fed. Cir. 2000).
During prosecution patentee submitted an untrans­
lated 29-page Japanese reference as well as a concise
explanation of its relevance and an existing one-page
partial English translation, both of which were
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directed to less material portions of the reference. The
untranslated.portions of the Japanese reference.l'con­
taiued a more complete combinatiou of the elements
claimed [in the patent] than auythiug else before
the PTO," 204 E3dat 1374, 54 USPQ2d atl005,The
patentee, whose uative language was Japanese,was
held to have uuderstood the materiality of the refer­
ence. "The duty of candor does uot require. that the
applicant translate every foreign reference, but only
that the applicaut refraiu from submitting partial
translations and coucise explauations that it knows
will misdirect the exaruiner's attention from the refer"
ence's relevant teaching." 204 E3d at 1378,
54 USPQ2d at 1008. See also Gemveto Jewelry Co, v,
Lambert Bros" Inc" 542 E Supp, 933, 216 USPQ 976
(S,D.N,Y, 1982) wherein a patent was held invalid or
uuenforceable because patentee's foreign counseldid
not disclose to patentee's United States counselor to
the Office prior art cited by the Dutch Patent Office in
connection with the patentee's corresponding Dutch
application, The court stated, 542 E Supp. at 943,
216 USPQ at 985:

Foreign patent attorneys representing applicants' for
U.S. patents through local correspondent firma-surely
must be held to the same standards of conduct which
apply to their American counterparts; a,double standardof
accountability would allow foreign attorneys and theireli­
ents to escape responsibility for fraud or inequitable con­
duct merely by withholding from the local correspondent
information unfavorable to patentabilityand claiming
ignorance of United States disclosure requirements.

8, Care should be taken to see that inaccurate state­
ments or inaccurate experiments are not introduced
into the specification, either inadvertently or inten­
tionally. For example, stating that an experiment "was
run" or "was conducted" when in fact the experiment
was not run or conducted is a misrepresentation of the
facts, No results should be represented as actual
results unless they have actually been achieved, Paper
examples should not be described using the.past tense,
See MPEP § 608,01(p) and § 707,07(1). Also, misrep­
resentations can occur when experiments which were
run or conducted are inaccurately reported in the spec­
ification, e.g. an experiment is changed by leaving
out one or more ingredients, See Steierman v, .Con­
nelly, 192 USPQ 433 (Bd, Pat Int 1975); 192 USPQ
446 (Bd, Pat Int. 1976),

9, Do not rely on the examiner of a particularappli­
cation to be aware of other applications belonging to

the same applicantor assignee, It is desirable to call
such applications to the attention of the examiner
even if there is only a question that they might be
"material to patentability" of the application the
exaruiuer is considering, It is desirable to be particu­
larly careful that prior art or other information in one
application is cited to the. examiner in other applica­
tiousto which.it would be. material, Do not assume
that an exaruiuer Will necessarily remember, when
examining a particular application, other applications
Which the examiner is exaruining, or has examined.
See Armour & Co. y, Swift & Co" 466E2d 767, 779,
175 USPQ 70, 79 (7th Cir, 1972); KangaROOS
U.SA, Inc, v, CaldonInc. 585 E Supp. 1516, 1522,
1528-29, 222 USPQ 703, 708, 713-14 (S.D, N,y'
1984), vacated and remanded, 778 E2d 1571,
228 USPQ 32 (Fed. Cir, 1985),

While vacating the summary judgment and
remanding for trial in KangaROOS, the Court of
Appeals for the Federal Circuit stated that a "lapse on
the part of the exaruiner does not excuse the appli­
cant" 778 E2d at 1576,228 USPQ at 35,

10; When in doubt, it is desirable and safest to sub­
mit information. Even though the attorney, agent, or
applicant doesu't consider it necessarily material,
someone else may see it differently and embarrassing
questions can be avoided, The court in U,S. Industries
v, Norton Co" 210 USPQ 94, 107 (N,D, N,y' 1980)
stated "In short, the question of relevaucy in close
cases, should-be left to the exaruiner and not the appli­
cant" See also Labounty Mfg. Inc, v, U.S.lnt'lTrade
Comm 'n, 958 E2d 1066, 22 USPQ2dl025 (Fed, Cir,
1992),

11 It may be desirable to submit information about
prior uses and sales even if it appears that they may
have been experimental, not involve the specifically
claimed invention, or not encompass a completed
invention, See Hycor Corp. v, The Schlueter Co"
740 E2d 1529, 1534-37, 222 USPQ 553, 557-559
(Fed, Cir, 1984), See also LaBounty Mfg. Inc, v, U,S,
Int'l Trade Comm'n, 958 E2d 1066,22 USPQ2d 1025
(Fed, Cir. 1992).

12, Submit information promptly, An applicant,
attorney, .or agent who is aware of prior art or other
information and its significance should submit same
early in prosecution, e.g, before the first action by the
exaruiner, and not wait until after allowance, Poten­
tially materialinformation discovered late in the pros-
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ecutionshould be immediately 'submitted.That the
issue fee has been paid is no reason or excusefor fail­
ing to submit information. See Elmwood Liquid Prod"
ucts, Inc.' v. Singleton' Packing Corp.; 328 R Supp.
974,170 USPQ 398 (M.D. Fla: 197n

13. It is desirable to avoid the submission oflong
lists of documents if itcaribe avoided. Eliminate
clearly irrelevant and marginally pertinent cumulative
information.Jfa long list is submitted, highlight those'
documents which have beenspecifically brought to
applicant's attentionand/or are known to be of most
significance. See Penn Yon Boats, .Inc. v. Sea Lark
Boats, Inc., 359 F. Supp.948, 175 USPQ260 (S.D.
Fla. 1972), aft'd,479 F.2d 1338, 178 USPQ 577 (5th
Cir. 1973), cert. denied, 414 U.S. 874 (l974).But cf.
Molins PLCv. Textron Inc., 48F.3d 1172, 33USPQ2d
1823 (Fed. Cir. 1995).

14. Watch out for continuation-in-part applications
where intervening material information or documents
may exist; particularly watch out for foreign patents
and publications related to the' parent application and
dated more than 1 year before the filingdate of the
ClP. These and other intervening documents may be
material information; See -In re Ruscetta, 255F.2d
687,690-91; 118 DSPQ 101, 104 (CCPA 1958); Inre
van Lagenhoven, 458. F.2d 132, 173 USPQ 426
(CCPA 1972); Chromalloy AmericanCorp.v. Alloy
Surfaces Co., 339 F.Supp.859, 173 USPQ 295 (D.
Del. 1972),

15. WatchouHorinformation that might be deemed
to be priorart under 35 V.S.C: 102(f) and (g);

Prior art under 35 'u.S.C; 102(f) maybe available
under 35 U.S.c. 103. See OddzOn Products, Inc. v.
Just Toys, Inc., 122 F.3d 1396, 1401; 43USPQ2d
1641, 1644 (Fed; Cir. 1997)(35 U.S.C."102(f) is a
prior art provision for purposes of § 103"); Dale Elec­
tronicsv.R.C.L.Electronics, 488 F.2d 382,386, 180
USPQ 225, 227 (Ist, Cir. 1973); and Ex parte
Andresen, 212 USPQ 100, 102 (Bd. App.1981).

Note also that evidence of prior invention under
35 U.S.C.101(g) may be available under 35 U.S.C.
103, such as in In re Bass, 474 F.2d 1276; 177 USPQ
178 (CCPAI973).

Note 35 U.S.C. 103(c) disqualifies 35 U.S.C.
102(f)/103 or 102(g)1103 prior art which WaS, at the
time the second invention was made, owned by 'Of

subject to an obligation of assigmnent to, the person
who' owned the first 'invention. Further note that

35 D.S.C: 103(c) disqualifies 35U.S.C. 102(e)1103
prior art for applications filed on or after November
29,1999. See MPEP § 706.02(1) - § 706.02(1)(2).

16: Watch out for information..picked up by the
invent()r~alld others at conventions, plant visits, in­
house reviewsvetc. See, for examp1s, Dale Electron­
ics v-, 1~.C.L. Electroni~s, 488 F.2d 382,.386-87,
180 VSPQ 225,228 (1st Cit. 1973).

17,Make sure that all of the individuals who are
subject to the duty of disclosure, such as spelled out in
37 CPR 1.56, are informed of and fulfill their duty.

18..Finally, •if information was spscifically consid­
ered and discardedasnot material, this fact might be
recorded ill. an attorney's file or. applicant's. file,
in..cJ.uding. the reason for. discardi.n.g. it..lf ju.dgm.ent
might have beenbador something lUight have been
overlooked inadvertently, a note made at the time of
evaluation might be an invaluable. aid ill explaining
that the mistlke was honest andexcusable. Though
such records are not requited, they could be helpful in
recalling and explaining actions in the event of a
question of "fraud" or "inequitable conduct" raised at
a later time.

2005 ComJ?~risotJ.to .:R..equirement
forInformation

Under 37 CFR L56, each individual associated
with the filing and prosecution of a patent application
has a duty to disclose on his or her own initiative
information material to patentability under 37 CFR
L56.Bycontrast, under 37 CPR'11105, an examiner
or other Office employee is authorized to require,
from parties identified in 37 CPR 1.56, information
reasonably necessary to examine or treat a matter in
an application. The provisions of 37 CFR !.l05 are
detailed inMPEP§704 et seq. The criteriafor requir­
ing information under 37 CFR 1.56, i.e., materiality to
the patentability of claimed SUbject matter, is substan­
tially higher than the criteria for requiring information
under 37 CFR !.l05, i.e., reasonable necessity to the
examination of the application. Thus, information
required by the examinerpursuantto 37 CFR L 105
would not necessarily be considered material to pat­
entability in itself, but would be necessary to obtain a
complete record from which' a determination of pat­
entability willbe made.
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2010 Office Handling of Duty
of Disclosurellnequitable
Conduct Issues

Determination of ineqnitable conduct issues
requires an evaluation of the intent .of the. party
involved. While some court decisions have held that
intent may be inferred in some circumstances, consid­
eration of the good faith of the party, or lack thereof,
is often required. In several court decisions, a high
level of proof of intent to mislead the Office was
required in order to prove inequitable conduct under
37 CPR 1.56. See In re Harito, 847 F.2d 801,
6 USPQ2d 1930 (Fed. Cir. 1988) and FMC Corp. v.
Manitowoc Co., 835 F.2d 1411, 5 USPQ2d 1112 (Fed.
Cir. 1987). The Office is not the best forum in which
to determine whether there was an "intent to mis­
lead"; such intent is best determined when the trier of
facts can observe demeanor of witnesses subjected to
cross-examination. A. court, with subpoena power, is
presently the best forum to consider duty of disclosure
issues under the present evidentiary standard for find­
ing an "intent to mislead." The court proceeding
involves two participating adverse parties. This is not
the case in the Qffice, since even "protesting" parties
are not permitted to participate under. the rules. Also,
it is the courts and not the Office that are in the best
position to fashion an equitable remedy to fit the pre­
cise facts in those.cases where inequitable conduct is
established. Furthermore, inequitable conduct is not
set by statute as a criteria for patentability but rather is
a judicial application of the doctrine ofunclean hands
which is appropriate to be handled by the courts rather
than by an administrative body. Because of the lack of
tools in the Office to deal with this issue and because
of its sensitive nature and potential impact on a patent,
Office determinations generally will not deter .subse­
quent litigation of the same issue in the courts on
appeal or in separate litigation. Office determinations
would significantly add to the expense and time
involved in obtaining a patent with little or no benefit
to the patent owner or any other parties with an inter­
est.

Accordingly, the Office does not investigate and
reject original or reissue applications under 37 CPR
1.56. Likewise, the Office will not comment upon
duty of disclosure issues which are brought to the
attention of the Office in original or reissue applica-

tions except to note in the application, in appropriate
circumstances, that such issues are no longer consid­
ered by the Office during its examination of patent
applications. Examination of lack of deceptive intent
in reissue applications will continue but without any
investigation of inequitable conduct issues. Appli­
cant's statement of lack ofdeceptive intent normally
will be accepted as dispositive except in special cir­
cumstances such as an admission or judicial determi­
nation of fraud or inequitable conduct. See MPEP
§ 2022.05.

2012 Reissue Applications Involving
Issues ofFraud, Inequitable
Conduct, and/or Violation of
Duty of Disclosure

Questions of "fraud," "inequitable conduct," or
violation of "duty of disclosure" or "candor and
good faith" can atise in reissue applications.

REQUIREMENT FOR "ERROR WITHOUT
ANY DECEP'l'IVE INTENTION"

Both 35 U.S.c. 251 and 37 CFR 1.175 promulgated
pursuant thereto require that the error must have
atisen "without any deceptive intention." In re Heany,
1911 C.D. 1}8, 180 (1911), unequivocally states:

Where such a condition [fraudulent or deceptive inten­
tion] is shownto exist theright to reissuethepatent is for­
feited.

Similarly, the courtin In re Clark, 522 F.2d 623,
627, 187 USPQ 209, 213 (CCPA 1975) indicated:

Reissue is not available to rescue a patentee who had
presented claims.limited to.avoid particular prior art and
thenhadfailed to disclose that prior art . . , after that fail­
ure to disclose has resulted in invalidating of the claims.

It is clear that "fraud" cannot be purged through the
reissue process. See conclusions of Law 89 and 91 in
Intermountain Research and Eng'g Co. v. Hercules
Inc., 171 USPQ 577, 631-32 (C.D. Cal. 1971).

Clearly, where several patents or applications stem
from an original application which contained fraudu­
lent claims ultimately allowed, the doctrine of unclean
hands bars allowance or enforcement of any of the
claims of any of the applications or patents. See Key­
stone Driller Co. v. General Excavator Co., 290 U.S.
240, 245, 19 USPQ228, 230 (1933); East Chicago
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Machine Tool Corp. v. Stone Container Corp.,
181 USPQ 744, 748 (N.D; lll.), modified, 185 USPQ
210 (N.D. Ill. 1974). See also Chromalloy American
Corp. v. Alloy Surfaces Co., 339 E Supp. 859, 173
USPQ 295 (D.Del. 1972) audStrong v. General Elec­
tricCo., 305 E Supp. 1084,162 USPQ 141 (N.D. Ga.
1969), aff'd, 434 E2d 1042, 168 USPQ8(5th Cir.
1970), cert. denied, 403 U.S. 906 (1971) where fraud
orinequitable couduct affecting only certain claims or
only one of related patents was held to affect the other
claims or patent. Clearly, "fraud" practiced 'or
attempted in an application which issues as a patent is
"fraud" practiced or attempted incorinection with any
subsequent application to reissue that patent.The reis­
sue application and the patent are inseparable as far as
questions of "fraud," ."inequitable conduct,' or "vio­
lation of the duty of disclosure" are concerned. See In
re Heany, supra; and Norton v. Curtiss, 433E2d 779,
792, 167 USPQ 532, 543 (CCPA 1970), wherein the
court stated:

yvetake this to indic~te that any conduct which,wi~l

prevent the enforcement of ,aplltellt after th~ patent-issues
should, if discovered earlier, prevent the issuance of the
patent.

Clearly, if a reissue patent would not be enforceable
after its issue because of "fraud," "inequitable con­
duct" or "violation of the duty of disclosure" during
the prosecution ofthe patent.sought to.be reissued, the
reissue patent application. should not issue. Under
such circumstances, an appropriate remedy would be
to reject the claims in the application in accordance
with 35 U.S.C. 251. .SeeMPEP § 1448.

The examiner is not to make any investigation as
to the lack of deceptive intent requirement in reissue
applications. Applicant's statement (inthe oath or dec­
laration) of lack of deceptive intentwill be accepted
as dispositive except in special circumstauces such as
an admission or jndicial determination of fraud,
inequitable conduct or violation of the duty of disclo­
sure, where no investigation need be made and the
fact of the admission or judicial deteriniriatiori exists
per se. Also, any admission of fraud,inequitable con­
duct or violation of the duty of disclosure. must be
explicit, unequivocal, and not subject to other inter­
pretatiou. Where a rejection is made based upon such
an admission (see MPEP§ 1448) and applicant
responds with any reasonable interpretation of the
facts that would not lead to a conclusion of fraud,

inequitable conduct or violationofthe duty of disclo­
sure, the rejectionshould be withdra\Vn. Alternatively,
if applicant shows that theadmissi?1J noted by the
examiner was not in fact an admission, the rejection
should also be withdrawn.

2012.01' CollateralEstoppel

The Supreme Court in Blonder-Tongue Labs.iInc.
v. Univ: of/II. Foul1d., 402 U.S. 313, 169USPQ 513
(1971) set forth the rule that once a 'patent has been
declared invalid via judicial inquiry, a collateral
estoppel barrier is created against further litigation
involving the patent, unless the patentee-plaintiff can
demonstrate "that he did not have" a full and fair
chance to litigate the validity of his patent in "the ear­
lier case." See. also Ex pane Varga, 189 USPQ 209
(Bd. .App, 1973). As stated in Kaiser Industries Corp,
v. Jones & Laughlin Steel Corp., 515 E2d 964,987,
185 USPQ 343, 362 (3rd Cir. 1975):

Ill' fashioning' the rule of'Blonder-T6ngue, Justice
White for a. unanimous Court made it dear that a determi­
'nation of patent invalidity, after a thorough-and equitable
judicial.inquiry, creates a collateral estoppel barrier to fur­
ther litigation toenforce that;pat~nt.

Urider 35 U.S.C. 251, the Corllmissioner can reis­
sue a patent only if there is' "error without any decep­
tive intention." The Commissioner is without
authority to reissue a patentwheri "deceptive inten­
tion'twas present during prosecution of the parent
application. See In' re Clark, 522 E2d 62, 187 USPQ
209 (CCPA 1975) arid In re Heany, 1911 C.D. 138,
180 (1911). Thus, the collateral estoppel barrier
applies where reissue is sought ofa patent which has
been held invalid or unenforceable for "fraud" or
"violation of duty of disclosure" in procuring; of said
patent. It was held ill In re Kilhn,202 USJ:>Q 772,
773 (Comm'rPat, 1979):

Therefore; since the Kahn patentwas held invalid, inter
alia; for "failU:,e to disclose material facts ofwhi~h * * *
[Kahn] was aware" this application may be stricken
underB? CPR 1.56 via the doctrineof collateral estoppel
as set forth in Blonder-Tongue, supra.

*****

The' Patent 'and"Trademark Office' ... 'has found no
clear justification for not adhering to the doctrine' of col­
lateral estoppel under Blonder-Tongue' in this case.
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Applicant has hadhis day in court. He appears to have had
a full and fairchance to litigate thevalidity of his patent.

See KiPEP § 2259 for collateral estoppel in reexam­
ination proceedings.

2013 Protests Involving Issues of Fraud,
Inequitable Conduct, and/or
Violation of Duty of Disclosure

37 CFR 1.291 permits protests by the public against
pending applications.

Submissions nnder 37 CFR 1.291 are not limited to
prior art documents such as patents and publications,
but are intended to include any information, which in
the protestor's opinion, would make or have made the
grant of the patent improper (see MPEP § 1901.02).
This includes, of course, information indicating the
presence of "fraud" or "inequitable conduct" or "vio­
lation of the duty of disclosure," which will be entered
in the application file, generally without comment.
See MPEP § 1901.06.

Protests should be in conformance with 37 CFR
1.291(a) and (b), and include a statement of the
alleged facts involved, the point or points to be
reviewed, and the action requested. Any briefs or
memoranda in support of the petition, and any affida­
vits, declarations, depositions, exhibits, or other mate­
rial in support of the alleged facts, should accompany
the protest.

2014 Duty of Disclosure in
Reexamination Proceedings

As provided in 37 CFR 1.555, the duty of disclo­
sure in reexamination proceedings applies to the
patent owner. That duty is a continuing obligation on
the part of the patent owner throughout the proceed­
ings. However, issues of "fraud,"" inequitable con­
duct," or "violation of duty of disclosure" are not
considered in reexamination. See MPEP § 2280. If
questions of "fraud" or "inequitable conduct" or
"violation of the duty of disclosure" are discovered
during reexamination proceedings, the existence of
such questions will be noted by the examiner in an
Office action without further comment. See MPEP
§ 2258.

For the patent owner's duty to disclose prior or con­
current proceedings in which the patent is or was
involved, see MPEP § 2282 and § 2001.06(c).

2016 Fraud, Inequitable Conduct, or
Violation of Duty of Disclosure
Affects All Claims

A finding of"fraud," "inequitable conduct," or vio­
lation of duty of disclosure with respect.to any claim
in an application or patent, renders all the claims
thereof unpatentable or invalid. See Chromalloy
American Corp. v. Alloy Surfaces Co., 339 F. Supp.
859, 173 USPQ 295 (D.De!. 1972) and Strong v. Gen­
eral Electric Co., 305 F. Supp. 1084, 162 USPQ 141
(N.D. Ga. 1969), aff 'd, 434 F.2d 1042, 168 USPQ 8
(5th Cir. 1970), cert. denied, 403 U.S. 906 (1971). In
J. P. Stevens & Co. v. Lex Tex Ltd., 747 F.2d 1553,
1561, 223 USPQ 1089, 1093-94 (Fed. Cir. 1984), the
court stated:

Once a court concludes that inequitable conduct

occurred, all the claims - not just the particular claims

in which the inequitable conduct is directly connected ­
are unenforceable. See generally, cases collected in 4
Chisum, PATENTS, paragraph 19.03[6] at 19-85 n. 10
(1984). Inequitable conduct "goes to the patent right as a
whole, independently of particular claims." In re Clark
522 F.2d 623, 626, 187 USPQ 209, 212 (CCPA).

The court noted in footnote 8 of Stevens:

In In re Multiple Litigation Involving Frost Patent,
540 F.2d 601, 611, 191 USPQ 241, 249 (3rd. Cir. 1976),
some claims were upheld despite nondisclosure with
respect to others. Thecase is notprecedent in thiscourt.

As stated in Gemveto Jewelry Co. v. Lambert Bros.,
Inc., 542 F. Supp. 933, 943, 216 USPQ 976, 984 (S.
D. N. Y. 1984) (quoting Patent Law Perspectives,
1977 Developments, § G1 [1]-189):

The gravamen of thefraud defense is that thepatentee
has failedto discharge his dutyof dealing withthe exam­
iner in a manner free from the taint of "fraud or other
inequitable conduct." If such conduct is established in
connection with the prosecution of a patent, the fact that
the lack of candor did not directly affectall the claimsin
thepatent hasneverbeenthegoverning principle. It is the
inequitable conduct that generates thennenforceability of
thepatent and we cannot think of cases where a paten­
tee partially escaped the consequences of his wrongful
actsby arguing that he onlycommitted actsof omissionor
commission withrespect to a limitednumber of claims.It
is anall ornothing proposition. [Emphasis in original.]

2000-13 August 2001



2022.05 MANUAL OF PATENT EXAMINING PROCEDURE

2022,05 Determination of "Error
Without Any Deceptive
Intention"

If the application is a reissue application, the action
by the examiner may extend to a determination as to
whetherat least one "error" required by 35 U.S.C.251
has been alleged, i.e., identified. Further,the examiner
ShoulddeteI'mine whether applicant has averred in the

reissue oath or declaration, as required by 37 CFR
1.175(a)(2), (b)(1), and (b)(2), that all "errors" arose
"without any deceptive intention." However, the
examiner should not normally comment or question
as to whether in fact the averred statement as to lack
of deceptive intention appears correct or true. See
MPEP§ 14R

...............................
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2183
2184

2173.04
2173.05

2173.05(a)
21n05(b)
2173.05(c)
2173.05(d)

2173.05(q)
2173.05(r)
2173.05(s)
2173.05(t)
2173.05(u)
2173.05(v)
2173.06

1. "Guided by these canons of construction; this Court
has read the term 'manufacture' in § 101 in accordance
with its dictionary defmition to mean 'the production of
articles for use from raw materials prepared by giving to
these materials new forms,qualities, properties, or combi­
nations whether by hand labor or by machinery.'"

5. "Thus, a new mineral discovered in the earth or a
new plant found in-the wild is not patentable subject mat­
ter. Likewise, Einstein could not patent his celebrated law

4. "This -is not to suggest that § 101 has no limits or
that it embraces every discovery. The laws of nature,
physical phenomena, and abstract ideas have been held
not patentable."

-3. "The Act embodied Jefferson's philosophy that
'ingenuity should receive a liberal encouragement.' 5
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 'pro­
cess,' 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, 82dCong., 2d Sess.,5 (1952)."

2. "In choosing such expansive terms as 'manufacture'
and 'composition of matter,' modified by the comprehen­
sive 'any.t Congress plainly contemplated that the patent
laws would be given wide scope."

The decision of the Supreme Court in Diamond v.
Chakrabarty, 447 U.S. 303, 206 USPQ 193 (1980),
held that microorganisms produced by genetic engi­
neering are not excluded 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 living 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 human inter­
vention.

In view of this decision, the Office has issued these
guidelines as to how 35 U.S.c. 101 will be inter­
preted.

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

2105 Patentable Subject Matter ­
Living Subject Matter

2172 Subject Matter Which Applicants Regard as
Their Invention

2172.01 Unclaimed Essential Matter
2173 Claims Mnst Particularly Point Out and

Distinctly Claim the Invention
2173.01 Claim Terminology
2173.02 Clarity and Precision
2173.03 Inconsistency Between Claim and

Specification Disclosure or Prior Art
Breadth Is Not Indefiniteness
Specific Topics Related to Issnes Under 35
U.S.c. 112, Second Paragraph
New Terminology
Relative Terminology
Nnmerical Ranges and Amonnts Limitations
Exemplary Claim Language ("for example,"
"such as")

2173.05(e) Lack of Antecedent Basis
2173.05(t) Reference to Limitations in Another Claim
2173.05(g) Functional Limitations
2173.05(h) Alternative Limitations
2173.05(i) Negative Limitations
2173.050) Old Combination
2173.05(k) Aggregation
2173.05(m) Prolix
2173.05(n) Multiplicity
2173.05(0) Double Inclusion
2173.05(p) Claim Directed to Product-By-Process or

Product and Process
"Use" Claims
Omuibus Claim
Reference to Figures or Tables
Chemical Formula
Trademarks or Trade Names in a Claim
Mere Function of Machine
Prior Art Rejection of Claim Rejected as
Indefinite

2174 Relationship Between the Requirements of the
First and Second Paragraphs of 35 US.c. 112

2181 Identifying a 35 U.s.C. 112, Sixth Paragraph
Limitation

2182 Scope of the Search and Identification of the
Prior Art
Making a Prima Facie Case of Equivalence
Determiuing Whether an Applicant Has Met
the Burden of Proving Nonequivalence After a
Prima Facie Case Is Made

2185 Related Issues Under 35 U.s.C. 112, First or
Second Paragraphs

2186 Relationship to the Doctrine of Equivalents

2100-3 August 2001



2105 MANUAL OF PATENT EXAMlNING PROCEDURE

that E=mc2;nor 'could Newton have patented the lawof
gravity."

6. "His claim is not to a hitherto unknown natural phe­
nomenon, but to a nonnaturally occurring manufacture or

composition of-matter - a product of human ingenuity
'having a distinctive name,character [and]use.'''

7. "Congress thus recognized that the-relevant distinc­
tion was not between living and inanimate things, but
between products of nature, whether living or not, and
human-made inventions. Here, respondent's microorgan­
ism is the result of human ingenuity and research."

8. AfterreferenceroFunk Seed Co. & Kalo Co., 333
U.S.I27 (1948), "Here, by contrast, the patentee has pro­
duced a new bacteriumwith markedly different character­
istics from any found in nature and one having the
potential for significant'utility. His discovery is' not
nature's handiwork, buthis own; accordingly it is patent­
ablesubject matter under § 101."

A review of the Court statements above as well as
the whole Chakrabarty opinion reveals:

(A) That the. Court did not limit its decision to
genetically engineered living organisms;

(B) The Court enunciated a verybroadinterpreta­
tion of "manufacture" and"composition ofmatter" in
35 U.S.C. 101 (Note esp. quotes 1, 2, and 3 above);

(C) The Court set forth several tests for weighing
whether patentable subject matter under 35 U.S.c.
101 is present, stating (in quote 7 above) that:

Therelevant distinction was notbetweenliving andinani­
mate things but between products of nature, whetherliv­
ing or riot; and human-made inventions.

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

(A) "The laws of nature, physical phenomena and
abstract ideas" are not patentable subject matter.

(B) A "nonnaturally occurring manufacture or
composition of matter - a product of human ingenu­
ity -having a distinctive name, character, [and] use"
is patentable subject matter.

(C) "[A] new mineral discovered in the earth or a
new plant found in the wild is not patentable subject
matter. Likewise, Einstein could notpatent his cele­

brated E=mc2; nor could Newton have patented the
law of gravity. Such discoveries are 'manifestations
of... narure free to all men and reserved exclusively to
none.:"

(D) "[T]he 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 by machinery" [emphasis added] is
a "manufacture" under 35 U.S.C. 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
concern that plants, even those artificially bred, were
products of nature for purposes of the patent law and
the concern that plants were thought not amenable to
the written description]. 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 patent­
able subjectrnatter under 35 U.S.C. 101 on a case-by­
case basis following the tests set forth in Chakrabarty,
e.g., that "a nonnaturally occurring manufacture or
composition of matter" is patentable, etc. It is inap­
propriate to try to attempt to set forth here in advance
the exact parameters to be followed.

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

Following this analysis by the Supreme Court of
the scope of 35 U.S.c. 101, the Federal Circuit held
that patentable subject matter under 35 U.S.C. 101
includes seeds and seed-grown plants, even though
plant protection is also available under the Plant
Patent Act(35U.S.C. 161 - 164) and the Plant Variety
Protection Act (7 U.S,c. 2321 et. seq.). Pioneer Hi­
Bred International Inc. v. f.E.M. AG Supply Inc.,
200 F.3d 1374, 53 USPQ2d 1440, 1442-43 (F"'d. Cir.
2000) (Title 35 and the Plant Variety Protection Act
are not in conflict; there is simply a difference in the
rights and obligations of each statute.). See also Ex
parte Hibberd, 227 USPQ 443 (Bd. Pat. App. & Inter,
1985), whereinthe Board held that plant subject mat­
ter 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 orthe Plant
Variety Protection Act. Following the reasoning in
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Chakrabarty, the Board of Patent Appeals and Inter­
ferences has also determined that animals are patent­
able subject matter under .35 U.S.C. 101. In Ex parte
Allen, 2 USPQ2d 1425 (Bd. Pat. App. & Inter. 1987),
the Board decided that a polyploid Pacific coast oys­
ter could have been the proper subject of a patent
under 35 U.S.C. 101 if all the criteria for patentability
were satisfied. Shortly after the Allen decision, the
Commissioner of Patents and Trademarks issued a
notice (Animals - Patentability, 1077 O.a. 24, April
21, 1987) that the Patent and Trademark Office would
now consider nonnaturally occurring, nonhuman mul­
ticellular living organisms, including animals, to be
patentable subject 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
being, then a rejection nnder 35 U.S.C. 101 must be
made indicating that the claimed invention is directed
to nonstatutory snbject matter. Furthermore, the
claimed invention must be examined with regard to
all issues pertinent to patentability, and any applicable
rejections under 35 U.S.C. 102, 103, or 112 must also
be made.

2106 Patentable Subject Matter ­
Computer-Related Inventions

I. INTRODUCTION

These Examination Guidelines for Computer­
Related Inventions ("Guidelines") are to assist Office
personnel in the examination of applications drawn to
computer-related inventions. "Computer-related
inventions" include inventions implemented ma com"
puter and inventions employing computer-readable
media. The Guidelines are based on the Office's cur­
rent understanding of the law and are believed to be
fully consistent with binding precedent of the
Supreme Court, the Federal 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 applica­
ble to claimed inventions implemented in either hard­
ware or software. The Gnidelines also clarify the
Office's position on certain patentability standards
related to this field of technology. Office personnel
are to rely on these Guidelines in the event of any
inconsistent treatment of issues between these Guide­
lines and any earlier provided guidance from the
Office.

Office personnel should no longer rely on the Free­
man-Walter-Abele test to determine whether a
claimed invention is directed to statutory subject mat­
ter. State Street Bank & Trust Co. v. Signature Finan­
cial Group Inc., 149F. 3d 1368, 1374, 47 USPQ2d
1596, 1601-02 (Fed. Cir. 1998) ("After Diehr and
Chakrabarty, the Freeman-Walter-Abele test has lit­
tle, if any, applicability to determining the presence of
statutory subject matter.").

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., State Street, 149 F.3d at
1374-75,47 USPQ2d at 1602 (Fed. Cir. 1998); In re
Toma, 575 F.2d 872, 877-78, 197 USPQ 852,
857 (CCPA 1978); In re Musgrave, 431 F.2d 882, 893,
167 USPQ 280, 289-90 (CCPA 1970). See also In re
Schrader, 22 F.3d 290, 297-98, 30 USPQ2d 1455,
1461-62 (Fed. Cir. 1994) (Newman, 1., dissenting);
Paine, Webber, Jackson & Curtis, Inc. v. Merrill
Lynch, Pierce, Fenner & Smith, Inc., 564 F. 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 per­
sonnel will follow in conducting examinations for
computer-related inventions.

n. DETERMINE WHAT APPLICANT HAS
INVENTED AND IS SEEKING 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
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should be reviewed for compliance with every statu­
tory requirement for patentability in the initial review
of the application, 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
prosecution of the application.

Prior to focusing on specific statutory require­
ments, Office personnel must begin examination by
determining what, precisely, the applicant has
invented and is seeking to patent, and how the.claims
relate to and define that invention. (As the courts have
repeatedly reminded the Office: "The goal is to
answer the question 'What did applicants invent?' "
In re Abele, 684 F.2d 902, 907, 214 USPQ 682, 687.
Accord, e.g., Arrhythmia Research Tech. v. Corazonix
Corp., 958 F.2d 1053, 1059, 22 USPQ2d 1033, 1038
(Fed. Cir. 1992).) Consequently, Officepersonnelwill
no longer begin examination by determining ifa
claim recites a "mathematical algorithm." Rather they
will review the complete specification, including the
detailed description of the invention,. any specific
embodiments that have been disclosed, the claims and
any specific, substantial, and credible utilities that
have been asserted for the invention.

A. Identify and Understand Any Practical Appli­
cation Assertedfor the Invention

The claimed invention as a whole must accomplish
a practical application. That is, it must produce a
"useful, concrete and tangible result." State Street,
149 F.3d at 1373, 47 USPQ2d at 1601-02. The pur­
pose 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
nothing 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); In re Ziegler, 992, F.2d 1197,
1200-03, 26 USPQ2d J600, 1603-06 (Fed. Cir.
1993». Accordingly, a complete disclosure should
contain some indication of the practical application

for the claimed invention, i.e., why the applicant
believes the claimed invention is useful.

Apart from the utility requirement of 35 U.S.C.
101, usefulness under the patent eligibility standard
requires significant functionality to be present to sat­
isfy the useful result aspect of the practical applica­
tion requirement. See Arrhythmia, 958 F.2d at 1057,
22 USPQ2d at 1036. Merely claiming nonfunctional
descriptive material stored in a computer-readable
medium does not make the invention eligible for pat­
enting. For example, a claim directed to a word pro­
cessingfile stored on a disk: may satisfy the utility
requirement of 35 U.S.c. 101 since the information
stored may have some "real world" value. However,
the mere fact that the claim may satisfy the utility
requirement of 35 U.S.C. 101 does not mean that a
useful result is achieved under the practical applica­
tion requirement. The claimed invention as a whole
must produce a "useful, concrete and tangible" result
to have a practical application.

Although the courts have yet to define the terms
useful, concrete, and tangible in the context of the
practical application requirement for purposes of
these guidelines, the following examples illustrate
claimed inventions that have a practical application
because they produce useful, concrete, and tangible
result:

- Claims drawn to a long-distance telephone.billing
process containing mathematical algorithms were
held to be directed to patentable subject matter
because "the claimed process applies the Boolean
principle to produce a useful, concrete, tangible result
without pre-empting other uses of the mathematical
principle." AT&T Corp. y. Excel Communications,
Inc., 172 F.3d 1352, 1358, 50 USPQ2d 1447, 1452
(Fed. Cir. 1999);

- "[Tjransformation of data, representing discrete
dollar amounts, by a machine through a series of
mathematical calculations into a final share price,
constitutes a practical application of a mathematical
algorithm, formula, or calculation, because it pro­
duces 'a useful, concrete and tangible result' --a final
share price momentarily fixed for recording and
reporting purposes and even accepted and relied upon
by regulatory authorities and in subsequent trades."
State Street, 149 F.3d at 1373, .4TUSPQ2d at 1601;
and

August 2001 2100-6



PATENTABILITY 2106

- Claims drawn to a rasterizer for converting dis­
crete waveform data samples into anti-aliased pixel
illumination intensity data to be displayed on a dis­
play means were held to be directed to patentable sub­
ject matter since the claims defined "a specific
machine to produce a useful, concrete, and tangible
result." In re Alappat, 33 F.3d 1526, 1544, 31
USPQ2d 1545, 1557 (Fed. Cir. 1994).

A process that consists solely ofthe manipulation
of an abstract idea is not concrete or tangible. See In
re Warmerdam, 33F.3d 1354, 1360, 31 USPQ2d
1754, 1759 (Fed. Cir. 1994). See also Schrader,
22 F.3d at 295, 30 USPQ2d at 1459. Office personnel
have the burden to establish a prima facie case that
the claimed invention as a whole is directed to solely
an abstract idea or to manipulation of abstract ideas Of
does not produce a useful result. Only when the claim
is devoid of any limitation to a practical application in
the technological arts should it be rejected under
35 U:S.C. 101. Compare 'Musgrave, 431 F.2d at 893,
167 USPQ at 289; In re Foster, 438F.2d 1011, 1013,
169 USPQ 99, 101 (CCPA 1971). 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.

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 applications for the invention. Office person­
nel should rely on such statements throughout the
examination when assessing the invention for compli­
ance with all statutory 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
explanation of the applicant's invention, by exempli,
fyingthe invention, explaining how it relates to the
prior art and explaining the relative, significance of
various features of the invention. Accordingly, Office

personnel should begin their evaluation. of a com­
puter-related invention as follows:

~ determine what the programmed computer does
when it performs the processes dictated by the soft­
ware (i.e., the functionality of the programmed com­
puter) (Arrhythmia, 958 F.2d at 1057, 22 USPQ at
1036; "It is of course true that a modern digital com­
puter manipulates data, usually in binary form, by
perfonningmathematical operations, such as addition,
subtraction, multiplication, division, or bit shifting, on
the data. But this is only how the computer does what
it does. Of importance is the significance of the data
and their manipulation in the real world, i.e., what the
computer is doing.");
~ determine how the computer is to be configured

to provide that functionality (i.e., what elements con­
stitute the programmed computer and how those ele­
ments are configured and interrelated to provide the
specified functionality); and
~ if applicable, determine the relationship of the

programmed computer to other subject matter outside
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 pro­
grammed computer). (Many computer-related inven­
tions do not consist solely of a computer. Thus,
Office personnelshould. identify those claimed ele­
ments of the' computer-related invention that are not
part of the programmed computer, and determine how
those elements relate to the programmed computer.
Office personnel should look for specific information
that explains the role of the programmed computer in
the overall process or machine and how the' pro,
grammed computer is to be integrated with the other
elements of the apparatus or used in the process.)

Patent applicants can assist the 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 boundaries of the
protection sought by the applicant and to understand
how the claims relate to and define what the applicant
has indicated is the invention. ·Office personnel must
first determine the scope of a claim by thoroughly
analyzing the language of the claim before determin-
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ing if the claim complies with each statutory require­
ment for patentability. See In re Hiniker Co., 150 F.3d
1362, 1369,47 USPQ2d 1523, 1529 (Fed. Cir.1998)
("[T]he name of the game is the claim.").

Office personnel should begin claim analysis by
ideritifyingand evaluating each claim limitation. For
processes, the claim limitations will define steps or
acts to be performed. For products, the claim limita­
tions will define discrete physical structures or mate­
rials. Product claims are claims that are directed to
either machines, manufactures or compositions of
matter. The discrete physical structures or materials
may be comprised of hardware or a combination 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 .inter­
preteach claim limitation,

The subject matter of a properly construed claim is
defined by the terms that limit its scope. It is this sub­
ject matter that must be examined. As a general mate
ter,the grammar and intended meaning of terms used
ina 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 fol­
lowing are examples of language that may raise a
question as to the limiting effect of the language in a
claim:

(A) statements ofintended use or field of use,
(B) "adapted to" or "adapted for" clauses,
(C) "wherein" clauses, or
(D) "whereby" clauses.

This list of examples is not intended tobe exhaustive.
Office personnel must rely on the applicant's dis­

closure to properly determine the meaning of terms
used in the claims. Markman v. Westview Instruments,
52 F.3d 967,980,34 USPQ2d 1321,1330(Fed.Cir.)
(en bane), aff'd, U.S. , 116 S. Ct. 1384 (1996). An
applicant is entitled to be his or her own lexicogra­
pher, 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 itis used in the claim. Toro Co. v. White Con­
solidated Industries Inc., 199 F.3d 1295, 1301, 53
USPQ2d1065, 1069 (Fed. Cir. 1999) (meaning of
words used in a claim is not construed in a "lexico­
graphic vacuum; but in the context of the specification
and drawings."). Office persounel should determine if
the original disclosure provides a definition consistent
with any assertions made by applicant. See, e.g., In re
Paulsen, 30 F.3d 1475, 1480,31 USPQ2d 1671, 1674
(Fed. Cir. 1994) (inventor may define specific terms
used to describe invention, but must do so "with rea­
sonable 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 uotice of the
change" in meaning) (quoting Intellicall, Inc. v.
Phonometries, Inc., 952 F.2d 1384, 1387-88,
21USPQ2d 1383, 1386 (Fed. Cir. 1992». Any spe­
cialmeaning assigned to a term '.'mustbe sufficiently
clear in the specification that any departure from com­
mon. usage would be so understood by a person of
experience in the field of the invention." Multiform
Desiccants Inc. v..Medzam Ltd., 133.F.3d1473, 1477,
45 USPQ2d 1429, 1432 (Fed. Cir. 1998). If an appli­
cant does not define a term in the specification, that
te11Il will be given its "commonmeaning,' Paulsen, at
30F. 3d 1480, 31 USPQ2d at 1674.

If the applicant asserts that a term has a meaning
that conflicts with the term's art-accepted meaning,
Office personnel should encourage the applicant to
amend the. claim to better reflect what applicant
intends to claim as the iuvention. If the application
becomes a patent, it becomes prior art against subse­
quent applications. Therefore, it is important forIater
search purposes to have the patentee employ com­
monly accepted terminology, particularly for search­
ing text-searchable databases.

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
elements of an invention arewell known inthe art, the
applicant does not have to provide a disclosure that
describes those elements. In such a case the elements
will be construed as encompassing any and-every art­
recognized hardware or combination of hardware and
software technique for implementing the defined req­
uisite functionalities.
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Office personnel are to give claims their broadest
reasonable interpretation in light of the supporting
disclosure. In re Morris, 127 F.3d. 1048, 1054-55,
44 USPQ2d 1023, 1027-28 (Fed. Cir. 1997). Limita­
tions appearing in the specification but not recited in
the claim are not read into the claim. In re Prater,
415 F.2d 1393, 1404-05, 162 USPQ 541, 550c551
(CCPA 1969). See also In re Zletz; 893 F.2d319,321­
22, 13USPQ2d 1320, 1322 (Fed. Cir. 1989) ("During
patent examination the pending claims must be inter­
preted as broadly as their terms reasonably allow....
The reason is simply that during patent prosecution
when claims can be amended, ambiguities should
be recognized, scope and breadth of language
explored, and clarification imposed.... An essential
purpose of patent examination is to fashion claims
that are precise, clear, correct, and unambiguous.
Only in this way can uncertainties of claim scope be
removed, as much as possible, during the administra­
tive process.").

Where means plus function language is used to
define the characteristics of a machine 01' manufacture
invention, claim limitations must be interpreted to
read on only the structures or materials disclosed in
the specification and "equivalents thereof." (Two en
bane decisions of the Federal Circuit have made clear
that the Office is to interpret means plus function lan­
guage according to 35 U.S.C. 112, sixth paragraph. In
the first, In re Donaldson, 16 F.3d 1189, 1193,
29 USPQ2d 1845, 1848 (Fed. Cir. 1994), the court
held:

The plain and unambiguous meaning.of paragraph six
is that one construing means-plus-function language in a
claim mustlook to the specification and interpret thatlan­
guage in light of the corresponding structure, material, or
acts described therein, and equivalents' thereof, to the
extent that the specification provides such "disclosure.
Paragraph six does not stateorevensuggest thatthe PTO
is exempt from this mandate, and there is no legislative
history indicating that, Congress intended that, the PTO
shouldbe. Thus,this court mustacceptthe plainandpre­
cise language of paragraph six.

Consistent. with Donaldson, in the second decision,
In re Alappat, 33 F.3d 1526, 1540,31 USPQ2d 1545,
1554 (Fed. Cir. 1994) (in bane), the Pederal Circuit
held:

Given Alappat's disclosure, itwas 'error for the Board
majority to interpret eachof the means clausesin claim 15
so broadly as to "read on any and every:means for per-

forming the function" recited,as it said it was doing, and
thento conclude thatclaim 15 is nothing more, than a pro­
cess claim wherein eachmeansclauserepresents a step in
that process. Contrary to suggestions' by the Commis­
sioner, this court's precedents do not support the Board's
view that. theparticular apparatus claims at issue,in this
case maybe viewed as nothing morethan processclaims.

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
written description. The written description includes
the original specification and the drawings. Office
personnel are to give the claimed means plus function
limitations their broadest reasonable interpretation
consistent with all corresponding structures or materi­
als described in the specification and their equivalents
including the manner in which the claimed functions
are performed. See Kemeo Sales, Inc. v. Control
Papers Company, Inc., 208 F.3d 1352, 54 USPQ2d
1308 (Fed. Cir. 2000). Further guidance in interpret­
ing tlie scope of equivalents is provided in MPEP §
2181 through§ 2186. . .

While it is appropriate to use the specification to
determine what applicant intends a term to mean, a
positive limitation from the specification cannot be
read into a claim that does not impose that limitation.
A broad interpretation of a claim by Office personnel
will reduce the possibility that the claim, when issued,
will be interpreted more broadly than is justified or
intended. An applicant can always amend a claim dur­
ing 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 dis­
crete elements and then evaluate the elements in
isolation. Instead, the claim as a whole must be Con­
sidered. See, e.g., Diamondv. Diehr, 450 U.S. at 188­
89, 209 USPQ at 9 ("In determining the eligibility of
respondents' claimed process for patent protection
under 101, their claims must be considered as a
whole. It is inappropriate 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.").
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m. CONDUCT A THOROUGH SEARCH OF
THE PRIOR ART

Prior to classifying the claimed invention nnder
35 U.S.C. WI, Office personnel are expected to con­
duct 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 understanding 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 plus function limitation, in accor­
dance 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 35U.S.C. 101 Under
Controlling Law

As the Supreme Court has held, Congress chose the
expansive language of 35 U.S.C.IO! so as to include
"anything under the sun that is made by man." Dia­
mond 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 useful process,
machine, manufacture, or composition of matter, or arty

; new and useful improvement thereof, may obtain a patent
therefor, subject to the conditions and requirements of this
title.

In Chakrabarty, 447 U.S. at 308~309, 206 USPQ at
197, the court stated:

In choosing such 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. The relevant legislativehis­
tory also supports a broad construction. The Patent Act of
1793, authored .by Thomas, Jefferson, .defined statutory
subject matter as "any new and useful art, machine, manu­
facture, or composition of matter, or any new or :usefui
improvement [thereof]." Act of Feb. 21, 1793, ch. 11, §
1, 1 Stat. 318. The Act embodied Jefferson's philosophy
that "ingenuity should receive a liberal encouragement."

V Writings of Thomas Jefferson; at 75-76. See Graham». ­
John Deere Co., 383 U.S. 1,7-10(148 USPQ 459,462­
464) (1966). Snbseqnent patent stalntes 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 Jeffer­
son's language intact. The Comniittee Reports accompa­
nying the J952 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). [Footnote omitted]

This perspective has been embraced by the Federal
Circuit:

The plain and unambiguous meaning of section 101 is that
any- new 'and useful-process, machirie, ,manufacture, 'or'
composition of matter, or, any new and useful improve­
ment thereof, may be patented if it meets the requirements
for patentability Bet forth in Title 35, suchas those found
in sections 102, 103, and 112. The use of the expansive
term' "any" in section 101 represents Congress's intent
not to place any restrictions on the subject matter' for
which a patent may be obtained beyond those specifically
recited i~" section 101 and the other parts ofTitle 35....
Thus, ipsitnproper to read in~o section 101 limitations as
to the subject matter that may be patented where the legis­
lative history 'does not indicate that Congress clearly
intended such limitations.

A/appal, 33 F.3d.at 1542, 31 USPQ2d at 1556.
As cast, 35 U.S.C. 101 defines four categories of

inventions 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" while the
first category defines "actions" (i.e., inventions that
consist of a series of steps. or acts to be performed).
See 35 USC. 100(b) ("The term 'process' means
process, art, or method, and includes a new use of a
known process, machine, manufacture, composition
of matter, ormaterial.").

Federal courts have held that 35 U.S.C. 101 does
have certain limits. First, the phrase "anything under
the sun thatis made by man" is limited by the text of
35 U.S.c. 101, meaning that one may only patent
something that is al11achine, manufacture, composi­
tion ofmatter ora process. See, e.g., A/appal, 33 F.3d
at 1542,31 USPQ2d at 1556; Wal'merdam, 33 F.3d at
1358,31 USPQ2d at 1757 (Fed. Cir. 1994). Second,
35 U.S.C. 101 requires that the subject matter sought
to be patented be a "useful" invention. Accordingly, a
complete definition of the scope of 35. U.S.c. 101,
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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.

The subject matter courts have found to be outside
the four statutory categories of invention is limited to
abstract ideas, laws of nature and natural phenom­
ena. While this is easily stated, determining whether
an applicant 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. (20 Wall.) 498, 507 (1874) ("idea of
itself is not patentable, but a new device by which it
may be made practically useful is"); Mackay Radio &
Telegraph Co. v. Radio Corp. of America, 306 U.S.
86, 94, 40 USPQ 199, 202 (1939) ("While a scientific
truth, or the mathematical expression of it, is not pat­
entable invention, 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 mathematical constructs, the
paradigmatic 'abstract idea' ").

Courts have expressed a concern over "preemp­
tion" of ideas, laws of nature or natural phenomena.
The concern over preemption was expressed as early
as 1852. See Le Roy v. Tatham, 55 U.S. 156,
175 (1852) ("A principle, in the abstract, is a funda­
mental truth; an original cause; a motive; these cannot
be patented, as no one can claim in either of them an
exclusive right."); Funk Brothers Seed Co. v. Kala
Inoculant Co., 333 U.S. 127, 132,76 USPQ 280, 282
(1948) (combination of six species of bacteria held to
be nonstatutory subjectmatter). The concern overpre­
emption serves to bolster and justify the prohibition
against the patenting of such subject matter. In fact,
such concerns are only relevant to claiming a scien­
tific 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
complies with the statutory invention requirements of
35 U.s.C. 101, Office personnel should classify each
claim into one or more statutory or nonstatutory cate­
gories. If the claim falls into a nonstatutory category,
that should not preclude complete examination of the.
application for satisfaction of all other conditions of
patentability. This classification is only an initial find­
ing at this point in the examination process that will
be again assessed after the examination for compli­
ance with 35 U.S.C 102, 103, and 112 is completed
and before issuance of any Office action on the mer­
its.

If the invention as set forth in the written descrip­
tion 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 personnel should reject the claims drawn to
nonstatutory subject matter under}5 U.S.C. 101, but
identify the features of the invention that would ren­
der the claimed subject matter statutory if recited in
the claim.

1. Nonstatutory Subject Matter

Claims to computer-related inventions that are
clearly nonstatutory fall into the same general catego­
ries as nonstatutory claims in other arts, namely natu­
ralphenomena such as magnetism, and abstract ideas
or laws of nature which constitute "descriptive mate­
rial." Abstract ideas, Warmerdam, 33 F.3d at 1360,
31 USPQ2d at 1759, or the mere manipulation of
abstract ideas, Schrader, 22 F.3d at 292-93, 30
USPQ2d at 1457-58, are not patentable. Descriptive
material can be characterized as either "functional
descriptive material" or "nonfunctional descriptive
material." In this context, "functional descriptive
material" consists of data structures and computer
programs which impart functionality when employed
as a computer component. (The definition of "data
structure" is "a physical or logical relationship among
data elements, designed to support specific data
manipulation functions." The New IEEE Standard
Dictionary of Electrical and Electronics Terms 308
(5th ed. 1993).) "Nonfunctional descriptive material"
includes buds not limited to music, literary works and
a compilation or mere arrangement of data.
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Both types of "descriptive material" are nonstatu­
tory when claimed as descriptive. material per se.
Warmerdam, 33 F.3d at 1360, 31 USPQ2d at 1759.
When functional descriptive material is recorded ou
some computer-readable medium it becomes structur­
ally and functionally interrelated to the medium and
will be statutory in most cases since use of technology
permits the function of the descriptive material to be
realized. Compare In re Lowry, 32 F.3d 1579, 1583­
84, 32USPQ2d 1031,1035 (Fed. Cir. 1994) (claim to
datil structure stored on a computer readable medium
that increases computer efficiency held statutory) and
Warmerdam, 33 F.3d at 1360-61, 31 USPQ2d at 1759
(claim to computer having a specific data structure
stored in memory held statutory product-by-process
claim) with Warmerdam, 33 F.3d at 1361, 31 USPQ2d
at 1760 (claimto a datil structure per se held nonstatu­
tory). When nonfunctional descriptive 'material is
recorded on some computer-readable medium, it is
not statutory since no requisite functionality is present
to satisfy the practical application requirement.
Merely claiming nonfunctional descriptive material
stored in a computer-readable medium does not make
it statutory. Such a result would exalt form over sub­
stance. In re Sarkar, 588 F.2d 1330, 1333, 200 USPQ
132, 137 (CCPA 1978) ("[E]ach invention must be
evaluated as claimed; yet semantogenic consider­
ations preclude a determination based solely on words
appearing in the claims. In the final analysis under
101, the claimed invention, asa whole, must be evalu­
ated for what it is.") (quoted with approval in Abele,
684 F.2d at 907, 214 USPQ at 687). See also In re
Johnson, 589F.2d 1070, 1077, 200USPQ 199,206
(CCPA 1978) ("form of the claim is often an exercise
in drafting"). Thus, nonstatutory music is not a com­
putercomponent and it does not become statutory by
merely recording it on a compact disk. Protection for
this type of work is provided under the copyright law.

Claims to processes that do llOtlling more than
solve mathematical problems or manipulate abstract
ideas or concepts are more complex to analyze and
ate addressed below.

If the "acts" of a claimed process manipulate only
numbers, abstract concepts or ideas, or signals repre­
senting any of the foregoing, theacts are notbeing
applied to appropriate subject matter. Schrader,
22 F.3d at 294-95, 30 USPQ2d at 1458_59. Thus, a
process consisting solely of mathematicaloperations,

i.e., converting one set of numbers into another set of
numbers, does not manipulate appropriate subject
matter and thus cannot constitute a statutory process.

In practical terms, claims define nonstatutory pro­
cesses ifthey:

- consist solely of mathematical operations with­
out some claimed practical application (i.e., exe-

- cuting a "mathematical algorithm"); or

- simply manipulate abstract ideas, e.g., a bid
(Schrader, 22 F.3d at 293-94,30 USPQ2d at 1458­
59) ora bubble hierarchy (Warmerdam, 33 F.3d at
1360, 31 USPQ2d at!759), without some claimed
practical application.

Cf. Alappat, 33F.3d at 1543 n.19, 31 USPQ2d at
1556n.19 in which the Federal Circuit recognized the
confusion:

The Supreme Court has not been clear . . . as to
whether suchsubject matter is excluded from thescopeof
101 because it represents laws of nature, naturalphenom­
ena, or abstractideas. See Diehr, 450U.S. at 186 (viewed
mathematicai algorithm as a law of nature); Gottschalk v.
Benson, 409 U.S. 63, 71-72 (1972) (treated mathematical
algorithm as-an"idea"). The SupremeCourt also has not
beenclear as to exactly whatkind of mathematical subject
matter may not be patented. The ,Supreme Court has used,
among others, the terms "mathematical '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, howeven any consistent or clear expla­
nation of what it intended by such tenus or how these
terms are related, if at all.

Certain mathematical algorithms have been held to
benonstatutory because they represent a mathemati­
cal definition of a law of nature or a natural phenome­
non. For example, a mathematical algorithm

representing the formula E = mc2 is a "law of nature"
- it defines a "fundamental scientific truth" (i.e., the
relationship betweenenergy and mass). To compre­
hendhow the law of nature relates to any object, one
invariably has to perform certain steps (e.g., multiply­
ing 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 process which con­
sists solely of the steps that one must follow to solve

the mathematical representation of E = mc2 is indis­
tinguishable from the law of nature and would "pre-
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empt" the law of nature. A patent cannot be granted
on such a process.

(a) Functional Descriptive Material: "Data
Structures" Representing Descriptive Mate­
rial Per Se or Computer Programs Repre­
senting Computer Listings Per Se

Data structures not claimed as embodied in com­
puter-readable media are descriptive material per se
and are not statutory because they are not capable of
causing functional change in the computer. See, e.g.,
Warmeniam, 331'.3d at 1361, 31 USPQ2d at 1760
(claim to a data structure per se held nonstatutory).
Such claimed data structures do not define any struc­
tural and functional iuterrelationsltips between the
data structure and other claimed aspects of the inven­
tion which permit the data structure's functionality to
be realized. In contrast, a claimed computer-readable
medium encoded with a data structure defines struc­
tural and fuuctional interrelationsltipsbetween the
data structure and the computer software and hard­
ware components wltich permit the data structure's
functionality to be realized, and is thus statutory.

Similarly, computer programs claimed as computer
listings per se, i.e., the descriptions or expressions of
the programs, are uot physical "things." Theyare nei­
ther computer components nor statutory processes, as
they are not "acts.. being performed. Such claimed
computer programs do not define any structural and
functional interrelationships between the computer
program and other claimed elements of a computer
wltich permit the computer program's functionality to
be realized. In contrast, a claimed computer-readable
medium encoded with a computer program is a com­
puter element wltich defines structural and fuuctional
interrelationships between the computer program and
the rest of the computer which permit the computer
program's functionality to be realized, and is thus stat,
utory. Accordingly, it is important to distinguish
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 oth­
erwise 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 result occurs when a computer program is

used in a computerized process where. the computer
executes the instructions 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 expression, is it descriptive
material per se and hence nonstatutory.

Since a computer program is merely a set of
instructions capable of being execnted by a computer,
the .computer program itself is not a process and
Office personnel should treat a claim for a computer
program, without the computer-readable medium
needed to realize the computer program's functional­
ity, as nonstatutory functional descriptive material.
When a computer program is claimed in a process
where the computer is executing the computer pro­
gram's instructions, Office personnel should treat the
claim as a process claim. See paragraph rv.B.2(b),
below. When a computer program is recited in con­
junction with a physical structure, such as a computer
memory, Office personnel should treat the claim as a
product claim. See paragraph IV.B.2(a),below.

(b) Nonfunctional Descriptive Material

Descriptive material that cannot exhibit any func­
tional interrelationsltip with the way in wltich com­
puting processes are performed does not constitute a
statutory process, macltine, manufacture or composi­
tion of matter and should be rejected under 35 U.S.C.
IOJ. Thus, Office personnel should consider the
claimed invention as a whole to determine whether
the necessary functional interrelationsltip is provided.

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,
eitheras part of the stored data or as part of the com­
puting processes performed by the computer, then
such descriptive material alone does not impart func­
tionality either to the data as so structured, or to the
computer. Such "descriptive material" is not a pro­
cess, machine, manufacture or composition of matter.
(Data consists of facts, which become information
when they are seen in context and convey meaning to
people. Computers process data without any under'
standing of what that data represents. Computer Dic­
tionary 210 (Microsoft Press, 2d ed. 1994).)
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The policy that precludes the pateuting 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 exam"
pie, music is commonly sold to consumers in the for­
mat of a compact disc. In such cases, the known
compact disc acts as nothing more than a carrier for
nonfunctional descriptive material. The purely non­
functional descriptive material cannot alone provide
the practical application for the manufacture.

Office personnel should be prudent in applying the
foregoing guidance. Nonfunctional descriptive mate­
rial may be claimed in combination with other func­
tional descriptive multi-media material on a
computer-readable medium to provide the necessary
functional and structural interrelationship 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 mat­
ter. For example, a computer that recognizes a partic­
ular 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 because it implements a
statutory process.

(c) 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, volt­
age, or the strength of a magnetic field, define energy
or magnetism, per se, and as such are nonstatutory
natural phenomena. O'Reilly v. Morse, 56 U.S. (15
How.) 62,112-14 (1853). However, a signal claim
directed to a practical application of electromagnetic
energy is statutory regardless of its transitory nature.
See O'Reilly, 56 U.S. at 114-19; In re Breslow, 616
F.2d 516, 519-21, 205 USPQ 221, 225-26 (CCPA
1980).

2. Statutory Subject Matter

For the purposes of a 35 U.S.c. 101 analysis, it is of
little relevance whether the claim is directed to a
machine or a process. The legal principles are the
same. AT&T Corp. v. Excel Communications, Inc.,

172 F.3d 1352, 1357, 50 USPQ2d 1447, 1451 (Fed.
Cir. 1999).

(a) Statutory Product Claims

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

A machine is "a concrete thing, consisting of parts
or of certain devices and combinations of devices."
Burr v. Duryee, 68 U.S. (1 Wall.) 531, 570 (1863).

A manufacture is "the production of articles for use
from raw or prepared materials by giving to these
materials new forms, qualities, properties or combina­
tions, whether by hand labor or by machinery."
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 chemical union, or of
mechanical mixture, or whether ... [it] be [a] gas[],
fluid[], powder[], or solid[]." !d. 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),
ajJ'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 1361-62,
31 USPQ2d at 1760.

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 F.2d
1370, 1374-75, 12 USPQ2d 1908, 1911-12 (Fed. Cir.
1989), cited with approval in Alappat, 33 F.3d at 1544
n.24, 31 USPQ2d at 1558 n.24.

A claim limited to a machine or manufacture,
which has a practical application in the technological
arts, is statutory. In most cases, a claim to a specific
machine or manufacture will have a practical applica­
tion in the technological arts. See Alappat, 33 F.3d at
1544,31 USPQ2d at 1557 ("the claimed invention as
a whole is directed to a combination of interrelated
elements which combine to form a machine for con­
verting discrete waveform data samples into anti-
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aliased pixel illumination intensity data to be dis­
played on a display means. This is not a disembodied
mathematical concept which maybe characterized as
an 'abstract idea,' but rather a specific machine to
produce a useful, concrete, and tangible result."); and
State Street, 149 F.3d at 1373, 47 USPQ2d at 1601
("the transformation of data, representing discrete
dollar amounts, by a machine through a series of
mathematical calculations into a final share price,
constitutes a practical application of a mathematical
algorithm, formula, or calculation, because it pro­
duces 'a useful, concrete and tangible result' - a final
share price momentarily fixed for recording and
reporting purposes and even accepted and relied upon
by regulatory authorities and in subsequent trades.").
Also see AT&T, 172 F.3d at 1358,50 USPQ2d at 1452
(Claims drawn to a long-distance telephone billing
process containing mathematical algorithms were
held patentable subject matter because the process
used the algorithm to produce a useful, concrete, tan­
gible result without preempting other uses of the
mathematical principle.).

(h) 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. Schrader, 22 F.3d
at 296, 30 USPQ2d at 1460.To be statutory, a claimed
computer-related process must either: (A) 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 toa skilled artisan (discussed in i)
below), or (B) be limited to a practical application
within the technological arts (discussed in ii) below).
See Diamond v.Diehr, 450 U.S. at 183-84, 209 USPQ
at 6 (quoting Cochrane v. Deener, 94 U.S. 780, 787­
88 (1877)) ("A [statutory] process is a mode of treat­
ment of certain materials to produce a given result. It
is an act, ora series 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 Alap­
pat, 33 F.3d at 1543, 31 USPQ2d at 1556-57 (quoting
Diamond v. Diehr, 450 U.S. at 192,209 USPQ at 10).
See also id. at 1569, 31 USPQ2d at 1578-79 (New-

man, J., concurring) ("unpatentability of the principle
does not defeat patentability of its practical applica­
tions") (citing O'Reilly v. Morse, 56 U.S. (15 How.) at
114-19). If aphysical transformation occurs outside
the computer, a disclosure that permits a skilled arti­
santo practice the claimed invention, i.e., to put it to a
practical use, is sufficient. On the other hand, it is
necessary for the claimed invention taken as a whole
to produce a practical application if there is only a
transformation of signals or data inside a computer or
if a 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 catego­
ries C'safe harbors").

i) Safe Harbors

Independent Physical Acts (Post-Compnter
Process Activity)

A process is statutory if it requires physical acts to
be performed outside the computer independent of
and following the steps to be. performed by a pro­
grammed computer, where those acts involve the
manipulation of tangible physical objects and result in
the object having a different 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 computer
operation), the claim is clearly statutory.

Examples of this type of statutory process include
the following:

- A method of curing rubber in a mold which relies
upon updating process parameters, using a com­
puter processor to determine a time period for cur­
ing the rubber, using the computer processor to
determine 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 calcu­
late positioning of the robot in relation to given
tasks to be performed by the robot, and controlling
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the robot's movement and position based on the
calculated position.

Examples of claimed processes that do not achieve
a practical application include:

. - step of "updating alarm limits" found toconsti­
tute changing the number value of a variable to
represent the result of the calculation (Parker v.
Flook, 437 U.S. 584, 585, 198 USPQ 193, 195
(1978»;
'final step of "equating" the process outputs to the
values of the last set of process inputs found to
constitute storing the result of calculations (In re
Gelnovatch, 595 F.2d 32, 41 n.7, 201 USPQ 136,
145 n.7 (CCPA 1979); and
- step of "transmitting electrical signals represent­
ing" 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
calculations, does not constitute the type of 'post
solution 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 algo­
rithm. The final transmitting step constitutes noth­
ing more than reading out the result of the
calculations."»; and
-step of displaying a calculation as a gray code
scale (In re Abele, 684 F.2d 902, 908, 214 USPQ
682,687 (CCPA 1982)).

Manipulation of Data Representing Physical
Objects or Activities (Pre-Computer 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 F.2d 32, 41 n.7,
201 USPQ 136, 145 n.7 (CCPA1979) (data-gathering
step did not measure physical phenomenon); Arrhyth­
mia, 958 F.2d at 1056, 22 USPQ2d at 1036),
where the data comprises signals corresponding
to physical objects or activities external to the com­
puter system, and where the process causes a
physical transformation of the signals which are
intangible representations of the physical objects .or
activities. Schrader, 22 F.3d at 294, 30 USPQ2d at
1459 citing with approval Arrhythmia, 958 F.2d at

1058-59, 22 USPQ2d at 1037-38; Abele, 684 F.2d 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 ana­
lyze electrical signals and data representative of
human cardiac activity by converting the signals to
time segments, applying the time segments in
reverse 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 com­
puter processor to compare the value to a predeter­
mined value. In this example the data is an
intangible representation of physical activity, i.e.,
human cardiac activity. The transformation occurs
when heart activity is measured and an electrical
signal is produced. This process has real world
value in predicting vulnerability to ventricular
tachycardia immediately after a heart attack.
- A method of using a computer processor to
receive data representing Computerized Axial
Tomography ("CAT") scan images of a patient,
performing a calculation to determine the differ­
ence between 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 each point in the image, and displaying
the resulting image. In this example the data is an
intangible representation of a physical object, i.e.,
portions of the anatomy of a patient. The transfor­
mation occurs when the condition of the human
body is measured with X-rays and the X-rays are
converted into electrical digital signals that repre­
sent the condition of the human body. The real
world value of the invention lies in creating a new
CAT scan image of body tissue without the pres­
ence of bones.
- A method of using a computer processor to con­
duct 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
receiver positions in an array, and summing the
reflection signals to produce a signal simulating
the reflection response of the earth to the seismic
energy. In this example, the electrical signals pro­
cessed by the computer represent reflected seismic
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energy. The transformation occurs by converting
the spherical seismic euergy waves into electrical
signals which provide a geophysical representation
of formations below the earth's surface. Geophysi­
cal exploration of formations below the surface of
the earth has real world value.

Examples of claimed processes that independently
limit the claimed.invention to safe harbor include:

- a method of conducting seismic exploration
which requires generating and manipulating sig­
nals from seismic energywaves before "summing"
the values represented by the signals (Taner, 681
F.2d at 788, 214 USPQ at 679); and

- a method ofdisplaying X-ray attenuation data as
a signed gray scale signal in a "field" using a par­
ticular algorithm, where the antecedent steps
require generating the data using a particular
machine (e.g., a computer tomography scanner).
Abele, 684 F,2d at908, 214USPQ at 687 ("The
specification indicates that such attenuationdata 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 algorithm performed.. and
the resultant modified data displayed in the
required format.").

Examples of claimed processes that do not limit the
claimed invention to pre-computing safe harbor
include:

- "perturbing" the values of a set of process inputs,
where the subject matter "perturbed" was a num­
ber and the act of "perturbing" consists of substi­
tuting the numerical values of variables
(Gelnovatch, 595F.2d at 41 n.7, 201 USPQat 145
n.7 ("Appellants' claimed step of perturbing the
values of a set ofprocess inputs (step 3), in addi­
tion to being a mathematical operation, appears to
be a data-gathering step of the type we have held
insufficient to change a nonstatutory method
of calculation into a statutory process.... In
this instance, the perturbed process inputs are not
even measured values 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, 200USPQ at
135).

if a claim dot'S not clearly fall into one or bothof
the safe harbors, the claim may still be statutory ifit is
limited to apractical application in the technological
arts.

ii) Computer.Related Processes Limited toa
Practical Application in. the Technological
Arts.

There is always some form of physical transforma­
tionwithin a computer because a computer acts on
signals and transforms them during its operation and
changes the state ofits components during the execu­
tion of a process. Even though such a physical trans­
formation occurs within a computer; such activity is
not determinativeof whether the process is statutory
because such transformation alone does not distin­
guish a statutory computer process from a nonstatu­
tory computer process. What is determinative is not
how the computer performs the process, but what the
computer does to achieve a practical application. See
Arrhythmia, 958F.2dat 1057,22 USPQ2d at 1036.

A process that merely manipulates an .abstract idea
or performs a purely mathematical algorithmis non­
statutory despite the fact that it might inherently have
some usefulness. .Tn Sarkar, 588 F.2d at 1335,
200 USPQ at 139, the court explained why. this
approach must be followed:

No mathematical equation can be used; as a practical
matter, withoutestablishingand substituting values for the
variables expressed therein. Substitution of values dic­
tated by the formula has thus beeu viewed as a form of
mathematical step. If the stepsof gathering and substitut­
ing-_values were _alone sufficient, _every mathematical,
e~uati(Jn, formula, ,or algorithm having any practical use
would beperse subject to patentingas a "process" under
101. Consideration of whether the substitution of specific
valuesis enoughtoconvert thedisembodied ideaspresent
in the formula into an embodiment ofthose ideas, or into
an application of the formula, is foreclosed by the current
stateofthe law.

For such subject matter to be statutory, the claimed
process must be limited to a practical application of
the abstract idea or mathematical algorithm in the
technological arts. See Alappat, 33 F.3d at 1543,
31 USPQ2d at 1556-57 (quoting Diamond 11. Diehr,
450 U.S. ann, 209'USPQ at 10). See also Alappat
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33 F.3d at 1569, 31 USPQ2d at 1578-79 (Newman, J.,
concurring) (''unpatentability of the principle does not
defeat patentability of its practical applications") (cit­
ing O'Reillyv. Morse, 56 U.S. (15 How.) at 114-19).
A claim is limited to a practical application when the
method, as claimed, produces a concrete, tangible and
useful result; i.e., the method recites a step or act of
producing something that is concrete, tangible and
useful. See AT&T, 172 F.3d at 1358, 50 USPQ2d at
1452. Likewise, a machine claim is statutory when the
machine, as claimed, produces a concrete, tangible
and useful result (as in State Street, 149 F.3d at 1373,
47 USPQ2dat 1601) and/or when a specific macltine
is being claimed (asin Alappat, 33 F.3d at 1544, 31
USPQ2d at 1557 (in bane), For example, a computer
process that simply calculates a mathematical algo­
rithm that models noise is nonstatutory. However, a
claimed process for digitally filtering noise employing
the mathematical algorithm is statutory.

. Examples of this type of claimed statutory process
inclnde the following:

- A computerizedmethod of optimally controlling
transfer, storage and retrieval of data between
cache and hard disk storage devices snchthat the
most frequently used data is readily available,

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

- A methodof making a word processor by storing
an executable word processing application pro­
gram in a general purpose digital computer's
memory, and executing the stored program to
impart word processing functionality to the gen­
eral purpose digital computerby changing the state
of the computer's arithmetic logic unit when-pro­
gram instructions of the word processing program
are executed.

- A digital filtering process for removing noise
from a digital signal comprising the steps of calcu­
lating a mathematical algorithm to produce a cor­
rection signal and subtracting the correction signal
from the digital signal to remove the noise.

V. EVALUATE APPLICATION FOR COM·
PLIANCE WITH 35 U.S.C.112

Office personnel should begin their evaluation of
an application's compliance with 35 U.S.C. 112 by
considering the requirements of 35 U.S.C. 112, sec­
ond paragraph. The second paragraph contains two
separate and distinct requirements: (A) that the

claim(s) set forth the subject matter applicants regard
as the invention, and (B) that the claim(s) particularly
point out and distinctly claim the invention. An appli­
cation will be deficient under 35 U.S.C. 112, second
paragraph when (A) 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 (B) the scope
of the claims is unclear.

After evaluation of the application for compliance
with 35 U.S.C. 112, second paragraph, Office person­
nel should then evaluate the application for compli­

ance with the requirements of 35 U.S.C. 112, first
paragraph. The first paragraph contains three separate
and distinct requirements:

(A) adequatewritten description,

(B) enablement, and

(C) best mode.

An application will be deficient under 35 U.S.c.
112, first paragraph when the written description is
not adequate to identify what the applicant has
invented, or when the disclosure does not enable one
skilled in the art to make and use the invention as
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 evi­
dence to support such a deficiency is seldom in the
record. Fonar Corp. v. General Electric Co., 107 F.3d
1543, 1548-49, 41 USPQ2d 1801, 1804 (Fed. Cir.

1997).

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.
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A. Determine Whether the Claimed Invention
Complies with 35 U.S.c. 112, Second Para­
graph Requirements

1. Claims Setting Forth the Subject Matter Ap­
plicant Regards as Invention

Applicant's specification must conclude with
c1aim(s) that set forth the subject matter which the
applicant regards as the invention. The. invention set
forth in the claims is presumed to be that which appli­
cant regards as the invention, unless applicant consid­
ers the invention to be something different from what
has been claimed as shown by evidence, including
admissions, outside the application as filed. An appli­
cant may change what he or she regards as the inven­
tion during the prosecution of the application.

2. Claims Particularly Pointing Out and Dis­
tinctly 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 disclosure as it would be interpreted
by one ofordinary skill in the art. Applicant's claims,
interpreted in light of the disclosure, must reasonably
apprise a person of ordinary skill in the art of the
invention. 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
preferahle for claims to be drafted in a form that
emphasizes what the applicant has invented (i.e., what
is new rather than old). In re Dassel, 115 F.3d 942,
946,42 USPQ2d 1881, 1884 (Fed, Cir. 1997).

A means plus function limitation is distinctly
claimed if the description makes it clear that the
means corresponds to well-defined structure of a com­
puter or computer component implemented in either
hardware or software and its associated hardware plat­
form. Atmel Corp. v. Information Storage Devices
Inc., 198 F.3d 1374, 1380, 53 USPQ2d 1225, 1229
(Fed. Cir. 1999); B. Braun Medical, Inc. v. Abbott
Labs., 124 F.3d.1419, 1424, 43 USPQ2d 1896, 1899
(Fed. Cir. 1997)..Such means may be defined as:

- a programmed computer with a particular func­
tionality implemented in hardware or hardware
and software;
- a logic circuit or other component of a pro­
grammed computer that performs a series of spe­
cifically identified operations dictated by a
computer program; or
- a computer 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
equivalents. See MPEP § 2181 through § 2186. Thus,
a claim using means plus function limitations without
corresponding disclosure of specific structures Or
materials that are not well-known fails to particularly
point out and distinctly claim the invention. Dassel,
115 F.3d at 946-47, 42 USPQ2d at 1884-85. For
example, if the applicant discloses only the functions
to be performed and provides no express, implied or
inherent disclosure of hardware or a combination of
hardware and software that performs the functions,
the application has not disclosed. any "structure"
which corresponds to the claimed means. Office per­
sonnel should reject such claims under 35 U.S.C. 112,
second paragraph. B, Braun Medical, 1,24 F.3d at
1424, 43 USPQ2d at 1899. The rejeetionshifts the
burden to the applicant to describe at least one spe­
cific 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 disclosed to be a memory or logic circuit
that has been configured in some manner to perform
that function (e.g., using a defined computer pro­
gram), the application has disclosed "structure" which
corresponds to the claimed means.

When a claim or part ofa claim is defined in com­
puter program code, whether in source or object code
format, a person of skill in thy art must be able to
ascertain the metes and bounds of the claimed inven­
tion.i.In certain circumstances, as where self-docu­
menting programming code is employed, use of
programming language in a claim would be permissi­
ble because such program source code presents "suffi-
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ciently high-level language and descriptive
identifiers" to make it universally understood to oth­
ers in the art without the programmer haviug to insert
any commeuts. See Computer Dictiouary 353
(Microsoft Press, 2ed. 1994) for a defiuition of "self­
documenting code." Applicants should be encouraged
to functionally define the steps the computer will per­
form rather than simply reciting source or object code
instructions.

B. Determine Whether the Claimed Invention
Complies with 35 U.s.c. Il2, First Paragraph
Requirements

1. Adequate Written Description

The satisfaction of the enablement requirement
does not satisfy the written description requirement.
See In re Barker, 559 F.2d 588, 591, 194 USPQ 470,
472 (CCPA 1977) (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 requirement). See also In re Dil.eone,
436 F.2d 1404, 1405, 168 USPQ 592, 593 (CCPA
1971). For the written description requirement, an
applicant's specification must reasonably convey to
those skilled in the art that the applicant was in pos­
session of the claimed invention as of the date of
invention. Regents of the University of California v.
Eli Lilly & Co., 119 F.3d 1559, 1568, 43 USPQ2d
1398, 1405 (Fed. Cir. 1997); Hyatt v. Boone, 146 F.3d
1348, 1354,47 USPQ2d 1128, 1132 (Fed. Cir. 1998).
The claimed invention subject matter need not be
described literally, i.e., using the same terms, in order
for the disclosure to satisfy the description require­
ment. Software aspects of inventions may be
described functionally. See Robotic Vision Sys. v. View
Eng'g, Inc., 112 F.3d 1163, 1166, 42 USPQ2d 1619,
1622-23 (Fed. Cir. 1997); Fonar Corp. v. General
Electric Co., 107 F.3d 1543, 1549,41 USPQ2d 1801,
1805 (Fed. Cir. 1997); In re Hayes Microcomputer
Prods., Inc., 982 F.2d 1527, 1537-38, 25 USPQ2d
1241, 1248-49 (Fed. Cir. 1992).

2. Euabling Disclosure

An applicant's specification must enable a person
skilled in the art to make and use the claimed inven­
tion without undue experimentation. The fact that
experimentation is complex, however, will not make

it undue if a person of skill in the art typically engages
in such complex experimentation. For a computer­
related invention, the disclosure must enable a skilled
artisan to configure the computer to possess the requi­
site functionality, and, where applicable, interrelate
the computer with other elements to yield the claimed
invention, without the exercise of undue experimenta­
tion. The specification should disclose how to config­
ure a computer to possess the requisite functionality
or how to integrate the programmed computer with
other elements of the invention, unless a skilled arti­
san would know how to do so without such disclo­
sure. See, e.g., Dossel, 115 F.3d at 946-47,
42 USPQ2d at 1884-85; Northern Telecom v.
Datapoint Corp., 908 F.2d 931,941-43, 15 USPQ2d
1321, 1328-30 (Fed. Cir.1990) (judgment of invalid­
ity reversed for clear error where expert testimony on
both sides showed that a programmer of reasonable
skill could write a satisfactory program with ordinary
effort based on the disclosure); DeGeorge v. Bernier,
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 undisclosed circnitry was deemed inconse­
quential because it did not pertain to the claimed cir­
cuit); In re Phillips, 608 F.2d 879, 882-83, 203 USPQ
971,975 (CCPA 1979) (computerized method of gen­
erating printed architectural specifications dependent
on use of glossary of predefined standard phrases and
error-checking feature enabled by overall disclosure
generally defining errors); In re Donohue, 550 F.2d
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 represented structure is con­
ventional and can be determined without undue exper­
imentation."); In re Knowlton, 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 hard­
ware system reversed).

For many computer-related inventions, it is not
unusual 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
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F.2d 863, 866, 158 USPQ 317, 319 CCPA 1968)
("When an invention, in its different aspects; involves
distinct arts, that specification is adeqnate which
enables the adepts of each art, those who have.the best
chance of being enabled, to carry out the aspect
proper to their specialty."); Ex parte Zechnall, 194
USPQ 461, 461 (Bd. App. 1973) ("appellants' disclo­
sure must be held sufficient if it would enable a per­
son skilled in the electronic computer art, in
cooperation with a person skilled in the fuel injection
art, to make and useappellants' invention"). As such,
the disclosure must teach a person skilled in each art
how to make and use the relevant aspect of the inven­
tion without undue experimentation. For example, to
enable a claim to a programmed computer that deter­
mines and displays the three-dimensional structure of
a chemical compound, the disclosure must

- enable a person skilled in the art of molecular
modeling to understand and practice the underly­
ing molecular modeling processes; and

- enable a person skilled in the art of computer pro­
gramming to create a program that directs a com­
puter to create and display the image representing
the three-dimensional structure of the compound.

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

In many instances, an applicant will describe a pro­
grammed computer by outlining the significant ele­
ments of the programmed computer using a functional
block diagram. Office personnel should review the
specification to ensure that along with the functional
block diagram the disclosure provides information
that adequately 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, 301-02 (CCPA 1974)
("It is not enough that a person skilled in the art, by
carrying on investigations 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)."); Knowlton, 481 F.2d
at 1367, 178 USPQ at 493 (disclosure must constitute
more than a "sketchy explanation of flow diagrams or
a bare group of program listings together with a refer-

ence to a proprietary computer on which they might
be run"). See also In re Gunn, 537 F.2d 1123, 1127­
28, 190 USPQ 402, 405 (CCPA 1976); In re Brands­
tadter, 484 F.2d 1395, 1406-07, 179 USPQ 286,
294 (CCPA 1973); and In re Ghiron, 442 F.2d 985,
991, 169 USPQ 723, 727-28 (CCPA 1971).

VI. DETERMINE WHETHER THE CLAIMED
INVENTION COMPLIES WITH 35 U.S.C.
10ZAND 103

As is the case for inventions in any field of technol­
ogy, assessment of a claimed computer-related inven­
tion for compliance with 35 U.s.C. 102 and 103
begins with a comparison of the claimed subject mat­
ter to what is known in the prior art. If no differences
are found between 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 identified between the claimed
invention and the prior art, those distinctions must be
assessed and resolved in light of the knowledge pos­
sessed by a person of ordinary skill in the art. Against
this backdrop, one must determine whether the inven­
tion would have been obvious at the time the inven­
tion 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 modifica­
tion to computer-related inventions. Moreover, merely
using a computer to automate a known process does
not by itself impart nonobviousness to the invention.
See Dann v. Johnston, 425 U.S. 219, 227-30,
189 USPQ 257, 261 (1976); In re Venner, 262 F.2d
91,95, 120 USPQ 193, 194 (CCPA 1958).

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
functional descriptive material or nonfunctional
descriptive material, as described supra in paragraphs
IV.B.I(a) and IV. B.l(b). Functional descriptive mate­
rial is a limitation in the claim and must be considered
and addressed in assessing patentability under 35
U.S.c. 103. Thus, a rejection of the claim as a whole
under 35 U.S.C. 103 is inappropriate unless the func­
tional descriptive material would have been suggested
by the prior art. In re Dembiczak, 175 F.3d 994, 1000,
50 USPQ2d 1614, 1618 (Fed. Cir. 1999). Nonfunc­
tional descriptive material cannot render nonobvious
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an invention that would have otherwise been obvious.
Cf. In re Gulack, 703 F.2d 1381, 1385, 217 USPQ
401,404 (Fed. Cir. 1983) (when descriptive material
is not functionally related to the substrate, the descrip­
tive material will not distinguish the invention from
the prior art in terms of patentability).

Common situations involving nonfunctional
descriptive material are:

- a computer-readable storage medium that differs
from the prior art solely with respect to nonfunc­
tional descriptive material, such as music or a liter­
ary work, encoded on the medium,
- a computer that differs from the prior art solely
with respectto 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 invention is simply a rearrangement of non­
functional descriptive material.

VII. CLEARLY COMMUNICATE FINDINGS,
CONCLUSIONS AND THEIR BASES

Once Office personnel have concluded the above
analyses of the claimed invention under all the statu­
tory provisions, including 35 U.S.C. 101, 112, 102
and 103, they should review all the proposed rejec­
tions and their bases to confirm their correctness.
Ouly then should any rejection be imposed in an
Office action. The Office action should clearly com­
municate the findings, conclusions and reasons which
support them.
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Appendix to Examination Guidelines for Computer-Related Inventions

Computer-Related Inventions

II. Determine ":'hat Applicant Has Invented and Is Seeking to Patent

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

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

CrReview the Claims

~
1m. Conduct a Thorough Search ofthe Prior Art!

~
OCv. Determine Whether the Claimed Invention Complies with 35 V.S.c. 1011

~
v. Evaluate Application for Compliance with 35 V.S.c. 112

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

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

2. Claims Particularly Pointing Out and Distinctly Claiming the Invention

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

1. Adequate Written Description

I

2106

2. Enabling Disclosure

~
IVI. Determine Whether the ClaimedInvention complies with 35 U.S.C. 102 and 103[

~
IYII. Clearly Communicate F'indings, Conclusions and Their Basesl

A-I
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2106.01 Computer Programming and
35 U.S.C. 112, First Paragraph

The requirements for sufficient disclosure 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
disclosure should be sufficiently enabling to allow
one to make and use the invention as claimed, and
there must be presentation 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
analyzing 35 U.S.c. 112, first paragraph, issues in
applications involving computer programs, software,
firmwate, or block diagram cases wherein one or
more of the "block diagram" elements are at least par­
tially comprised of a computer software compouent.It
should be recognized that sufficiency of disclosure
issues in computer cases necessarily will require an
inquiry into both the sufficiency of the disclosedhard­
ware as well as the disclosed software due to the inter­
relationship and interdependence of computer
hardware aud software.

WRITTEN DESCRIPTION

The function of the description requirement is to
ensure that the inventor had possessionof, as of the
filing date of the application relied on, the specific
subject matter later claimed by him or her; how the
specification accomplishes this is not material. In re
Herschler, 591 F.2d 693, 700-01, 200 USPQ 711, 717
(CCPA 1979) and further reiterated in In re Kaslow,
707 F.2d 1366, 707 F.2d 1366,217 USPQ 1089 (Fed.
Cir. 1983). See also MPEP § 2163 - § 2163.04.

BEST MODE

The purpose of the best mode requirement is to
"restrain inventors from applying for patents while at
the same time concealing from the public the pre­
ferred embodiments of their inventions which they
have in fact conceived," In re Gay, 309 F.2d 769, 772,
135 USPQ 311, 315 (CCPA 1962); "only evidence of
concealment + (accidental or intentional) is to be con­
sidered [in judging the adequacy of a best mode dis­
closure]. That evidence, in order to result in
affirmance of a best mode rejection, must tend to
show that the quality of an applicant's best mode dis-

closure is so poor as to effectively result in conceal­
ment." In re Sherwood, 613 F.2d 809, 816-817, 204
USPQ 537, 544 (CCPA 1980). Also, see White Can­
so!. Indus. v. Vega Servo-Control Inc., 214 USPQ
796,824 (S.D. Mich. 1982), ajf'd on related grounds,
713 F.2d 788, 218 USPQ 961 (Fed. Cir. 1983). See
also MPEP § 2165 - § 2165.04.

There are two faCtual inquiries to be made in deter­
mining whether a specification satisfies the best mode
requirement. First, there must be a subjective determi­
nation 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
determination as to whether the best mode was dis­
closed in sufficient detail to allow one skilled in the
art to practice it. Fonar Corp. v. General Electric Co.,
107 F.3d 1543,41 USPQ2d 1801, 1804 (Fed. Cir.
1997); Chemcast Corp. v. Arco Industries, 913 F.2d
923,927-28, 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 within the skill of
the art,notrequiring undue experimentation, once its
functions have been disclosed. . . . [F]low charts or
source code listings are not a requirement for ade­
quately disclosing the functions of software." Fonar
Corp., 107 F.3d at 1549, 41 USPQ2d at 1805 (cita­
tionsomitted).

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 examiner
must establish on the record that he or she has a rea­
sonable basis for questioning the adequacy of the dis­
closure to enable a person of ordinary skill in the art
to make and use the claimed invention without resort­
ing to undue experimentation. See In re Brown, 477
F.2d 946,177 USPQ 691 (CCPA 1973); In re Ghiron,
442 F.2d 985, 169 USPQ 723 (CCPA 1971). Once the
examiner has advanced a reasonable basis for ques­
tioning the adequacy of the disclosure, it becomes
incumbent on the applicant to rebut that challenge and
factually demonstrate that his or her application dis­
closure is in fact sufficient. See In re Doyle, 482 F.2d
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1385, 1392, 179 USPQ 227, 232 (CCPA 1973); In re
Scarbrough, 500 F,2d 560, 566, 182 USPQ 298, 302
(CCPA 1974); In re Ghiron, supra. See. also MPEP
§ 2106, paragraph V.B.2 and § 2164 - § 2164.08(c).

2106.02 Disclosure in Computer
Programming Cases

To establish a reasonable basis for qnestioning the
adeqnacy 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
experimentation.

In computer applications, it is not unusual for the
claimed invention to involve two areas of prior art or
more than one technology, e.g., an appropriately pro­
grammed computer and an area of application of said
computer. White Consolo Indus., 214 USPQ at 821. In
regard to the "skilled in the art" standard, in cases
involving both the art of computer programming, and
another technology, the examiner must recognize that
the knowledge of persons skilled in both technologies
is the appropriate criteria for determining sufficiency.
See In re Naquin, 398 F,2d 863, 158 USPQ 317
(CCPA 1968); In re Brown, 477 F.2d 946, 177 USPQ
691 (CCPA 1973); and White Consol. Indus. V. Vega
Servo-Control, Inc., 214 USPQ 796, 822 (S.D.Mich.
1982), aff'd on related. grounds, 713 F,2d 788,
218 USPQ 961 (Fed. Cir. 1983).

In a typical computer application, system compo­
nents 'are often represented in.a "block diagram" for­
mat, i.e., a group of hollow rectangles representing
the elements of the system, functionally labelled, and
interconnected by lines. Such block diagram com­
puter cases may be categorized into (A) systems
which include but are more comprehensive than a
computer and (B) systems wherein the block elements
are totally within the confines of a computer.

BLOCK ELEMENTS MORE COMPREHEN·
SIVE THAN A COMPUTER

The first category of such block diagram cases
involves systems which include a computer as well as
other system hardware and/or software components.
In order to meet his or her burden of establishing a
reasonable basis for questioning the adequacy of such
disclosure, the examiner should initiate a factual anal­
ysis.of the system by focusing on each of the individ-

ual block element components. More specifically,
such an inquiry should focus on the diverse functions
attributed to each block element as well as the teach­
ings in the specification as to how such a component
could be implemented. If based on such an analysis,
the examiner can reasonably contend that more than
routine experimentation would be required by one 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 a 35 U.S.C. 112, first paragraph rejection.
Additionally; the examiner should determine whether
certain of the hardware or software components
depicted as block elements are themselves complex
assemblages which have widely differing characteris­
tics and which must be precisely coordinated with
other complex assemblages. Under such circum'
stances, a reasonable basis may exist for challenging
such a functional block diagram form of disclosure,
See In re Ghiron, 442 F,2d 985, 169 USPQ 723
(CCPA 1971) and In re Brown, supra. Moreover, even
if the applicant has cited prior art patents or publica'
tions 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 ire Scarbrough,
500 F,2d560, 566,182 USPQ 298,301 (CCPA 1974)
and In reForman, 463 F,2d 1125, 1129, 175 USPQ
12, 16 (CCPA 1972). Furthermore, in complexsys­
teins including a digital computer, a microprocessor,
or a complex control unit as one of many block dia­
gram elements, timing between various system ele­
ments may be of the essence and without a timing
chart relating the timed sequences for each element,
an unreasonable amount Of work may be required to
come up with the detailed relationships an applicant
alleges that he or she has solved. See In re Scar­
brough, 500 F,2d at 566, 182 USPQ at302.

For example, in a block diagram disclosure of a
complex claimed system which includes a micropro­
cessor and other system components controlled by
the microprocessor, a mere reference to a prior art,
commercially available microprocessor, without
any description of the precise operations to be per­
formed by the microprocessor, fails to. disclose how
such a microprocessor would be properly pro­
grammed to either perform any required calculations.

2100-25 August 2001



2106.02 MANUAL OF PATENT EXAMINING PROCEDURE

or to coordinate the other system components in the
proper timed sequence to perform the functions dis­
closed and claimed. If, in such a system, a particular
program is disclosed, such a program should be care­
fully reviewed to ensure that its scope is commensu­
rate with the scope of the functions attributed to such
a program in the claims. See In re Brown, 477 F.2d at
951, 177 USPQ at 695. If the disclosure fails to dis­
close any program and if more than routine experi­
mentation would be required of one skilled in the art
to generate such a program, the examiner clearly
would have a reasonable basis for challenging the suf­
ficiency of such a disclosure. The amount of experi­
mentation that is considered routine will vary
depending on the facts and circumstances of individ­
ual cases. No exact numerical standard has been fixed
by the courts, but the "amount of required experimen­
tation must, however, be reasonable." White Consolo
Indus., 713 F.2d at 791, 218 USPQ at 963. One court
apparently found that the amount of experimentation
involved was reasonable where a skilled programmer
was able to write a general computer program, imple­
menting an embodiment form, within 4 hours. Hir­
schfield V. Banner, 462 F. Supp. 135, 142,200 USPQ
276, 279 (D.D.C. 1978), aff'd, 615 F.2d 1368 (D.C,
Cir. 1986), cert. denied, 450 U.S. 994 (1981). On the
other hand, another court found that, where the
required period of experimentation for skilled pro­
grammers to develop a particular program would run
to 1 to 2 man years, this would be "a clearly unreason­
able requirement" (White Consolo Indus., 713 F.2d at
791,218 USPQ 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 particular kinds of block diagram disclo­
sures were sufficient to meet the enabling requirement
of 35 U.S.C. 112, first paragraph. See In re Knowlton,
481 F.2d 1357, 178 USPQ 486 (CCPA 1973), In re
Comstock, 481 F.2d 905, 178 USPQ 616 (CCPA
1973). Most significantly, however, in both the Com­
stock and Knowlton cases, the decisions turned on the
appellants' disclosure of (A) a reference to and reli-

ance on an identified prior art computer system and
(B) an operative computer program for the referenced
prior art computer system. Moreover, in Knowlton the
disclosure was presented in such a detailed fashion
that the individual program's steps were specifically
interrelated with the operative structural elements in
the referenced prior art computer system. The court in
Knowlton indicated that the disclosure did not merely
consist of a sketchy explanation of flow diagrams or a
bare group of program listings together with a refer­
ence to a proprietary computer in which they might be
run. The disclosure was characterized as going into
considerable detail in explaining the interrelationships
between the disclosed hardware and software ele­
ments. Under such circumstances, the Court consid­
ered the disclosure to be concise as well as full, clear,
and exact to a sufficient degree to satisfy the literal
language of 35 U.S.c. 112, first paragraph. It must be
emphasized that because of the significance of the
program listing and the reference to and reliance 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
diagram 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 com­
puter, the examiner, when analyzing method claims,
must recognize that the specification must be ade­
quate to teach how to practice the claimed method. If
such practice requires a particular apparatus, it is axi­
omatic that the application must therefore provide a
sufficient disclosure of that apparatus if such is not
already available. See In re Ghiron, 442 F.2d 985,
991, 169 USPQ723, 727 (CCPA 1971) and In re
Gunn,537 F.2d 1123, 1128, 190 USPQ 402, 406
(CCPA 1976). When the examiner questions the ade­
quacy of computer system or computer programming
disclosures, the examiner's reasons for finding the
specification to be nonenabling should be supported
by the record as a whole. In this regard, it is also
essential for the examiner to reasonably challenge evi­
dence submitted by the applicant. For example, in In
re Naquin, supra, affiant's statement unchallenged
by the examiner, that the average computer program"
mer was familiar with the subroutine necessary for
performing the claimed process, was held to be a
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statement of fact which rendered the examiner's rejec­
tion baseless. In other words, unless the examiner pre­
sents a reasonable basis for challenging the disclosure
in view of the record as a whole, a 35 U.S.C. 112, first
paragraph rejection in a computer system or computer
programming application will not be sustained on
appeal.See In re Naquin, supra, and In re Morehouse,
545 F.2d 162, 165-66, 192 USPQ 29, 32 (CCPA
1976).

While no specific universally applicable rule exists
for recognizing an insufficiently disclosed application
involving computer programs, an examining guide­
line to generally follow is to challenge the sufficiency
of snch disclosures which fail to include either the
computer program itself or a reasonably detailed
flowchart which delineates the sequence of operations
the program must perform. In programming applica­
tionssoftware disclosure only includes a flowchart, as
the complexity offunctions and the generality ofthe
individual components of the flowchart increase, the
basis for challenging the sufficiency of such a flow­
chart becomes more reasonable because the likelihood
of more than routine experimentation being required
to generate a working program from such a flowchart
also increases.

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 affida­
vits, referencing prior art patents or technical publica­
tions, arguments of counsel, or combinations of these
approaches.

AF'F'IDAVI'f PRAC'fICE (37 CF'R 1.132)

In computer cases, affidavits must be critically ana­
lyzed. Affidavit Practice usuallyinitially involves
analyzing 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 routineer for a particular application,
an examiner may challenge the affidavit. since it
would not be made by a routineer in the art, and there­
fore would not be probative as to the amount of exper­
imentation required. by a routineer in the art to

implement the invention. An affiant having a skill
level or qualifications above that of theroutineer in
the art would require less experimentation to imple­
ment the claimed invention than that for the routineer.
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 invention than that for the routineerin the art.
In either situation, the standard of the routineer in the
art would not have been met.

In colllPuter systems or prograruming cases, the
problems with a given affidavit, which relate to the
sufficiency of .disclosure issue, generally involve affi­
ants submitting few facts to support their conclusions'
or opinions. Some affida~it~ may go so far as to
present conclusions on the ultimate legal question of
sufficiency. In re Brandstadter, 484 F.2d 1395,
179 USPQ 286 (CCPA 1973), illustrates the extent of
the inquiry into the factual basis underlying an affi­
ant's conclusions or opinions. In Brandstadter, the
invention concerued a. stored program controller
(computer) programmed to control the storing,
retrieving, and forwarding of messages in a communi­
cations system. The disclosure c.onsisted of broadly
defined block diagrams of the struct'll"e of the inven­
tionand no flowcharts or program listings of the pro­
grams of the controller. The Court quoted extensively
from the Examiner's Office Actions an.d EXilpriner's
Answer in its opinion where it was apparent that the
Examiner consistently 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. Various 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 "capa­
ble of being programmed" to perform the stated func­
tions 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'<state­
ments as being some evidence on the ultimate legal
question of enablement but concluded that the state­
ments failed in their purpose since' they recited con­
clusions or opinions with few facts to support or
buttress these conclusions'.' With reference to the
lack of a disclosed computer program or even a flow­
chart of the program to control the message switching
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system, the record contained no evidence as to the
number of programmers needed, the number of man­
honrs and the level of skill of the programmers to pro­
duce the program required to practice the invention.

It should be noted also that it is not opinion evi­
dence directed to the 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 dis­
closure alone which can be expected to rebut a prima
facie case of nonenablement. See Hirschfield, 462 F.
Supp. at 143, 200 USPQ at 281. It has also been held
that where an inventor described the problem to be
solved to an affiant, thus enabling the affiant to gener­
ate a computer program to solve the problem, such an
affidavit failed to demonstrate that the application
alone would have taught a person of ordinary skill in
the art how to make and use the claimed invention.
See In re Brown, 477 F.2d at 951, 177 USPQ at 695.
The Court indicated that it was not factually estab­
lished that the applicant did not convey to the affiant
vital and additional information in their several meet­
ings 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 proba­
tive of the level of skill of the routineer in the art as of
the time the applicant filed his application. See In re
Gunn, 537 F.2d at 1128, 190 USPQ at 406. In this
case, each of the affiants stated what was known at the
time he executed the affidavit, and not what was
known at the time the applicant filed his application.

REFERENCING PRIORARTDOCUMENTS

Earlier, it had been discussed that citing in the spec­
ification the commercial availability of an identified
prior art computer system is very pertinent to the issue
of enablement. 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 order to satisfy the enablement
requirement is not sufficient if it is not made cleat 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 intercon­
nected to act in combination to produce the reqnired
results. See In re Forman, 463 F.2d at 1129,
175 USPQ at 16. This analysis would appear to be
less critical where the circnits comprising applicant's

system ate essentially standard components compris­
ing an identified prior art computer system and a stan­
dard device attached thereto.

Prior art patents ate 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, 537 F.2d 535, 538,
190 USPQ 422, 424 (CCPA 1976). An analogous
point was made in In re Gunn, supra, where the court
indicated that patents issued after the filing date of the
applicant's application ate 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 Trademark Office.

Merely citing prior art patents to demonstrate that
the challenged components ate old may not be suffi­
cient proof since, even if each of the enumerated
devices or labelled blocks in a block diagram disclo­
sure were old, per se, this would not make it self-evi­
dent how each would be interconnected to function in
a disclosed complex combination manner. Therefore,
the specification in effect must set forth the integra­
tion of the prior art; otherwise, it is likely that undue
experimentation, or more than routine experimenta­
tion would be required to implement the claimed
invention. See In re Scarbrough, 560 F.2d at 565,
182 USPQ at 301. The court also noted that any cited
patents which ate used by the applicant to demon­
strate that particular box diagram hardware or soft­
wate .components ate old must be analyzed as to
whether such patents ate germane to the instant inven­
tion and as to whether such patents provide better
detail of disclosure as to such components than an
applicant's own disclosure. Also any patent or publi­
cation cited to provide evidence that a particular pro­
gramming technique is well-known in the
programming art does not demonstrate that one
of ordinary skill in the art could make and use corre­
spondingly disclosed programming techniques
unless both programming techniques ate of approxi­
mately the same degree of complexity. See In re
Knowlton, 500 F.2d 566, 572, 183 USPQ 33,
37 (CCPA 1974).

ARGUMENTS OF COUNSEL

Arguments of counsel may be effective in estab­
lishing that an examiner has not properly met his
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or her burden or has otherwise erred ill his or her posi­
tion. In these situations, 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, including 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 questioning the disclosure. See
In re Budnick, 537 Fo2dat 538, 190 USPQ at 424; In
re Schulze, 346 F.2d.600, 145 USPQ 716 (CCPA
1965); In re Cole, 326 F.2d769, 140 USPQ 230
(CCPA 1964). For example, in a case where' the
record consisted substaritially of arguments and opin­
ions of applicant's attorney, the court indicated that
factual affidavits could have provided important evi­
dence on the issue of enablement. See In re Knowlton,
500 F.2d at 572, 183 USPQ at 37; In re Wiseman, 596
F.2d 1019,201 USPQ658 (CCPA 1979).

2107 Guldellnes for Examinationl
of Applications for Compliance
with the 'Utility Requirement

I. INTRODUCTION

The following Guidelines establish, the policies and
procedures to be followed by Office jlersonnel in the
evaluation of any patent application .for compliance
with the utility requirements of 35 U.S.c. 101 and
112. These Guidelines have been promulgated to
assist Office personnel in their review of applications
for compliance with the utility requirement. The
Guidelines do not alter the substantive requirements
of 35 U.S.C. 101 and 112, nor are they designed to
obviate the examiner's review. of applications for
compliance with all other statutory requirements for
patentability. The. Guidelines do not constitute sub­
stantive rulemaking and hence do not have the force
and effect of law. Rejections will be based upon. the
substantive law, and it is these rejections which are
appealable. Consequently, any perceived failure by
Office personnel to follow these Guidelines is neither
appealable nor petitionable.

n. EXAMINATION GUIDELINES FOR THE
UTIL.ITY REQUIREMENT

Office personnel are to adhere to the following
procedures when reviewing patent applications for

compliance with the "useful invention" ("utility")
requirement of 35 U.S.c. 101 and 112, first para­
graph.

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

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

(2) Ensure that the claims define statutory sub­
ject matter (i.e., a process, machine, manufacture;
composition"f matter, or improve I1lent thereof).

(3) If at any time during the examination, it
becomes readily ~pparent that theclaimed invention
has a well-established utility, do not. impose a rejes­
tion bas~d on lack of utility. An invention has a Well,­
establish~?utilityif(i) a perso~ofordinary skill in
the.art would immediately appreciate why the inven­
tion is useful basedon the characteristics of the inven­
tion (e.g.iproperties or applications of a product or
process), 'and (ii) the utility is specific, substantial,
and credible. '.

(B) Review the claims and the sUPjl<)rting Writt~n

description to determine if the applicant has asserted
for the claimed invention any specific and substantial
utility that is credible:

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

(i) A claimed invention must have a spe­
cific and substantial utility. This requirement excludes
"throw-away," "insubstantial," or "nonspecific" .utili­
ties, such as the use of a complex invention as landfill,
as a way .of satisfying the utility requirement of
35 U.S.C. 101.

(ii) Credibility is assessed from the perspec­
tive of one of ordinary skill in the art in view of the
disclosure arid any other evidence of record (e.g., test
data; affidavits or declarations from experts in the art,
patents orprinted publications) that is probative ofthe
applicant's assertions. An applicant need only provide
one credible assertion of specific and substantial util­
ity for each claimed invention to satisfy the ntility
requirement.

(2) If no assertion of specific and substantial
utility for the claimed invention m.ade by the applicant
is credible, and the claimed invention does not have a
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readily apparent well-established ntility, reject the
claim(s) under 35 U.S.C. 101 on the grounds that the
invention as claimed lacks utility. Also reject the
claims under 35 U.S.C. 112, first paragraph, on the
basis that the disclosure fails to teach how to use the
invention as claimed. The 35 U.S.C. 112, first para­
graph, rejection imposed in conjunction with a
35 U.S.c. 101 rejection should incorporate by refer­
ence the grounds of the corresponding 35 U.S.c. 101
rejection.

(3) If the applicant has not asserted any spe­
cific and substantial utility for tl)e claimed invention
and it does not have a readily apparent well-esta.b­
lished utility, impos~ a rejection under 35 U.S.C. 101,
emphasizing that tile applicant has not disclosed a
specific and substantial utility for the invention-, Also
impose a separate rejection under 3? U.S.C. 112,first
paragraph, on the basis that the applicant has not dis­
closed how to use the invention due to the lack of a
specific and substantial utility. The 35 U.S.c.IOI and
112 rejections shift the burden of coming forward
with evidence to the applicant to:

(i) Explicitly identify a specific and sub­
stantial utility for the claimed invention; and

(ii) Provide evidence that one of ordinary
skill in the art would have recognized that the identi­
fied specific and substantial utility was well-estab­
lished at the time of filing. The examiner should
review any subsequently subtnitted evidence of utility
using the criteria outlined above. The examiner
should also ensure that there is an adequate nexus
between the evidence and the properties of the now
claimed subject matter as disclosed in the application
as filed. That is, the applicant has the burden toestab­
lish a probative relation between the subtnitted evi­
dence and the originally disclosed properties of the
claimed invention.

(C) Any rejection based on lack of utility
should include a detailed explanation why the claimed
invention has no specific and substantial credible util­
ity. Whenever possible, the examiner should provide
documentary evidence regardless of publication date
(e.g., scientific .or technical journals, excerpts from
treatises or books, or U.S. or foreign patents) to sup,
port the factual basis for the prima.facie showing of
no specific and substantial credible utility. If docu­
mentary evidence is not available, the examiner
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evidence can be provided that shows that one of ordi­
nary skill in the art would have a legitimate basis to
doubt the credibility of such a statement. Similarly,
Office personnel must accept an opinion from a quali­
fied expert that is based upon relevant facts whose
accuracy is not being questioned; it is improper to dis­
regard the opinion solely because of a disagreement
over the significance or meaning of the facts offered.

Once a prima facie showing of no specific and sub­
stantial credible utility has been properly established,
the applicant bears the burden of rebutting it. The
applicant can do this by amending the claims, by pro­
viding reasoning or arguments, or by providing evi­
dence in the form of a declaration under 37 CFR
1.132 or a patent or a printed publication that rebuts
the basis or logic of the prima facie showing. If the
applicant responds to the prima facie rejection, the
Office personnel should review the original disclo­
sure, any evidence relied upon in establishing the
prima facie showing, any claim amendments, and any
new reasoning or evidence provided by the applicant
in support of an asserted specific and substantial cred­
ible utility. It is essential for Office personnel to rec­
ognize, fully consider andrespond to each substantive
element of any response to a rejection based on lack
of utility. Only where the totality of the record contin­
ues to show that the asserted utility is not specific,
substantial, and credible should a rejection based on
lack of utility be maintained.

If the applicant satisfactorily rebuts a prima facie
rejection based on lack of utility under 35 U.S.C. 101,
withdraw the 35 U.S.C. 101 rejection and the corre­
sponding rejection imposed under 35U.S.C. 112, first
paragraph.

2107.01 General Principles
Governing Utility Rejections

35 U.S.c. i01. inventions patentable
Whoever invents or discovers any new and useful process,

machine, manufacture, or composition of matter, or any new and
useful improvement thereof may obtain a patent therefor, subject
to the conditions and requirements of this title.

See MPEP § 2107 for guidelines for the examina­
tion of applications for compliance with the utility
requirement of 35 U.S.C. 101.

The Office must examine each application to
ensure compliance with the "useful invention" or util­
ity requirement of 35 U.S.C. 101. In discharging this

obligation, however, Office personnel must keep in
mind several general principles that control applica­
tion of the 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 machine, an article of manufacture, a composi­
tion or a process cannot be patented. See Diamond v.
Chakrabarty, 447 U.S. 303, 206 USPQ 193 (1980);
Diamond v. Diehr, 450 U.S. 175,209 USPQ 1 (1981).
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 ­
Article I, Section 8 of the Constitution authorizes
Congress to provide exclusive rights to inventors to
promote the "useful arts." See Carl Zeiss Stiftung v.
Renishaw PLC, 945 F.2d 1173, 20 USPQ2d 1094
(Fed. Cir. 1991). Thus, to satisfy the requirements of
35 U.S.C. 101, an applicant must claim an invention
that is statutory subject matter and must show that the
claimed invention is "useful" for some purpose either
explicitly or implicitly. Application of this latter ele­
ment 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 invention
is "useful." This can occur when an applicant fails to
identify any specific and substantial utility for the
invention or fails to disclose enough information
about the invention to make its usefulness immedi­
ately apparent to those familiar with the technological
field of the invention. 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 and substantial utility for the
invention made by an applicant is not credible.

I. SPECIFIC AND SUBSTANTIALRE­
QUIREMENTS

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

Practical utility is a shorthand way of attributing "real­
world" value to claimed subject matter. In other words,
one skilled in the art can use 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 inven­
tion is believed to be "useful." Because of this, Office
personnel should focus on and be receptive to asser­
tions made by the applicant that an invention is "use­
ful" for a particular reason.

Specific Utility

A "specific utility" is specific to the subject matter
claimed. This contrasts with a general utility that
would be applicable to the broad class of the inven­
tion. Office personnel should distinguish between sit­
uations where an applicant has disclosed a specific
use for or application of the invention and situations
where the applicant merely indicates that the inven­
tion may prove useful without identifying with speci­
ficity why it ~ considered useful. For example,
indicating that a compound may be useful in treating
unspecified disorders, or that the compound has ''use­
ful biological" properties, would not be sufficient to
define a specific utility for the compound. Similarly, a
claim to a polynucleotide whose use is disclosed sim­
ply as a "gene probe" or "chromosome marker"
would not be considered to be specific in the absence
of a disclosure of a specific DNA target. A general

statement of diagnostic utility, such as diagnosing an
unspecified disease, would ordinarily be insufficient
absent a disclosure of what condition can be diag­
nosed. Contrast the situation where an applicant dis­
closes a specific biological activity and reasonably
correlates that activity to a disease condition. Asser­
tions falling within the latter category are sufficient to
identify a specific utility for the invention. Assertions
that fall in the former category are insufficient to
define a specific utility for the invention, especially if
the assertion takes the form of a general statement that
makes it clear that a "useful" invention may arise
from what has been disclosed by the applicant. Knapp
v. Anderson, 477 F.2d 588, 177 USPQ 688 (CCPA
1973).

Substantial Utility

A "substantial utility" defines a "real world" use.
Utilities that require or constitute carrying out further
research to identify or reasonably confirm a "real
world" context of use are not substantial utilities. For
example, both a therapeutic method of treating a
known or newly discovered disease and an assay
method for identifying compounds that themselves
have a "substantial utility" define a "real world" con­
text of use. An assay that measures the presence of a
material wltich has a stated correlation to a predispo­
sition to the onset of a particular disease condition
would also define a "real world" context of use in
identifying potential candidates forpreventive mea­
sures or further monitoring. On the other hand, the
following are examples of situations that require or
constitute carrying out further research to identify or
reasonably confirm a "real world" context of use and,
therefore, do not define "substantial utilities":

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

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

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

(D) A method of making a material that itself has
no specific, substantial, and credible utility; and

(E) A claim to an intermediate product for use in
making a final product that has no specific, substantial
and credible utility.
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Office personnel must be careful not to interpret the
phrase "immediate benefit to the public" or similar
formulations in other cases to meari that products or
services based on the claimed invention must be "cur­
rently available" to the public in order to satisfy the
utility requirement. See, e.g., Brenner v.Manson, 383
U.S. 519, 534c35, 148 USPQ 689, 695 (1966). Rather,
any reasonable use that an applicant has identified for
the invention that can be viewed as providing a public
benefit should be accepted as sufficient, at least with
regard to defining a "substantial" utility.

Research Tools

Some confusion can result when one attempts to
label certain types of inventions as not being capable
of having a specific and substantial utility based on
the setting in which the invention is to be. used. One
example is inventions to be used in a research or labo­
ratory setting. Many research tools such as gas chro­
matographs, screening assays, and nucleotide
sequencing techniques have a clear, specific and
unquestionable utility (e.g., they are useful in analyz­
ing compounds). An assessment that focuses on
whether an invention is useful only in a research set­
ting thus does not address whether the invention is in
fact "useful" in a patent sense. Instead, Office person­
nel must distinguish between inventions that have a
specifically identified substantial utility and inven­
tions whose asserted utility requires further research
to identify or reasonably confirm. Labels such as
"research tool," "intermediate" or "for research pp.r­
poses" are not helpful in determining if an applicant
has identified a specific and substantial utility for the
invention.

II. WHOLLY INOPERATIVE INVENTIONS;
"INCREDffiLE" UTILITY

An invention that is "inoperative" (i.e., it does not
operate to produce the results claimed by the patent
applicant) is not a "useful" invention in the meaning
of the patent law. See, e.g., Newman v. Quigg,
877 F.2d 1575, 1581, 11 USPQ2d 1340, 1345 (Fed.
Cir. 1989); In re Harwood, 390 F.2d 985, 989,
156 USPQ 673, 676 (CCPA 1968) ("An inoperative
invention, of course, does not satisfy the requirement
of 35 U.S.C. 101 that an invention be useful.").How­
ever, as the Federal Circuit .has stated, "[t]o violate
[35 U.S.C.] 101 the claimed device must be totally

incapable of achieviug a useful result." Brooktree
Corp. v. Advanced Micro Devices, Inc., 977 F.2d
1555, 1571,24 USPQ2d 1401, 1412 (Fed. Cir. 1992)
(emphasis added). See also E.I. du Pont De Nemours
and Co. v. Berkley and Co., 620F.2d 1247, 1260 n.l?,
205 USPQ 1, 10 n.1? (8th Cir. 1980) ("A small degree
of utility is sufficient ... The claimed invention must
only be capable of performing some beneficial func­
tion '. . . An invention does not lack utility merely
because the particular embodimentdisclosed in the
patent lacks perfection or performs crudely .': . A
commercially successful product is not required ...
Nor is it essential that the invention accomplish all its
intended functions ... or operate under all conditions
... pattial success being sufficient to demonstratepat­
entable utility ... In short, the defense of non-utility
cannot be sustained without proof of total incapacity."
If an inventioll is only partially successful in achiev­
ing a useful result, a rejection of the claimed invention
as a whole based on a lack of utility is not appropriate.
See In re Brana, 51 F.3d 1560, 34 USPQ2d 1436
(Fed. Cir, 1995); In re Gardner, 475 F.2d 1389,
177 USPQ 396 (CCPA), reh'g denied, 480 F.2d 879
(CCPA 1973); In re Marzocchi, 439 F.2d 220,
169 USPQ 367 (CCPA 1971).

Situations where an invention is found to be "inop­
erative" and therefore lacking in utility are rare, and
rejections maintained solely on this ground bya Fed­
eral court even rarer. In many of these cases, the util­
ity asserted. by the applicant was thought to be
"incredible in the light of the knowledge of the art, or.
factually misleading" when initially considered by the
Office. In re Citron, 325.F.2d 248, 253, 139USPQ
516,520 (CCPA 1963). Other cases suggest that on
initial evaluation, the Office considered the asserted
utility to be inconsistent with known scientific princi­
pies or "speculative at-best" as to whether attributes of
the invention necessary to impart .the asserted utility
were actually present in the invention. In re Sichert,
566 F.2d 1154, 196 USPQ209 (CCPA 1977). How­
ever cast, the underlying finding by the court in these
cases was that, based on the factual record of the case,
it was clear that the invention could not and .did not
work as the inventor claimed it did. Indeed, the use of
many labels 10 describe a single problem (e.g., a false
assertion regarding utility) has ledtosome of thecon­
fusion that exists today with regard to a rejection
based on the "utility" requirement; Examples of such
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cases include: an invention asserted to change the
taste of food using a magnetic field (Fregeau v. Moss­
inghoff, 776 F.2d 1034, 227 USPQ 848 (Fed. Cir.
1985», a perpetual motion machine (Newman v.
Quigg, 877 F.2d 1575, 11 USPQ2d 1340 (Fed. Cir.
1989», a flying machine operating on "flapping or
flutter function" (In re Houghton, 433 F.2d 820,
167 USPQ 687 (CCPA 1970», a "cold fusion" pro­
cess for producing energy (In re Swartz, 232 F.3d 862,
56 USPQ2d 1703, (Fed. Cir. 2000», a method for
increasing the energy output of fossil fuels upon com­
bustion through exposure to a magnetic field (In re
Ruskin, 354 F.2d 395, 148 USPQ 221 (CCPA 1966»,
uncharacterized compositions for curing a wide array
of cancers (In re Citron, 325 F.2d 248, 139 USPQ 516
(CCPA 1963», a method of controlling the aging pro­
cess (In re Eltgroth, 419 F.2d 918, 164 USPQ 221
(CCPA 1970», and a method of restoring hair growth
(In re Ferens, 417 F.2d 1072, 163 USPQ 609 (CCPA
1969». Thus, in view ofthe rare nature of such cases,
Office personnel should not label an asserted utility
"incredible," "speculative" or otherwise unless it is
clear that a rejection based on "lack of utility" is
proper.

1lI. THERAPEUTIC OR PHARMACOLOGI­
CAL UTILITY

Inventions asserted to have utility in the treatment
of human or animal disorders are subject to the same
legal requirements for utility as inventions in any
other field of technology. In re Chilowsky, 229 F.2d
457, 461-2, 108 USPQ 321, 325 (CCPA 1956)
("There appears to be no basis in the statutes or deci­
sions for requiring any more conclusive evidence of
operativeness in one type of case than another. The
character and amount of evidence needed may vary,
depending on whether the alleged operation described
in the application appears to accord with or to contra­
vene established scientific principles or to depend
upon principles alleged but not generally recognized,
but the degree of certainty as to the ultimate 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
understood and conforms to the known laws of phys­
ics and chemistry, operativeness is not questioned,
and no further evidence is required."). As such, phar-

macological or therapeutic inventions that provide
any "immediate 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 F.2d 853, 856, 206 USPQ 881,
883 (CCPA 1980). Office personnel should rely on
Nelson and other cases as.providing general guidance
when evaluating the utility of an invention that is
based on any therapeutic, prophylactic, or pharmaco­
logical activities of that invention.

Courts have repeatedly found that the mere identifi­
cation of a pharmacological activity of a compound
that is relevant to an asserted pharmacological use
provides an "immediate benefit to the public" and
thus satisfies the utility requirement. As the Court of
Customs and Patent Appeals held in Nelson v. Bowler:

Knowledge of the pharmacological activity of any com':'
poundis obviouslybeneficialto thepublic. It is inherently
faster and easier to combat illnesses and alleviate symp­
toms when the medical profession is armed with an arse­
nal of chemicals having known pharmacological
activities. Sinceit is crucial to provideresearchers with an
incentive to disclose pharmacological activities in as
many compounds as possible, we conclude that adequate
proof of any such activity constitutes a showing of practi­
cal utility.

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

In Nelson v. Bowler, the court addressed the practi­
cal utility requirement in the context of an interfer­
ence proceeding. Bowler challenged the patentability
of the invention claimed by Nelson on the basis that
Nelson had failed to sufficiently and persuasively dis­
close in his application a practical utility for the
invention. Nelson had developed and claimed a class
of synthetic prostaglandins modeled on naturally
occurring prostaglandins. Naturally occurring pros­
taglandins are bioactive compounds that, at the time
of Nelson's application, had a recognized value in
pharmacology (e.g., the stimulation of uterine smooth
muscle which resulted in labor induction or abortion,
the ability to raise or lower blood pressure, etc.), To
support the utility he identified in his disclosure, Nel­
son included in his application the results of tests
demonstrating the bioactivity of his new substituted
prostaglandins relative to the bioactivity of naturally
occurring prostaglandins. The court concluded that
Nelson had satisfied the practical utility requirement
in identifying the synthetic prostaglandins as pharma-
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cologicallyactive compounds. In reaching this con­
clusion, the court considered and rejectedarguinents
advanced by Bowler that attacked the evidentiary
basis for Nelson's assertions that the compounds were
pharmacologically active.

In In. re laZIes, 628 F.2d 1322,206 USPQ 885
(CCPA 1980), an inventor claimed protection for
pharmaceutical compositions for treating leukelllia.
The active ingredie~t in the compositio~sw.asa struc­
tural analog to a known anticancer agent. The appli­
cant provided evidence showing that the claimed
analogs had the same general pharmaceutical activity
as the known anticancer .agents. The court reversed
the Board's finding that the asserted pharmaceutical
utility was "incredible," pointing to the evidence that
showed the relevant pharmacological activity.

In Cross v,. Iizuka, 753 F.2d 1040, 224 USPQ 739
(Fed. Cir. 1985), the Federal Circuit affirmed a find­
ing by the Board of Patent Appeals and Interferences
that a pharmacological utility had been disclosed in
the application of one party to an interference pro­
ceeding. The invention that was the subject of the
interference count was a chemical compound used for
treating blood disorders. Cross had challenged the
evidence in Iizuka's specification that supported the
claiined utility. However, the Federal Circuit relied
exteusively on Nelson v. Bowler in finding that
Iizuka's application had sufficiently disclosed a phar­
macological utility for the compounds. It distin­
guished the case from cases where only a generalized
"nebulous" expression, such as "biological proper­
ties," had been disclosed in a specificatiori. Such
statements, the court held, "convey little explicitindi­
cation regarding the utility of'a compound." Cross,
753 F.2d at 1048, 224USPQ at 745 (citing In reKirk,
376 F.2d 936,941,153 USPQ 48,52 (CCPA 1967».

Similarlycourts have found utility for therapeutic
inventions despite the fact that an applicant is. at a
very early stage in the development of a pharmaceuti­
cal product or therapeutic regimen basedon aclaiined

.pharmacological or bioactive compound or composi­
tion. The Federal Circuit, inqross y. Iizuka, 753 F.2d
1040, 1051,224 USPQ 739, 747-48 (Fed. Cir. 1985),
commented ou the significance of data from in vitro
testing that showed pharmacological activity:'

We perceive no insurmountable difficulty, under appropri­
ate circumstances,. in finding that the. first .link :in :the

screening chain, in vitro testingmay 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 _potentcom­
pound~" ,there?y providing an imme~ate,b~nefit to the
public, :~alogous to the benefit provided by the, showing
of an in vivo utility.

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

FDA approval, however, is'nota prerequisite for'finding a
compound useful within "the"meaning of the' patent laws.
Scott [v. Finney], 34 E3dJ058, 1063,32 USPQ2d1115,
1120 [(Fed.Cir. 1994)]. Usefulness in.patent law- andin
particular; in the contextof pharmaceutical, inventions,
necessarily i~cludes the e~pectation of further research
and development.-The stage at which an invention in this
field becomes useful is well before it is ready to be admin­
istered to humans. Were we to require Phase Iltesting in
order to prove, utility, the associated costs would prevent
many companies from obtaining-patentprotection on
promising new inventions,therebyelinti~atingan incen­
tive to pursue, through research and d~~elopmemt, poten­
tial 'cures in many crucial areas such 'as the treatment of
cancer.

In re Brana; 51 F.3d 1560, 34 USPQ2d 1436 (Fed.
Cir. 1995). Accordingly, Office personnel should not
construe-Sf U.S.C. 101, under the logic of"practical"
utility or otherwise, to require that an applicant dern­
onstratethat a therapeutic agent based on a claiined
invention is a safe or fully effective-drug for humans;
See, e.g., IIlN Sichert, 566F.2d 1154, 196 USPQ 209
(CCPA 1977);111 reHartop; 311 F.2d249, 135 USPQ
419 (CCPA 1962); In re Anthony, 414 F.2d 1383,
162 USPQ 594 (CCPA1969); In re Watson, 517 F.2d
465, 186USPQ U(CCPA 1975).

These general principles are. equally applicable to
situations where. an applic~nt has claimed a pr()cess
fortreating a human or animal disorder. In such cases,
the asserted utility is usually clear - the invention is
asserted to.be useful in treating the particular disorder.
If the asserted utility is credible, there is 110 basis to
challenge such a claim on the basis that.it lacks utility
under 35 U.S.C. 101.

See MPEP § 2107.03 for special considerationsfor
asserted therapeutic or pharmacological utilities.
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IV. 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
deficiency under 35tJS.C. 112, first paragraph. See
In re Brana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed.
Cir. 1995); In re folies, 628 F.2d 1322, 1326 n.lO, 206
USPQ 885, 889 n.l1 (CCPA 1980); In re Fouche, 439
F.2d 1237, 1243, 169 USPQ 429, 434 (CCPA 1971)
("Ifsuch compositions are in fact useless, appellant's
specification cannot have taught how to use them.").
Courts have also cast the 35 U.S.c. 101135 U.S.C. 112
relationship such that 35 U.S.c. 112 presupposes
compliance with 35 U.S.C.IOl. SeeIn reZiegler,992
F.2d 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.S.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 mat­
ter of law to enable one of ordinary skill in the art to
use the invention under 35 U.S.C. § 112."); In re Kirk,
376 F.2d 936, 942, 153 USPQ 48, 53 (CCPA 1967)
("Necessarily, compliance with § 112 requires a
description of how to nse presently useful inventions,
otherwise an applicant would anomalously be
required to teach how to use a useless invention.").
For example, the Federal Circuit noted, "[0]bviously,
if a claimedinvention does not have utility, the speci­
fication cannot enable one to use it." In ere Brana,
51 F.3d 1560, 34 USPQ2d 1436 (Fed. Cir. 1995). As
such, a rejection properly imposed under 35 U.S.C.
101 should be accompanied with a rejection under 35
D.S.C. 112, first paragraph. It is equally dear that a
rejection based on "lack of utility," whether grounded
upon 35 U.S.C101 or 35 U.S.C.112, first paragraph,
rests on the same basis (i.e., the asserted utility is not
credible). To avoid confusion, any rejection that is
imposed on the basis of 35 U.S.c. 101 should be
accompanied by a rejection based on35U.S:C. 112,
first paragraph. The 35U.S.C. 112, first paragraph,
rejection should be set out as a separate rejection that
incorporates by reference the factual basis and conclu­
sions set forth in the 35 U.S.c. 101 rejection, 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 beable 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. J12, first paragraph, rejection should not be
imposed or maintained unless an appropriate basis
exists for imposing a rejection WIder 35 U.S.C. 101.
In other 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 rejec­
tion is proper. In particular, the factual showing
needed to impose a rejection under 35 U.S.c. 101
must be providedif a rejection under 35 U.S.c. 112,
first paragraph, is to be imposed on "lack of utility"
grounds.

It is important torecognize that 35 U.S.c. 112, first
paragraph, addresses matters other than those related
to the question of whether or not an invention lacks
utility. These matters include whether the claims are
fully supported by .the disclosure (In re Vaeck,
947 F.2d 488, 495, 20 USPQ2d 1438, 1444 (Fed. Cir.
1991)), whether the applicant has provided an
enabling disclosure of the claimed subject matter (In
re Wright, 999 F.2d 1557, 1561-1562, 27 USPQ2d
1510, 1513 (Fed. Cir. 1993)), whether the applicant
has provided an adequate written description of the
invention and whether the applicant has disclosed the
best mode of practicing the claimed invention (Chem­
cast Corp. v. Arco Indus. Corp., 913 F.2d 923, 927­
928, 16 USPQ2d 1033, 1036-1037 (Fed. Cir. 1990)).
See also Transco Products Inc. v. Performance Con­
tracting Inc., 38 F.3d 551,32 USPQ2d 1077 (Fed. Cir.
1994); Glaxo Inc. v. Novopharm Ltd. 52 F.3d 1043,
34 USPQ2d 1565 (Fed. Cir-. 1995). The fact that an
applicant has disclosed a specific utility for an inven­
tion and provided a credible basis supporting that spe­
cific utility does not provide a basis for concluding
that the claims comply with all the reqnirements of
35 U.S.C. 112, first paragraph. For example, if an
applicant has claimed a process of treating a certain
disease condition with a certain compound and pro­
vided 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 confu­
sion during examination, any rejection under
35 U.S.c. 112, first paragraph, based on grounds
other than "lack of utility" should be imposed sepa­
rately from any rejection imposed due to "lack of util-
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ity" under 35 U.S.C. 101 and 35 U.S.C. 112, first
paragraph.

2107.02 Procedural Considerations
Related to Rejections for
Lack of Utility

I. THE CLAIMED INVENTION IS THE FO­
CUS OF THE UTILITY REQUIREMENT

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

It is common and sensible for an applicant to iden­
tify several specific utilities for an invention, particu­
larly where the invention is a product (e.g., a machine,
an article of manufacture or a composition of matter).
However, regardless of the category of invention that
is claimed (e.g., product or process), an applicant
need only make one credible assertion of specific util­
ity for the claimed invention to satisfy 35 U.S.C. 101
and 35 U.S.C. 112; additional statements of utility,
even if not "credible," do not render the claimed
invention lacking in utility. See, e.g., Raytheon v.
Roper, 724 F.2d 951, 958, 220 USPQ 592, 598 (Fed.
Cir. 1983), cert. denied, 469 U.S. 835 (1984) ("When
a properly claimed invention meets at least one stated
objective, utility under 35 U.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
useful for the other purposes 'indicated' in the specifi­
cation as possibly useful."); In re Malachowski,
530 F.2d 1402, 189 USPQ 432 (CCPA 1976); Hoff­
man 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
fora lack of utility rejection under 35 U.S.c. 101 or
35 U.S.C. 112. Tol-O-Matic, Inc. v. Proma Produkt­
Und Mktg. Gesellschaft m.b.h., 945 F.2d 1546, 1553,
20 USPQ2d. 1332, 1338 (Fed. Cir. 1991) (It is not
required that a particular characteristic set forth in the
prosecution history be achieved in order to satisfy
35 U.S.C. 101.). An applicant may include statements
in the specification whose technical accuracy cannot
be easily confirmed if those statements are not .neces­
sary to support the patentability of an invention with
regard to any statutory basis. Thus, the Office should
not require an applicant to strike nonessential state­
ments relating to utility from a patent disclosure,
regardless of the technical accuracy of the .statement
or assertion it presents. Office personnel should also
be especially careful not to read into a claim
unclaimed results, limitations or embodiments of an
invention. See Carl Zeiss Stiftung v. Renishaw PLC,
945 F.2d 1173,20 USPQ2d 1094 (Fed. Cir, 1991); In
re Krimmel, 292 F.2d 948, 130 USPQ 215.(CCPA
1961). Doing so can inappropriately change the rela­
tionship of an asserted utility to the claimed invention
and raise issues not relevant to examination of that
claim.

II. IS THERE AN ASSERTED OR WELL-ES-
TABLISHED UTILITY FOR THE
CLAIMED INVENTION?

Upon .initial examination, the examiner should
review the specification to determine if there are
any statements asserting that the claimed invention is
useful for any particular purpose. A complete disclo­
sure should include a statement which identifies a
specific and substantial utility for the invention.
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A; An Asserted-Utility Must Be Specific and
Substantial

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

Except where an invention has a well-established
utility, the failure of .an applicant to specifically iden­
tify why all 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
applicant has failed to identify a "specific and sub­
stantial utility" for the claimed invention. For exam­
ple, a statement that a composition has an unspecified
"biological activity" Or thatdoes not explain why a
composition with that activity is believed to be useful
fails to set forth a "specific and substantial utility."
Brenner v. Manson, 383 US 519, 148 USPQ 689
(1966) (general assertion of similarities to known
compounds known to be useful without sufficient cor­
responding explanation Why claimed compounds are
believed to be similarly useful insufficient under
35 U.S.C. 101); In re Ziegler, 992 F.2d 1197, 1201,
26 USPQ2d 1600, 1604 (Fed. Cir. 1993) (disclosure
that composition is "plastic-like" arid can form
"films" not sufficient to identify specific arid substan­
tial utility for invention); In re Kirk, 376 F.2d 936, 153
USPQ 48 (CCPA 1967) (indication that compound is
"biologically active" or has "biological properties"
insufficient stariding alone). See also In re loly, 376
F.2d 906, 153 USPQ 45 (CCPA· 1967); Kawai v.
Metlesics, 480 F.2d 880, 890, 178 USPQ 158, 165
(CCPA 1973) (contrasting description of invention as
sedative which did suggest specific utility to general
suggestion of "pharmacological effects On the central
nervous system" which did not). In contrast, a disclo­
sure that identifies a particular biological activity of a
compound and explains how that activity can be uti­
lized in a particular therapeutic application of the
compound does contain an assertion of specific and
substantial utility for the invention.

Situations where an applicant either fails to indicate
why an invention is considered useful,or where the

applicant 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 and substantial utility of the invention, or
who incompletely describes that utility, may encoun­
ter problems with respect to the best mode require­
ment of 35U.S.C. 112, first paragraph.

B. No Statement of Utilityfor the Claimed Inven­
tion in the Specification Does Not Per Se Ne­
gate Utility

Occasionally, an applicant will not explicitly state
in the specification.or otherwise assert a specific and
substantial utility for the claimed invention. If no
statements can be found asserting a specific and sub­
stantial utility for the claimed invention in the specifi­
cation, Office personnel should determine if the
claimed invention has a well-established utility. An
invention has a well-established utility if (i) a person
of ordinary skill in the art would immediately appreci­
ate why the invention is useful based on the character­
istics ofthe invention (e.g., properties or applications
of a product or process), and (ii) the utility is specific,
substantial, .andcredible. If an invention has a well­
established utility, rejections under 35 U.S.c. 101 and
35 U.S.c. 112, first paragraph, based on lack of utility
should not beimposed. In re Folkers, 344 F.2d 970,
145 USPQ390 (CCPA 1965). For example, if an
application teaches thecloning and characterization of
the nucleotide sequence of a well-known protein such
as insulin, and those skilled in the art at the time of fil­
ing knew that insulin had a well-established use, it
would be improper to reject the claimed invention as
lacking utility solely because of the omitted statement
of specific and substantial utility.

If a person of ordinary skill would not immediately
recognize a specific and substantial utility for the
claimed invention (i.e., why it would be useful) based
on the characteristics of the invention or statements
made by the applicant, the examiner should reject the
application under 35 U.S.c. 101 and under 35 U.S.c.
112, first paragraph, as failing to identify a specific
and substantial utility for the claimed invention. The
rejection should clearly indicate that the basis of the
rejection is that the application fails to identify a spe­
cificand substantial utility for the invention. The
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rejection should also specify that the applicant must
reply by indicating why the invention is believed use­
ful and where support for any subsequently asserted
utility can be found in the specification as filed. See
MPEP § 2701.

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

III. EVALUATING THE CREDffiILITY OF AN
ASSERTED UTILITY

A. An Asserted Utility Creates a Presumption of
Utility

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

As a matter of Patent Office practice, a specification
which contains a disclosure of utility which corresponds
in scope. to the subject matter sought to be patented must
be taken as sufficient to 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.

In re Langer, 503 F.2d at 1391, 183 USPQ at 297
(emphasis in original). The "Langer" test for utility
has been used by both the Federal Circuit and the
Court of Customs and Patent Appeals in evaluation of
rejections under 35U.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 explicitly
adopted the Court of Customs and Patent Appeals's
formulation of the "Langer" standard for 35 U.S.C.
112, first paragraph rejections, as it was expressed in a
slightly reworded format in In re Marzocchs, 439 F.2d
220,223, 169 USPQ 367,369 (CCPA 1971), namely:

[A] specification disclosure which contains a teaching of
the manner and process of making and using the invention

in terms which correspond in scope to those used in
describing and. defining •. the subject matter sought to be
patentedmust be taken as in compliance with the enabling
requirement of the ~rst paragraph of ,§ 112 unless there is
reason to doubt the objective truth of the statements con­
tained therein which must be relied 'on for enabling sup­
port. (emphasis added).

Thus, Langer and subsequent cases direct the
Office topresume that a statement of utility made by
an applicant is true. See In re Langer, 503 F.2d at
1391, 183 USPQ at 297; In re Malachowski, 530 F.2d
1402, 1404, 189 liSPQ432, 435 (CCPA 1976); In re
Brana, 51 F,3d 1560, 34USPQ2d 1436 (Fed. Cir.
1995). For obvious reasons of efficiency and in defer­
ence to an applicant's understanding of his or her
invention, when a statement of utility 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.,
believable based on the record or the nature of the
invention), a rejection based on "lack of utility" is not
appropriate. Clearly, Office personnel should not
begin an evaluation of utility by assuming that an
asserted utility is likely to be false, based on the tech­
nical field of the invention or for other general rea­
sons.

Compliance with 35 U.S.C. 101 is a question of
fact. Raytheon v. Roper, 724 F.2d951; 956, 220
USPQ 592, 596 (Fed. Cir. 1983) cert. denied, 469
U.S. 835 (1984). Thus, to overcome the presumption
of truth that an assertion of utility by the applicant
enjoys, Office personnel must establish that it is more
likely than not that one of ordinary skill in the art
would doubt (i.e., "question") the truth of the state­
ment of utility. The evidentiary standard to be used
throughout ex parte examination in setting forth a
rejection is a preponderance of the totality of the evi­
dence under consideration. In re Oetiker, 977 F.2d
1443, 1445, 24 USPQ2d 1443, 1444 (Fed. Cir. 1992)
("After evidence or argument is submitted by the
applicant in response, patentability is determined on
the totality of the record, by a preponderance of evi­
dence with due consideration to persuasiveness of
argument"); In re Corkill, 771 F.2d 1496, 1500,
226 USPQ 1005, 1008 (Fed. Cir. 1985). A preponder-
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ance of the evidence exists when it suggests that it is
more likely than not that the 'assertion in question is
true. Herman v. Huddleston, 459 U.S. 375, 390
(1983). To do this, Office personnel must provide evi­
dence sufficient to show that the statement of asserted
utility would be considered "false" by a person of
ordinary skill in the art. Of course, a person of ordi­
nary skill must have the benefit of both facts and rea­
soning in order to assess the truth of a statement. This
meansthatif the applicant has presented facts that
support the reasoning used in asserting a utility,
Office personnel must present countervailing facts
and reasoning sufficient to establish that a person of
ordinary skill would not believe the applicant's asser­
tion of utility. In re Brana, 51 F.3d 1560, 34 USPQ2d
1436 (Fed. Cir. 1995). The initial evidentiary standard
used duriug evaluation of this questiouis a prepouder­
ance of the evidence (i.e., the totality of facts and rea­
soningsuggestthat it is more likely than not that the
statement of the applicant is false).

B. When Is an Asserted Utility Not Credible?

Where an applicant has specifically assertedthat an
invention has a particular utility, that assertion cannot
simply be dismissed by Office personnel as being
"wrong," even when there may be reason to believe
that the assertion is not entirely accurate. Rather,
Office personnel must determine if the assertion of
utility is credible (i.e., whether the assertion of utility
is believable to a person of ordinary skill in the art
based on the totality of evidence and reasoning pro­
vided). An assertion is credible unless (A) the logic
underlying the assertion is seriously flawed, or (B) the
facts upon which the assertionis based are inconsis­
tent with the logic underlying the assertion. Credibil­
ity as used in this context refers to the reliability of the
statement based on the logic and facts that are offered
by the applicant to support the assertion of utility.

One situation where an assertion of utility would
not be considered credible is where a person of ordi­
nary skill would consider the assertion to be "incredi­
ble in view of 'contemporary knowledge" and where
nothing offered by the applicant would counter what
contemporary knowledge might otherwise suggest.
Office personnel should be careful, however, uot to
label certain types of inventions as "incredible" or
"speculative" as such labels do not provide the correct
focus for the evaluation of an assertion of utility.

"Incredible utility" is a conclusion, not a starting point
for analysis under 35 U.S.C. 101. A conclusion that
an asserted utility is incredible can be reached only
after the Office has evaluated both the assertion of the
applicant regarding utility and any evidentiary basis
of that assertion. The Office should be particularly
careful not to start with a presumption that an asserted
utility is, per se,"incredible" and then proceed to base
a rejection under 35 U.S.c. 101 on that presumption.

Rejections under 35 U.S.c. 101 have been rarely
sustained by federal courts. Generally speaking, in
these rare cases, the 35 U.S.C. 101 rejection was sus­
tained either 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 contempo­
raryknowledge in the art. In re Gazave, 379 F.2d 973,
978, 154 USPQ 92, 96 (CCPA 1967). Special care
therefore should be taken when assessing the credibil­
ity 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
asserted utility under 35 U.S.C. 101.

IV. INITIAL BURDEN IS ON THE OFFICE
TO ESTABLISH A PRIMA FACIE CASE
AND PROVIDE EVIDENTIARY SUPPORT
THEREOF

To properly reject a claimed invention under
35U.S.C. 101, the Office must (A) make a prima
facie showing that the claimed invention lacks utility,
and (E) provide a sufficient evidentiary basis for fac­
tual assumptions relied upon in establishing theprima
facie showing. In te Gaubert, 524 F.2d 1222,1224,
187 USPQ 664, 666 (CCPA 1975) ("Accordingly, the
PTO must do more than merely question operability ­
it must set forth factual reasons which would lead one
skilled in the art to question the objective truth ofthe
statement of operability."). If the Office
cannot develop a proper prima facie case andprovide
evidentiary support for a rejection under 35 U.S.C.
101, a rejection on this ground should not be imposed.
See, e.g., In re Oetiker, 977 F.2d 1443, 1445,
24 USPQ2d 1443, 1444 (Fed.. Cir. 1992) ("[T]he
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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.... If examination at the initial
stage does not produce aprimafacie case of unpatent­
ability, then without more the applicant is entitled to
grant of the patent,"). See also Fregeau v. Mossing­
hoff, 776 F.2d 1034,227 USPQ 848 (Fed. Cir. 1985)
(applying prima facie case law to 35 U.S.C. 101);
In re Piasecki, 745 F.2d 1468, 223 USPQ 785 (Fed.
Cir. 1984).

The prima facie showing must be set forth in a
well-reasoned statement. Any rejection based on lack
of utility should include a detailed explanation why
the claimed invention has no specific and substantial
credible utility. Whenever possible, the examiner
should provide documentary evidence regardless of
publication date (e.g., scientific or technical journals,
excerpts from treatises or books, or U.S. or foreign
patents) to support the factual basis for the prima
facie showing of no specific and substantial credible
utility. If documentary evidence is not available, the
examiner should specifically explain the scientific
basis for his or her factual conclusions.

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

(A) An explanation that clearly sets forth the rea­
soning used in concluding that the asserted utility for
the claimed invention is neither both specific and sub­
stantial nor well-established;

(B) Support for factual findings relied upon in
reaching this conclnsion; and

(C) An evaluation of all relevant evidence of
record, including utilities taught in the closest prior
art.

Where the asserted specific and substantial utility is
not credible, a prima facie showing of no specific and
substantial credible utility must establish that it is
more likely than not that a person skilled in the art
would not consider credible any specific and substan­
tial utility asserted by the applicant for the claimed

invention. The prima facie showing must contain the
following elements:

(A) An explanation that clearly sets forth the rea­
soning used in concluding that the asserted specific
and substantial utility is not credible;

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

(C) An evaluation of all relevant evidence of
record, including utilities taught in the closest prior
art.

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

It is imperative that Office personnel use specifity
in setting forth and initial rejection under 35 U.S.C.
101 and support any factual conclusions made in the
prima facie showing.

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

V. EVIDENTIARY REQUESTS BY AN EX·
AMINER TO SUPPORT AN ASSERTED
UTILITY

In appropriate situations the Office may require an
applicant to substantiate an asserted utility for a
claimed invention. See In re Pottier, 376 F.2d 328,
330, 153.USPQ 407, 408 (CCPA 1967) ("When the
operativeness of any process would be deemed
unlikely by one of ordinary skill in the art, it is not
improper for the examiner to call for evidence of
operativeness,"), See also In re Jolles, 628 F.2d 1322,
1327,206 USPQ 885, 890 (CCPA 1980); In re Citron,
325 F.2d 248, 139 USPQ 516 (CCPA 1963); In re
Novak, 306 F.2d 924, 928, 134 USPQ 335, 337
(CCPA1962). In In re Citron, the court 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
able proof." 325 F.2d at 253, 139 USPQ at 520. The
court approved of the board's decision which affirmed
the rejection under 35 U.S.c. 101 "in view of the art
knowledge of the lack of a cure for Cancer and the
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absence of any clinical data to substantiate the allega­
tion." 325 F.2d at 252, 139 USPQ at 519 (emphasis in
original). The court thus established a higher burden
on the applicant where the statement of use is iucredi­
ble or misleading. In such a case, the examiner should
challenge the use and require sufficient evidence of
operativeness. The purpose of this authority is to
enable an applicant to cure an otherwise defective fac­
tual basis for the operability of au invention. Because
this is a curative authority (e.g., evidence is requested
to enable an applicant to support an assertion that is
inconsistent with the facts of record in the applica­
tion), Office personnel should indicate not only why
the factual record is defective in relation to the asser­
tions of the applicant, but also, where appropriate,
what type of evidentiary showing can be provided 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 utility is uot consistent With the evidence of
record and current scientific knowledge). As the Fed­
eral Circuit recently noted, "[0[nly after the PTO pro­
vides evidence showing that one of ordinary skill in
the art would reasonably doubt the asserted utility
does theburdenshift to the applicant to.provide rebut­
tal evidence sufficient to convince such a person of
the invention's asserted utility." In re Brana, 51 F.3d
1560, 34USPQ2d 1436 (Fed. Cir. 1995) (citing In re
Bundy, 642 F.2d430, 433, 209 USPQ 48, 51 (CCPA
1981». In Brana, the court pointed outthat the pur­
pose of treating cancer with chemical compounds
does not suggest, per se, an incredible utility. Where
the prior art disclosed "structurally similar com­
pounds to those claimed by applicants which have
been proven in vivo to be effective as chemotherapeu­
tic agents against various tumor models ..., one
skilled in the art would be without basis to reasonably
doubt applicants' asserted utility on its face." 51 F.3d
at 1566, 34 USPQ2d at 1441. As courts have stated,
"it is clearly improper for the examiner to make a
demand for further test data, which as evidence would
be essentially redundant and wonld seem to serve for
nothing except perhaps to unduly burden the appli­
cant." In re Isaacs, 347 F.2d 887, 890, 146USPQ 193,
196 (CCPA 1965).

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

If a rejection under 35 U.S.c. 101 has been prop­
erly 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 show­
ing. In re Oetiker, 977 F.2d 1443, 1445, 24 USPQ2d
1443, 1444 (Fed. Cir. 1992) ("The examiner bears the
initial burden, on review of the prior art or on any
other ground, of presenting a prima facie case of
unpatentability. If that burden is met, the burden of
corning forward with evidence or argument shifts to
the applicant. .. After evidence or argument is sub­
mitted by the applicant in response, patentability is
detertuined on the totality of the record, by a prepon­
derance of evidence with due consideration to persua­
siveness of argument."). An applicant can do this
using any combination of the following: amendments
to the claims, arguments or reasoning, or new evi­
dence submitted in an affidavit or declaration under
37 CFR 1.132, or in a printed publication. New evi­
dence provided by an applicant must be relevant to
the issues raised in the rejection. For example, decla­
rations in which conclusions are set forth without
establishing a nexus between those conclusions and
the supporting evidence, or which merely express
opinions, may be of limited probative value with
regard to rebutting a prima facie case. In re Grunwell,
609 F.2d 486, 203 USPQ 1055 (CCPA 1979); In re
Buchner, 929 F.2d 660, 18 USPQ2d 1331 (Fed. Cir.
1991). See MPEP § 716.01(a) through § 716.01(c).

If the applicant responds to the prima facie rejec­
tion, Office personnel should review the original dis­
closure, any evidence relied upon in establishing the
prima facie showing, any claim amendments, and any
new reasoning or evidence provided by the applicant
in support of an asserted specific and substantial cred­
ible utility. It is essential for Office personnel to rec­
ognize, fully consider and respond to each substantive
element of any response to a rejection based on lack
of utility. Only where the totality of the record contin­
ues to show that the asserted utility is not specific,
substantial, and credible should a rejection based on
lackof utility be maintained. If the record as a whole
would make it more likely than not that the asserted
utility for the claimed invention would be considered
credible by a person of ordinary skill in the art, the
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Office personnel should be particularly careful in their
review of evidence provided in support of an asserted.
therapeutic or pharmacological utility.

Courts have routinely found evidence of structural
similarity to a compound known to have a particular
therapeutic or pharmacological utility as being sup­
portive of an assertion of therapeutic utility for a new
compound. .In In re Jolles, 628 F.2d 1322, 206 USPQ
885 (CCPA 1980), the claimed compounds were
found to have utility based on a finding of a close
structural relationship to daunorubicin and doxorubi­
cin and shared pharmacological activity with those
compounds, both of which were known to be useful in
cancer chemotherapy..The evidence of close structural
similarity with the known compounds was presented
in conjunction with evidence demonstrating substan­
tial activity of the claimed compounds in animals cus­
tomarily employed for screening anticancer agents.

As a general matter, evidence of pharmacological
or other biological activity of a compound will be rel­
evant to an asserted therapeutic use if there is a rea­
sonable correlation between the activity in question
and the asserted utility. Cross v. Iizuka, 753 F.2d 1040,
224 USPQ 739 (Fed. Cir. 1985); In re lolles, 628 F.2d
1322,206 USPQ885 (CCPA 1980); Nelson v. Bowler,
626 F.2d 853, 206 USPQ 881 (CCPA 1980). An appli­
cant can establish this reasonable correlation by rely­
ing on statistically relevant data documenting the
activity of a compound or composition, arguments or
reasoning, documentary evidence (e.g., articles in sci­
entific journals), or any combination thereof. The
applicant does not have to prove that a correlation
exists between a particular activity and an asserted
therapeutic use of a compound as a matter of statisti­
cal 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 repeat­
edly held, all that is required is a reasonable correla­
tion between the activity and the asserted use. Nelson
v. Bowler, 626 F.2d 853, 857, 206 USPQ 881, 884
(CCPA 1980).

II. STRUCTURAL SIMILARITY TO COM·
POUNDS WITH ESTABLISHED UTILITY'

Office cannot maintain the rejection. In re Rinehart,
531 F.2d 1048, 1052, 189 USPQ 143, 147 (CCPA
1976).

VII. EVALUATION OF EVIDENCE RELATED
TO UTILITY

There is no predetermined amount or character of
evidence that must be provided by an applicant to
support an asserted utility, therapeutic or otherwise,
Rather, the character and amount of evidence needed
to support an asserted utility will vary depending on
what is claimed (Ex parte Ferguson, 117 USPQ 229
(Bd. App. 1957», and whether the asserted utility
appears to contravene established scientific principles
and beliefs. In re Gazave, 379 F.2d 973, 978,
154 USPQ 92, 96 (CCPA 1967); In re Chilowsky,
229 F.2d 457, 462,108 USPQ 321, 325 (CCPA 1956).
Fnrthermore, 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 F.2d 974,978,144 USPQ 351, 354 (CCPA 1965).
Nor must an applicant provide evidence such that it
establishes an asserted utility as a matter of statistical
certainty, Nelson v. Bowler, 626 F.2d 853, 856-57,
206 USPQ 881, 883-84 (CCPA 1980) (reversing the
Board and rejecting Bowler's arguments that the 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 Rey-Bellet v. Englehardt, 493 F.2d
1380, 181 USPQ 453 (CCPA1974) (data from animal
testing is relevant to asserted human therapeutic util­
ity if there is a "satisfactory correlation between the
effect on the animal 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 conclude that the asserted utility .is
more likely than not true,

2107.03 Special Considerations for
Asserted Therapeutic or
Pharmacological Utilities

The Federal courts have consistently reversed
rejections by the Office asserting a lack of utility for
iuventions claiming a pharmacological or therapeutic
utility where an applicant has provided evidence that
reasonably supports such a. utility. In view of this,

I. A REASONABLE.. CORRELATION BE·
TWEEN THE EVIDENCE AND THE AS­
SERTED UTILITY IS SUFFICIENT
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Such evideuce should be given appropriate Weightin
determiniug whether oue skilled in the art would find
the asserted utility credible. Office personuel should
evaluate uot only the existellce of the. structural rela­
tionship, butalso the reasoning used by the applicant
Ora declaraIlt to explain why thatstructural similarity
is believed to be relevant to the applicant's assertion
of utility.

III. DATA FROM IN VITRO OR ANIMAL
TESTING IS GENERALLY SUFFICffiNT
TO SUPPORT THERAPEUTIC UTILITY

If reasonablY~orrelatedto the particular therapeutic
or pharmacological utility, data geueratedusiug in
vitro assays, or from testing in an animal model or a
combination thereof almost invariably will be suffi­
cient to establish therapeutic or pharmacologicalutil­
ity for a compound, composition or process. A
cursory review of cas"s involving therapeutic inven­
tions where 35 U.S.c. 101 was the dispositive issue
illustrates the fact that the Federal courts are not par­
ticularly receptive to rejections under 35 U.S.C -, 101
based on inoperability. Most striking is the fact that in
those cases where an applicant supplied a reasonable
evidentiary showing supporting an asserted therapeu­
tic utility, almost uniformly the 35 U.S.C. IOl-based
rejection ",as reversed. See, e.g., In re Brana, 51F.3d
1560,34 USPQ 1436 (Fed.Crr. 1995); Cross v.Iizuka,
753 F.2d 1040, 224 USPQ 739 (Fed. Cir. 1985); In re
Jolles, 628 F.2d 1322,206 USPQ 885 (CCPA 1980);
Nelsonv. Rowler,626 F.2d853, 856, 206 USPQ 881,
883 (CCPA 1980); In reMalachowski, 530 F.2dI402,
189 USPQ 432 (CePA 1976); In re Gaubert, 530 F.2d
1402,189 USPQ432 (CCPA 1975); In re -Garave.
379 F.2d 973, 154 USPQ 92 (CCPA 1967); In reHar­
top, 311 F.2d 249, 135 USPQ419 (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
iuoperative was a 35 U.S.C. 101 rejection affirmed
by the court. In re Citron, 325 F.2d 248, 253, 139
USPQ 516, 520 (CCPA 1963) (therapeutic utility for
au uncharacterized biological extract uot supported or
scientifically credible); In re Buting, 418 F.2d 540,
543, 163 USPQ 689, 690 (CCPAI969) (record did
not establish a credible basis for the assertion that the
siugle class of compounds in questiou would be use-

fuliu treating disparatetypes of cancers); In re Novak,
306 F.2d924, 134 USPQ 335 (CCPA 1962) (claimed
compounds did not have capacity to effect physiologi­
cal activity upon which utility claim based). Contrast,
however, In re Ruting to In re Gardner, 475 F.2d
1389, 177 USPQ 396 (CCPA 1913), reh'g denied,
480 F.2d 879 (CCPA 1973), in which the court held
that utility for a genus was found to be supported
through' a showing of Iltility for one species. In no
case has a Federal court required an applicant to sup,
port an asserted 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
utility, and an explanation of why that data supports
the .asserted utility, the Office will determine if the
data and the explanation would be viewed by one
skilled inthe art as being reasonably predictive of the
asserted utility. See, e.g., Ex parte Maas, 9 USPQ2d
1746 (Bd. Pat. App.&.Inter. 1987); Ex parte
Balzarini, 21 USPQ2d 1892 (Bd. Pat. App. & Inter.
1991). Office personnel must becareful to evaluate all
factors that might influence the conclusions of a per­
son of. ordinary skill in the art as to this question,
including the test parameters, choice of animal, rela­
tionship of the activity to the particular disorder to be
treated, characteristics of the compound or composi­
tion,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. Ifthe data sup­
plied is consistent with the asserted utility, the Office
cannot maintain a rejection under 35 U.S.C. 101.

Evidence does not have to be in the form of data
from an art-recognized animal model for the particu­
lardisease or disease COndition to which the asserted
utility relates. Data from any test that the applicant
reasonably correlates to the asserted utility should be
evaluated substantively. Thus, an applicant may pro­
vide data generated 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 dispositive of whether data
from an animal model is in fact relevant to the
asserted utility, Thus, if one skilled in the art would
accept the animal tests as being reasonably predictive
ofutility in humans, evidence from those tests should
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be considered sufficient to support the credibility of
the asserted utility. In re Hartop, 311 F.2d 249, 135
USPQ 419 (CCPA 1962); In re Krimmel, 292 F.2d
948,953, 130 USPQ 215, 219 (CCPA 1961); Exparte
Krepelka, 231 USPQ 746 (Bd. Pat. App. & Inter.
1986). Office personnel should be careful not to find
evidence unpersuasive simply because no animal
model for the human disease condition had been
established prior to the filing of the application. See In
re Chilowsky, 229 F.2d 457, 461, 108 USPQ 321,
325 (CCPA 1956) ("The mere fact that something has
not previously been done clearly is not, in itself, a suf­
ficient basis for rejecting all applications purporting
to. disclose how to do it."); In re Wooddy, 331 F.2d
636, 639, 141 USPQ 518, 520 (CCPA 1964) ("It
appears that no one on earth is certain as of the
present whether the process claimed will operate in
the manner claimed. Yet absolute certainty is not
required by the law. The mere fact that something has
not previously been done clearly is not, ill itself, a suf­
ficient basis for rejecting all applications purporting
to disclose how to do it.").

IV. HUMAN CLINICAL DATA

Office personnel should not impose on applicants
the unnecessary burden of providing evidence from
human clinical trials. There is no decisional law that
requires an applicant to provide data from human
clinical trials to establish utility for· an invention
related to treatment of human disorders (see 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 situations where no art­
recognized animal models existed for the human dis­
ease encompassed by the claims. Ex parte Balzarini,
21 USPQ2d 1892 (Bd. Pat. App. & Inter. 1991)
(human clinical data is not required to demonstrate
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 meth­
ods of treating humans). Before a drug can enter
human clinical trials, the sponsor, often the applicant,
must provide a convincing rationale to those espe~

cially skilled in the art (e.g., the Food and Drug
Administration) that the investigation may be success­
ful. Such a rationale would provide a basis for the
sponsor's expectation that the investigation may be

successful. In order to determine a protocol for phase
I testing, the first phase of clinical investigation, some
credible rationale of how the drug might be effective
or could be effective would be necessary. Thus, as a
general rule, if an applicant has initiated human clini
cal trials for a therapeutic product or process, Office
personnel should presume that the applicant has
established that the subject matter of that trial is rea­
sonably predictive of having the asserted therapeutic
utility.

V. SAFETY AND EFFICACY CONSIDERA­
TIONS

The Office must confine its review of patent appli­
cations to the statutory requirements of the patent law.
Other agencies of the government have been assigned
the responsibility of ensuring conformance to stan­
dards established by statute for the advertisement,
use, sale or distribution of drugs. The FDA pursues a
two-prong test to provide approval for testing. Under
that test, a sponsor must show that the investigation
does not pose an unreasonable and significant risk of
illness or injury and that there is an acceptable ratio­
nale for the study. As a review matter, there must be a
rationale for believing that the compound could be
effective, If the use reviewed by the FDA is not set
forth in the specification, FDA review may not satisfy
35 U.S.c. 101. However, if the reviewed use is one set
forth in the specification, Office personnel must be
extremely hesitant to challenge utility. In such a situa­
tion, experts at the FDA have assessed the rationale
for the drug or research study upon which an asserted
utility is based and found it satisfactory. Thus, in chal­
lenging 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 prereq­
uisite for finding a compound useful within the mean­
ing of the patent laws." In re Brana, 51 F.3d 1560,
34 USPQ2d 1436 (Fed. Cir. 1995) (citing Scott v.
Finney, 34 F.3d 1058, 1063, 32 USPQ2d 1115, 1120
(Fed. Cir.1994».

Thus, while an applicant may on occasion need to
provide 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 regarding the degree of effectiveness. See In re
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Sichert,566 F.2d II54, 196 USPQ 209 (CCPA 1977);
In re Hartop, 3II F.2d 249, 135 USPQ 419 (CCPA
1962); In re Anthony, 414 F.2d 1383,162 USPQ 594
(CCPA 1969); In re Watson, 517 F.2d 465, 186 USPQ
II (CCPA 1975); In re.Krimmel, 292 F.2d 948; 130
USPQ 215 (CCPA 1961); Ex parte Jovanovics, 2II
USPQ 907 (Bd. Pat. App. & Inter. 1981).

VI; TREATMENT OF SPECIFIC DISEASE
CONDITIONS

Claims directed to a method of treating or curing a
disease for which there have been no previously suc­
cessful treatments or cures warrant careful review for
compliance with 35 U.S.C.l0l. The credibilityofan
asserted utility for treating a human disorder may be
more difficult to establish where current scientific
understanding suggests that such a task would be
impossible. Such a determination has alwaysrequired
a good understanding of the state of the art.as of the
time that the invention was made. For exainple, prior
to the 1980's, there were a number of cases where an
asserted use in treating cancer in humans was viewed
as "incredible." In re Jolles,628F.2d 1322,
206 USPQ 885 (CCPA 1980); In re Buting, 418 F.2d
540, 163 USPQ 689 (CCPA 1969); Exparte Stevens,
16 USPQ2d 1379 (Ed. Pat. App. & Inter. 1990); Ex
parte Busse, 1 USPQ2d 1908 (Bd. Pat. App. & Inter.
1986); Ex parte Krepelka, 231 USPQ 746 (Bd. Pat.
App: & Inter. 1986); Ex parte Jovanovics, 211USPQ
907 (Bd. Pat. App. & Inter. 1981). The fact that there
is no known cure for a disease, however, cannot serve
as the basis for a conclusion that such an invention
lacks utility. Rather, Office personnel must determine
if the asserted utility for the invention is credible
based on the information disclosed in the application.
Only those claims for which an asserted utility is not
credible should be rejected. In such cases, the Office
should carefully review what is being claimed by the
applicant. An assertion that the claimed invention is
useful in treating a symptom of an incurable disease
may be considered credible by a person of ordinary
skill in the art on the basis of 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
evidentiary support to be considered credible by a
person of ordinary skill in the art. In reSichert, 566
F.2d II54, 196 USPQ 209 (CCPA 1977); Inre 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 regu­
lations is the recognition that experts qualified to
evaluate the effectiveness of therapeutics can and
often do find a sufficient basis to conduct clinical tri­
als of drugs for incurable or previously untreatable ill­
nesses.Thus, affidavit evidence from experts in the
art indicating that there is a reasonable expectation of
success, supported by sound reasoning, usually should
be sufficient to establish that such a utility is credible.

2111 Claim Interpretation; Broadest
Reasonable Interpretation

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 prose­
cution, and broad interpretation by the examiner
reduces the possibility that the claim, once issued,
will be interpreted more broadly thanis justified. In re
Prater, 415 F.2d 1393, 1404-05, 162 USPQ 541, 550­
51 (CCPA 1969) (Claim 9 was directed to a process of
analyzing data generated by mass spectrographic
analysis of a gas. The process comprised selecting the
data to be analyzed by subjecting the data to a mathe­
matical manipulation. The examiner made rejections
under 35 U.S.C. 101 and 102. In the 35 U.S.c. 102
rejection, the examiner explained that the claim was
anticipated by a mental process augmented by pencil
and paper markings. The court agreed that the claim
was not limited to using a machine to carry out the
process siuce the claim did not explicitly set forth the
machine. The court explained that "reading a claim in
light of the specification, to thereby interpret limita­
tions explicitly recited in the claim, is a quite different
thing from 'reading limitations of the specification
into a claim,' to thereby narrow the scope of the claim
by implicitly adding disclosed limitations which have
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no express basis in the claim." The court found that
applicant was advocating the latter, i.e., the impermis­
sible importation of subject matter from the specifica­
tion into the claim.). See also In re Morris, 127 F,3d
1048, 1054-55,44 USPQ2d 1023, 1027-28 (Fed. Cir.
1997) (The court held that the PrO is not required, in
the course of prosecution, to interpret claims in appli­
cations in the same manner as a court would interpret
claims in an infringement suit. Rather, the "PrO
applies to verbiage of the proposed claims the broad­
est reasonable meaning of the words in their ordinary
usage as they would be understood by one of ordinary
skill in the att, taking into account whatever enlight­
enment by way of definitions or otherwise that may
be afforded by the written description contained in
applicant's specification.").

The broadest reasonable interpretation of the claims
must also be consistent with the interpretation that
those skilled in the art would reach. In re Cortright,
165 F,3d 1353, 1359, 49 USPQ2d 1464, 1468 (Fed.
Cir. 1999) (The Board's construction of the claim lim­
itation "restore hair growth" as requiring the hair.to be
returned to its original state was held to be an unrea­
sonably broad interpretation of the limitation. The
court held that, consistent with applicant's disclosure
and the disclosure of three patents from analogous
arts using the same phrase to require only some
increase in hair growth, one of ordinary skill would
construe "restore hair growth" to mean that the
claimed method increases the amount of hair grown
on the scalp, but does not necessarily produce a full
head of hair.).

2111.01 Plain Meaning

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
interpreted in light of the specification, prosecution
history, prior art and other claims, this is not the mode
of claim interpretation to be applied during examina­
tion. During examination, the claims must be inter­
preted as broadly as their terms 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 Zietz, 893 F,2d
319, 321, 13 USPQ2d 1320, 1322 (Fed. Cir. 1989)

(discussed below). One must bear in mind that, espe­
cially 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 specification provides definitions for terms
appearing in the claims that the specification can be
used ininterpreting claim language. In re Vogel, 422
F,2d 438, 441, 164 USPQ 619, 622 (CCPA 1970).
There is one exception, and that is when an element is
claimed using language falling under the scope of
35 U.S.c. 112, 6th paragraph (often broadly referred
to as means or step pius function language). In that
case, the specification must be consulted to determine
the structure, material, or acts corresponding to the
function recited in the claim. In re Donaldson, 16 F.3d
1189,29 USPQ2d 1845 (Fed. Cir. 1994) (see MPEP
§ 2181- § 2186).

In In re Zietz, supra, the examiner and the Board
had interpreted claims reading "normally solid
polypropylene" and "normally solid polypropylene
having a crystalline polypropylene content" as being
limited to "normally solid linear high homopolymers
ofpropylene which have a crystalline polypropylene
content." The court ruled that limitations, not present
in the claims, were improperly imported' from the
specification. See also In re Marosi, 710 F,2d 799,
218 USPQ 289 (Fed. Cir. 1983) ("Claims are not to be
read in a vacuum, and limitations therein are to be
interpreted in light of the specification in giving them
their 'broadest reasonable interpretation'." 710 F.2d at
802, 218 USPQ at 292 (quoting In re Okuzawa,
537 F.2d 545, 548, 190 USPQ 464, 466 (CePA 1976»
(emphasis in original). The court looked to the speci­
fication to construe "essentially free of alkali metal"
as including unavoidable levels of impurities but no
more.). Compare In re Weiss, 989 F.2d 1202,
26 USPQ2d 1885 (Fed. Cir. 1993) (unpublished deci­
sion - 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 examiner rejected the claims over
prior att teaching athletic shoes with cleats not
intended to break off and rationalized that the cleats
would break away given a high enough force. The
court reversed the rejection stating that when inter­
pretiug a claim term which is ambiguous, such as 'a
preselected level of force,' we must look to the speci­
fication for the meaning ascribed to that term by the
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inventor." The specification had defined "preselected
level of force ..." as that level of force at which the
breaking away will prevent injury to the wearer dur­
ing athletic exertion. It should be noted that the limita­
tion was part of a means plus function element.)

experience in the field of the invention." Multiform
Desiccants Inc. v. Medzam Ltd., 133 F.3d 1473, 1477,
45 USPQ2d 1429, 1432 (Fed. Cir. 1998).

2111.02 Weight of Preamble

Any terminology in the preamble that limits the
structure of the claimed invention must be treated as a
claim limitation. See, e.g., Corning Glass Works v.
Sumitomo Elec. U.S.A., Inc., 868 F.2d 1251, 1257,
9 USPQ2d 1962, 1966 (Fed. Cir. 1989) (The determi­
nation of whether preamble recitations are structural
limitations can be resolved only on review of the
entirety of the application "to gain an understanding
of what the inventors actually invented and intended
to encompass by the claim."); Pac-Tee Inc. v.Amer­
ace Corp., 903 F.2d 796, 801, 14 USPQ2d 1871,
1876 (Fed. Cir. 1990) (determining that preamble lan­
guage that constitutes a structural limitation is actu­
ally part of the claimed invention). See also In re
Stencel, 828 F.2d 751, 4 USPQ2d 1071 (Fed. Cir.
1987). (The claim at issue was directed to a driver for

"[AJ claim preamble has the import that the claim
as a whole suggests for it." Bell Communications
Research, Inc. v. Vitalink Communications Corp.,
55 F.3d 615, 620, 34 USPQ2d 1816, 1820 (Fed. Cir.
1995). "Ifthe claim preamble, when read in the con­
text of the entire claim, recites limitations of the
claim, or, if the claim preamble is 'necessary to give
life, meaning, and vitality' to the claim, then the claim
preamble should be construed as if in the balance of
the claim." Pitney Bowes, Inc. v. Hewlett-Packard
Co., 182 F.3d 1298, 1305,51 USPQ2d 1161, 1165-66
(Fed. Cir. 1999). See also Kropa v. Robie, 187 F.2d
150, 152,88 USPQ 478, 481 (CCPA 1951) (A pream­
ble reciting "An abrasive article" was deemed essen­
tial to point out the invention defined by claims to an
article comprising abrasive grains and a hardened
binder and the process of making it. The court stated
"it is only by that phrase that it can be known that the
subject matter defined by the claims is comprised as
an abrasive article. Every union of substances capable
inter alia of use as abrasive grains and a binder is not
an 'abrasive article.''' Therefore, the preamble served
to further define the structure of the article pro­
duced.).

"PLAIN MEANING" REFERS TO THE MEAN­
ING GIVEN TO THE TERM BY THOSE OF OR·
DINARY SKILL IN THE ART

When not defined by applicant in the specification,
the words of a claim must be given ·their plain mean­
ing. In other words, they must be read as they would
be interpreted by those of ordinary skill in the art. In
re Sneed, 710 F.2d 1544, 218 USPQ 385 (Fed. Cir.
1983) (The applicants had argued 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 art, however,
described 1.5 inch pipe as flexible. The ~ourt held that
the specification and the evidence (the prior art) failed
to support t)le gloss appellants sought to put on the
term "flexible." Note that applicant .had not defined
"flexible plastic pipe" in the specification.); In re
Barr, 444 F.2d 588, 597, 170 USPQ 330, 339 (CCPA
1971) ("The specification in this case attempts no def­
inition of the claim language 'a phenyl radical.'
Accordingly we must presume that the phrase was
used in its commonly accepted technical 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 hydrox­
yphenyl radical. On the contrary, Hackh's [Chemical
Dictionary] quite plainly defines 'phenyl' as 'the
monovalent radical... derived from benzene... or phe­
nol. "').

APPLICANT MAY BE OWN LEXICOGRA·
PHER

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,
161 F.2d 367, 73 USPQ 482 (CCPA 1947). Any spe­
cial meaning assigned to a term "must be sufficiently
clear in the specification that any departure from com­
mon usage would be so understood by a personof

PREAMBLE
STRUCTURE

STATEMENTS LIMITING
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setting a joint of a threaded collar, however the body
of the claim did not directly include the structure of
the collar as part of the claimed article. The examiner
did not consider the preamble, which did set forth the
structure of the collar, as lintiting the claim. The court
found that the collar structure could not be ignored.
While the claim was not directly lintited to the collar,
the collar structure recited in the preamble did lintit
the structure of the driver. "[T[he framework - the
teachings of the prior art - against which patentability
is measured is not all drivers broadly, but drivers suit­
able for use in combination with this collar, for the
claims are so lintited." Id. at 1073, 828 F.2dat 754.).

PREAMBLE STATEMENTS RECITING pUR·
POSE OR INTENDED USE

The claim preamble"must be read in the context of
the entire claim. The deterntination of whether pream­
ble recitations are structurallintitations or mere state­
ments of purpose or use "can be resolved only on
review of the entirety of the [record] to gain an under­
standing of what the inventors actually invented and
intended to encompass by the claim." Corning Glass
Works, 868 F.2d at. 1257, 9 USPQ2d at 1966. If the
body of a.claim fully and intrinsically sets forth all of
the limitations of the claimed invention, and the pre­
amble merely states, for example, the purpose or
intended use of the invention, rather than any distinct
definition of any of the claimed invention's lintita­
tions, then the preamble is not considered a lintitation
and is of no significance to claim construction. Pitney
Bowes, Inc. v. Hewlett-Packard Co., 182 F.3d 1298,
1305, 51 USPQ2d 1161, 1165 (Fed. Cir. 1999). See
also Rowe v. Dror, 112 F.3d 473, 478, 42 USPQ2d
1550, 1553 (Fed. Cir. 1997) ("where a patentee
defines a structurally complete invention in the claim
body and uses the preamble only to state a purpose or
intended use for the invention, the preamble is not a
claim lintitation"); Kropa v. Robie, 187 F.2d at 152,
88 USPQ2d at 480-81 (preamble is not a lintitation
where claim is directed to a product and the preamble
merely recites a property inherent in an old product
defined by the remainder of the claim); STX LLG. v.
Brine, 211 F.3d 588, 591, 54 USPQ2d 1347, 1350
(Fed. Cir, 2000) (holding that the preamble phrase
"which provides improved playing and handling char­
acteristics" in a claim drawn to a head fora lacrosse
stick was not a claim lintitation).

During examination, statements in the preamble
reciting the pnrpose or intended use of the claimed
invention mnst be evaluated to deterntine whether the
recited purpose or intended use results in a structural
difference (or, in the case of process claims, manipu­
lative difference) between the claimed invention and
the prior art.. If so, the recitation serves to lintit the
claim. See, e.g., In re Otto, 312 F.2d 937, 938,
136 USPQ 458, 459 (CCPA 1963) (The claims were
directed to a core member for hair curlers and a pro­
cess of making a core member for hair curlers. Court
held that the intended use of hair curling was of no
significance to the structure and process of making.);
In re Sinex, 309 F.2d 488, 492, 135 USPQ 302, 305
(CCPA 1962) (statement of intended use in an appara­
tus claim did not distinguish over the prior art appara­
tus). If a prior art structure is capable of perfornting
the intended use as recited in the preamble, then it
meets the claim. See, e.g., In re Schreiber, 128 F.3d
1473, 1477,44 USPQ2d 1429, 1431 (Fed. Cir. 1997)
(anticipation rejection affirmed based on Board's fac­
tual finding that the reference dispenser (a spout dis­
closed as useful for purposes such as dispensing oil
from an oil can) would be capable of dispensing pop­
corn in. the manner set forth in appellant's claim 1 (a
dispensing top for dispensing popcorn in a specified
manner» and cases cited therein. See also MPEP
§ 2112 - § 2112.02.

2111.03 TransitionalPhrases

The. transitional phrases "comprising", "consisting
essentially of' and "consisting of' define the scope of
a claim with respect to what unrecited additional come
ponents or steps, if any, are excluded from the scope
of the claim.

The transitional term "comprising", which issyn­
onymous.with "including," "containing," or "charac­
terized by," is inclusive or open-ended and does not
exclude additional, unrecited elements or method
steps. See, e.g., Genentech, Inc. v. Chiron Corp.,
112 F.3d495, 501,42 USPQ2d 1608, 1613 (Fed. Cir.
1997) ("Comprising" is a term of art used in claim
language which means that the named elements are
essential, but other elements may be added and still
form a construct within the scope of the claim.);
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);
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Ex parte Davis,80 USPQ 448,450 (Bd. App. 1948)
("comprising" leaves "the claim open for the inclu­
sion of unspecified ingredients even in major
amounts").

The transitional phrase "consisting of' excludes
any element, step, or ingredient not specifiedin the
claim. In. re Gray, 53 F.2d 520, 11 USPQ 255 (CCPA
1931); Ex parte Davis, 80 USPQ 448, 450(Bd, App.
1948) ("consisting of' defined as "closing the claim
to the inclusion of materials other than those recited
except for impurities ordinarily associated there­
with."). A claim which depends from a claim which
"consists of' the recited elements.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 F.2d 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. In re Herz, 537 F.2d 549, 551-52,
190 USPQ 461,463 (CCPA 1976) (emphasis in origi­
nal) (Prior art hydraulic fluid required a dispersant
which appellants argued was excluded from claims
limited to a functional fluid "consisting essentially of'
certain components. In finding the claims did not
exclude the prior art dispersant, the court noted that
appellants' specification indicated the claimedcorn­
position can contain any well-known additive such as
a dispersant, and there was no evidence that the pres~

ence 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 char­
acteristics.). "A 'consisting essentially of' claim
occupies a middle ground between closed claims that
are written in a 'consisting of' format and fully open
claims that are dtafted in a 'comprising' format."
PPG Industries v. Guardian Industries, 156 F.3d
1351, 1354, 48 USPQ2d 1351, 1353'54 (Fed. Cir.
1998). See also Atlas Powder v. E.I. dul'ont de Nem­
ours & Co., 750 F.2d 1569, 224 USPQ 409 (Fed. Cir.
1984); In re Ianakirama-Rao, 317 F.2d 951, 137

USPQ 893 (CCPA 1963); Water Technologies Corp.
vs. Calco, us; 850 F.2d 660, 7 USPQ2d 1097 (Fed.
Cir.1988). For the purposes of searching for and
applying prior art under 35 U.S.C. 102 and 103,
absent a clear indication in the specification or claims
of what the basic and novel characteristics actually
are, "consisting essentially of' will be construed as
equivalent to "comprising." See, e.g., PPG, 156 F.3d
at 1355, 48 USPQ2d at 1355 ("PPG could have
defined the scope of the phrase 'consisting essentially
of' for purposes of its patent by making clear in its
specification what it regarded as constituting a mate­
rial change in the basic and novel characteristics of
the invention."). See also In re Janakirama-Rao,
317 F.2d 951, 954, 137 USPQ 893, 895-96 (CCPA
1963). If an applicant contends that additional steps or
materials in the prior art are excluded by the recitation
of"consisting essentially of," applicant has the bur­
den of showing that the introduction of additional
steps or components would materially change the
characteristics of applicant's invention. In re De
Lajarte, 337 F.2d 870, 143 USPQ 256 (CCPA 1964).
See also Ex parte Hoffman, 12 USPQ2d 1061, 1063­
64 (1M. Pat. App. & Iriter. 1989) ("Although 'consist­
ing esseritially 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 affect the basic and novel characteristics of
the claimed method. To determine the steps included
versus excluded the claim must be read in light Of the
specification. . .. [I]t is an applicant's burden to
establish that a step practiced in a prior art method is
excluded from his claims by 'consisting essentially
of' language.").

OTHER TRANSITIONAL PHRASES

Transitional phrases such as "having" must be
interpreted in light of the specification to detertnine
whether open or closed claim language is intended.
See, e.g., Lampi Corp. v. American Power Products
Inc., 228 F.3d 1365, 1376,56 USPQ2d 1445, 1453
(Fed. Cir. 2000) (The term "having" was interpreted
as open tertninology, allowing the inclusionof other
components in addition to those recited); Crystal
Semiconductor Corp. v. TriTech Microelectronics Int'l
Inc., 246 F.3d 1336, 1348, 57 USPQ2d 1953, 1959
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(Fed. Cir. 2001) (term "having" in transitional phrase
"does not create a presumption that the body of the
claim is open"); Regents of the Univ. of Cal. v. Eli
Lilly & Co., 119 F.3d 1559, 1573, 43 USPQ2d 1398,
1410 (Fed. Cir. 1997) (In the context of a cDNA hav­
ing a sequence coding for human PI, the term "hav­
ing" still permitted inclusion of other moieties.). The
transitional phrase "composed of' has been inter­
preted in the same manner as either "consisting of' or
"consisting essentially of," depending on the facts of
the particular case. See AFG Industries, Inc. v. Cardi­
nalIG Company, 239 F.3d 1239, 1245,57 USPQ2d
1776, 1780-81 (Fed. Cir. 2001) (based on specifica­
tion and other evidence, "composed of' interpreted in
same manner as "consisting essentially of'); In re
Bertsch, 132 F.2d 1014, 1019-20,56 USPQ 379, 384
(CCPA 1942) ("Composed of' interpreted in same
manner as "consisting of'; however, court further
remarked that "the words 'composed of' may under
certain circumstances be given, in patent law, a
broader meaning than 'consisting of.' "),

2112 Requirements of Rejection Based
on Inherency; Burden of Proof

The express, implicit, and inherent 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
teaching of a prior art reference, a question of fact,
arises both in the context of anticipation and obvious­
ness." 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 part on inherent disclosure in one of
the references). See also In re Grasselli, 713 F.2d 731,
739, 218 USPQ 769, 775 (Fed. Cir. 1983).

SOMETHING WmCH IS OLD DOES NOT BE­
COME PATENTABLE UPON THE DISCOVERY
OF A NEW 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 patent­
able. In re Best, 562 F.2d 1252, 1254, 195 USPQ 430,
433 (CCPA 1977). See also MPEP § 2112.01 with
regard to inherency and product-by-process claims
and MPEP § 2141.02 with regard to inberency 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 CHARACTERISTIC

Where applicant claims a composition in terms of a
function, property or characteristic and the composi­
tion of the prior art is the same as that of the claim but
the function is not explicitly disclosed by the refer­
ence, the examiner may make a rejection under both
35 U.S.c. 102 and 103, expressed as a 1021103 rejec­
tion. "There is nothing inconsistent in concurrent
rejections for obviousness under 35 U.S.c. 103 and
for anticipation under 35 U.S.C. 102." In re Best,
562 F.2d 1252, 1255 n.4, 195 USPQ 430, 433 n.4
(CCPA 1977). This same rationale should also apply
to product, apparatus, and process claims claimed in
terms of function, property or characteristic. There­
fore, a 35 U.S.C. 1021103 rejection is appropriate for
these types of claims as well as for composition
claims.

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.
In re Rijckaert, 9 F.3d 1531, 1534,28 USPQ2d 1955,
1957 (Fed. Cir. 1993) (reversed rejection because
inherency was based on what would result due to opti­
mization of conditions, not what was necessarily
present in the prior art); In re Oelrich, 666 F.2d 578,
581-82,212 USPQ 323, 326 (CCPA 1981). "To estab­
lish inherency, the extrinsic evidence 'must make
clear that the missing descriptive matter is necessarily
present in the thing described in the reference, and
that it would be so recognized by persons of ordinary
skill. Inherency, however, may not be established by
probabilities or possibilities. The mere fact that a cer­
tain thing may result from a given set of circum­
stances is not.sufficieut.' " In re Robertson, 169 F.3d
743,745,49 USPQ2d 1949, 1950-51 (Fed. Cir. 1999)
(citations omitted) (The claims were drawn to a dis­
posable diaper having three fastening elements. The
reference disclosed two fastening elements that could
perform the same function as the three fastening ele­
ments in the claims. The court construed the claims to
require three separate elements and held that the refer-
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ence did not disclose a separate third fastening ele­
ment, either expressly orinherently.),

"In relying upon the theory of inherency, the exam­
iner 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 infla­
tion) used, for example, in clearing the blood vessels
of heart patients). Theexaminer applied a U.S. patent
to Schjeldahl which disclosed injection molding a
tubular preform and then injecting air into thepreform
to expand it against a mold (blow molding). The refer­
ence did not directly state that the end product balloon
was biaxially oriented. It did disclose that the balloon
was "formed from a thin flexible inelastic, high ten­
sile strength, biaxially oriented synthetic plastic mate­
rial." Id. at 1462 (emphasis in original). The examiner
argued that Schjeldahl's balloon was inherently biaxi­
ally oriented. The Board reversed on the basis that the
examiner did not provide objective evidence or cogent
technical reasoning to support the conclusion of
inherency.) .

ill In re Schreiber, 128 F.3d 1473,44 USPQ2d 1429
(Fed. Cir, 1997), the court affirmed a finding that a
prior patent to a conical spout used primarily to dis­
pense oil from ail. oil can inher~ntly performed the
functions recited in applicant's claimto a conical con­
tainer top for dispensing popped popcorn. The exam­
iner had asserted inherency based on the structural
similarity between the patented spout and applicant's
disclosed top, i.e., both structures had the same gen­
eral shape. The court stated:

[N]othing in Schreiber's [applicant's] claim suggests that
Schreiber's container is of a 'different shape' than Harz's
[patent]. In fact, [ ] an embodiment. according to Harz
(Fig. 5) and the embodiment depicted in Fig. 1 of
Schreiber's application have the same general shape. For
that reason; the examiner was justified in concluding that
the opening of a conically shaped-top as disclosed by Harz
is inherently of a size sufficient to 'allow [ ] several ker­
nels. of popped popcorn to pass through at the same time'
and that the taper of Harz's conically shaped top .is.inher­
ently of such a shape 'as to by itself jam up the popped
popcorn before the end of the cone and permit the dis­
pensing of only -a few kernels at a shake ofa package

-when the top is mounted to the container.' The 'examiner

therefore correctly found that Harz established a prima
facie case of anticipation.

In re Schreiber, 128 F.3d at 1478, 44 USPQ2d at
1432.

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

"[T]he PTO cau require an applicant to prove that
the prior art products do not necessarily or inherently
possess the characteristics of his [or her] claimed
product. Whether the rejection is based on 'inherency'
under 35 U.S.C. 102, on 'prima facie obviousness'
under 35 U.S.C. 103, jointly or alternatively, the bur­
den of proof is the same...[footnote omitted]." The
burden of proof is similar to that required with respect
to product-by-process claims. In re Fitzgerald,
619 F.2d 67, 70, 205 USPQ 594, 596 (CCPA 1980)
(quoting In re Best, 562 F.2d 1252, 1255,195 USPQ
430,433-34 (CCPA 1977)).

In In re Fitzgerald, the claims were directed to a
self-locking screw-threaded fastener comprising a
metallic threaded fastener having patches of crystalli­
zable thermoplastic bonded thereto. The claim further
specified that the thermoplastic had a reduced degree
of crystallization shrinkage. The specification dis­
closed that the locking fastener was made by heating
the metal fastenerto 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 thermoplastic
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 water trough.
The court first noted that the two fasteners were iden­
tical or only slightly different from each other. "Both
fasteners possess the same utility, employ the same
crystallizable polymer (nylon 11), and have an adher­
ent plastic patch formed by melting and then cooling
the polymer." Id. at 596 n.l, 619 F,2d at 70 n.l. The
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court then noted that the Board had found that Bames'
cooling rate could reasonably be expected to result in
a polymer possessing the claimed crystallization
shrinkage rate. Applicants had not rebutted this find­
ing with evidence that the shrinkage rate was indeed
different. They had only argued that the crystallization
shrinkage rate was dependent on the cool down rate
and that the cool down rate of Bames was much
slower than theirs. Because a difference in the cool
down rate does not necessarily result in a difference in
shrinkage, objective evidence was required to rebut
the 35 U.S.c. 102/103primajacie case.

In In re Schreiber, 128 F.3d 1473, 1478,
44 USPQ2d 1429,1432 (Fed.Cir.1997), the court held
that applicant's declaration failed to overcome a
prima jacie case of anticipation because the declara­
tion did not specify the dimensions of either the dis­
pensing top that was tested or the popcorn that was
used. Applicant's declaration merely asserted that a
conical dispensing top built according to a figure in
the prior art patent was too small to jam and dispense
popcorn and thus could not inherently perform the
functions recited in applicant's claims. The court
pointed out the disclosure of the prior art patent was
not limited to use as an oil can dispenser, but rather
was broader than the precise configuration shown in
the patent's figure. The court also noted. that the
Board of Patent Appeals and Interferences found as a
factual matter that a scaled-up version of the top dis­
closed in the patent would be capable of performing
the functions recited in applicant's claim.

See MPEP § 2113 for more information on the
analogous burden of proof applied to product-by-pro­
cess claims.

2112.01 Composition,Product,
and Apparatus Claims

PRODUCT AND APPARATUS CLAIMS
WHEN THE STRUCTURE RECITED IN THE
REFERENCE IS SUBSTANTIALLY lDENTI­
CAL TO THAT OF THE CLAIMS, CLAIMED
PROPERTIES OR FUNCTIONS ARE PRE­
SUMED TO BE INHERENT

Where the claimed and prior art products are identi­
cal or substantially identical in structure or composi-

tion, or are produced by identical or substantially
identical processes, aprimajacie case of either antici­
pation or obviousness has been established. In re Best,
562 F.2d 1252, 1255, 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, 911 F.2d 705,
709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). There­
fore, the prima jacie case can be rebutted by evidence
showing that the prior art products do not necessarily
possess the characteristics of the claimed product. In
re Best, 562 F.2d at 1255, 195 USPQ at 433. See also
TItanium Metals Corp. v. Banner, 778 F.2d 775, 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 dis­
closed a titanium alloy containing 0.25% Mo and
0.75% Ni but was silent as to corrosion resistance.
The Federal Circuit held that the claim was antici­
pated because. the percentages of Mo and Ni were
squarely within the claimed ranges. The court went on
to say that it was immaterial what properties the
alloys had or who discovered the properties because
the composition is the same and thus must necessarily
exhibit the properties.).

See also In re Ludtke, 441 F.2d 660, 169 USPQ 563
(CCPA 1971) (Claim 1 was directed to a parachute
canopy having concentric circumferential panels radi­
ally separated from each other by radially extending
tie lines. The panels were separated "such that the
critical velocity of each successively larger panel will
be less than the critical velocity of the previous panel,
whereby said parachute will sequentially open and
thus gradually decelerate." The court found that the
claim was anticipated by Menget. Menget taught a
parachute having three circumferential panels sepa­
rated by tie lines, The court upheld the rejection find­
ing that applicant had failed to show that Mengel. did
not possess the functional characteristics of the
claims.); Northam Warren Corp. v.D. R Newfield Co.,
7 F. 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 writ­
ing was found in the prior art.).
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COMPOSITION CLAIMS - IF THE COMPOSI­
TION IS PHYSICALLY THE SAME, IT MUST
HAVE THE SAME PROPERTIES

"Products of identical chemical composition can
not have mutually exclusive properties." A chemical
composition and its properties are inseparable. There­
fore, if the prior art teaches the identical chemical
structure, the properties applicant discloses and/or
claims are necessarily present. In re Spada, 911 F.2d
705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990)
(Applicant argued that the claimed composition was a
pressure sensitive adhesive containing a tacky poly­
mer while the product of the reference was hard and
abrasion resistant. "The Board correctly found that the
virtual identity of monomers aIld procedures sufficed
to support a prima facie case of unpatentability of
Spada's polymer latexes for lack of novelty.").

2112.02 Process Claims

PROCESS CLAIMS - PRIOR ART DEVICE AN­
TICIPATES A CLAIMED PROCESS IF THE DE­
VICE CAIUUES OUT THE PROCESS DURING
NORMAL OPERATION

Under the principles of inherency, if a prior art
device, in its normal and usual operation, would nec­
essarily perform the method claimed, then the method
claimed will be considered to be anticipated by the
prior art device. When the prior art device is the same
asa device described in the specification for carrying
out the claimed method, it can be assumed the device
will inherently perform the claimed process. In re
King, 801 F.2d 1324, 231 USPQ 136 (Fed. Cir. 1986)
(The claims were directed to a method of enhancing
color effects produced by ambient light through a pro­
cess of absorption and reflection of the light off a
coated substrate. A prior art reference to Donley dis­
closed a glass substrate coated withsilver and metal
oxide 200-800 angstroms thick. While Donley dis­
closed using the coated substrate to produce architec­
tural colors, the absorption and reflection mechanisms
of the claimed process were not disclosed. However,
King's specificationdisclosed using a coated substrate
of Donley's structure for use in his process. The Fed­
eral Circuit upheld the Board's finding that "Donley
inherently 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 anticipation was made out. Id. at 138,
801 F.2d at 1326. It was up to applicant to prove that
Donley's structure would not perform the claimed
method when placed in ambient light.). See also In re
Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433
(CCPA 1977) (Applicant claimed a process for pre­
paring a hydrolytically-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 pro­
cess limitations were expressly disclosed by a U.S.
patent to Hansford except the cooling step. The court
stated that any sample of Hansford's zeolite would
necessarily be cooled to facilitate subsequent han­
dling. 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 process of Hansford would result in
a product with a different 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 inhibiting strain of P. cepa­
cia. 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 the Board concluded that
nematode inhibition was an inherent property of the
bacteria. The Board noted that applicant hadstated in
the specification that Wisconsin 526 possesses an
18% nematode inhibition rating.).

PROCESS OF USE CLAIMS - NEW AND UN­
OBVIOUS USES OF OLD STRUCTURES AND
COMPOSITIONS MAY BE PATENTABLE

The discovery of a new use for an old structure
based on unknown properties of the structure might
be patentable to the discoverer as a process of using.
In re Hack, 245 F.2d 246, 248, 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 composition or
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structure, theu the claim is auticipated. In re May,
574 F.2d 1082, 1090, 197 USPQ 601, 607 (CCPA
1978) (Claims laud 6, directed to a method of effect­
iug uouaddictive aualgesia (pain reduction) in ani­
mals, were found to be anticipated by the applied
prior art which disclosed the same compounds for
effecting analgesia but which was silent as to addic­
tion. The court upheld the rejection and stated that the
applicants had merely found a uew property of the
compouud and such a discovery did not constitute 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 degrada­
tion of polypropylene by mixing it with one of a
genus of compounds, including nickel dithiocarbam­
ate. A reference taught mixing polypropylene with
nickel dithiocarbamate to lower heat degradation. The
court held that the claims read on the obvious process
of mixing polypropylene with the nickel dithiocar­
bamate 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 recogni­
tion of that result, its discovery by appellants is tanta­
mount only to finding a property in the old
composition." 363 F.2d at 934, 150 USPQ at 628
(emphasis in original).).

2113 Product-by-Process Claims

PRODUCT-BY-PROCESS CLAIMS ARE NOT
LIMITED TO THE MANIPULATIONS OF THE
RECITED STEPS, ONLY THE STRUCTURE
IMPLIED BY THE STEPS

"[E]ven though product-by-process claims are lim­
ited by and defined by the process, determination of
patentability is based on the product itself. The patent­
ability of a product does not depend on its method of
production. 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, 777 F.2d 695, 698, 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 difference between the
inventive process and the prior art was the addition of
metal oxide and carboxylic acid as separate ingredi­
ents 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 containing metal
carboxylate. The fact that the metal carboxylate 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 U.S.C. 102/103 REJECTION MADE, THE
BURDEN 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
product-by-process claims because of their peculiar
nature" thau when a product is claimed in the conven­
tional fashion. In re Fessmann, 489 F.2d 742, 744,
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 differeut process, the
burden shifts to applicant to come forward with evi­
dence establishing au unobvious difference between
the claimed product and the prior art product. In re
Marosi, 710 F.2d 798, 802, 218 USPQ 289, 292 (Fed.
Cir. 1983) (The claims were directed to a zeolite man­
ufactured by mixing together various inorganic mate­
rials in solution and heating the resultant gel to form a
crystalline 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, appeared to be "essentially free of alkali
metal." The court upheld the rejection because the
applicant had not come forward with any evidence
that the prior art was not "essentially free of alkali
metal" and therefore a different and unobvious prod­
uct.).

Ex parte Gray, 10 USPQ2d 1922 (Bd. Pat. App. &
Inter. 1989) (The prior art disclosed human nerve
growth factor (b-NGF) isolated from human placental
tissue. The claim was directed to b-NGF produced
through genetic engineeriug techniques. The factor
produced seemed to be substantially the same whether
isolated from tissue or produced through genetic engi-
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neering. While the' applicant questioned the purity of
the prior art factor, no concrete evidence of anunobvi­
ons difference was presented. The Board stated that
the dispositive issue is whether the claimed factor
exhibits any unexpected properties compared with the
factor disclosed by the prior art. The Board further
stated that the applicant should have made some com­
parison between the two factors to establish unex­
pected properties since the materials appeared to' be
identical or only slightly different.).

THE USE OF 35 UoS.C. 102/103 REJECTIONS
FORPRODUCT·BY·PROCESS CLAIMS HAS
BEEN APPROVED BYTHE COURTS

"[Tjhe lack of physical description ina product-by­
process claim makes determination of the patentabil­
ity 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 andnot of the
recited process steps which must be established. We
are therefore of the opinion that when the prior art dis­
closes a product which reasonably appears to be either
identical with or only slightly different than a prodnct
claimed in a product-by-process claim, a rejection
based alternatively on either section 102 or section
103 of the statute is eminently fair and acceptable. As
a practical matter, the Patent Office is not equipped to
manufacture products by the myriad of processes put
before it and then obtain prior art products and make
physical comparisons therewith." In re Brown,
459 F.2d 531, 535, 173 USPQ 685,688 (CCPA 1972).

2114 Apparatus, arid Article Claims -
Fuuctioual Language

For a discussion of case law which provides guid­
ance in interpreting thefunctional portion of means­
plus-function limitations see MPEP § 2181 - § 2186.

APPARATUS CLAIMS MUST BE STRUCTUR·
ALLY DISTINGUISHABLE FROM THE PRIOR
ART

Claims directed to apparatus must be distinguished
from the prior art in terms of stmcture rather than
function. In re Danly, 263 F.2d 844, 847, 120 USPQ
528, 531 (CCPA 1959). "[A[pparatus claims cover
what a device is, not what a device does." Hewlett­
Packard Co. v. Bausch & Lomb Inc., 909 F.2d 1464,

1469, 15 USPQ2d 1525, 1528 (Fed. Cir. '1990).
(emphasis in original)

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 priorart 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 I recited that the
apparatus was "for mixing flowing developer mate­
rial" 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 li reference which taught
all the stmctural limitations of the claim for the
intended use oflnixing flowing developer. Howeyer,
the mixer was only partially submerged in the devel­
oper material, The Board held that the amount of sub­
mersion is immaterial to the stmcture of the mixer and
thus the claim was properly rejected.).

A PRIOR ART DEVICE CAN PERFORM ALL
THE FbNCTIONS 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 antici­
pate the claim if there is any stmctural difference. It
should be noted, however,that means plus function
limitations are met by stmctures which are equivalent
to the corresponding stmctures recited in the specifi­
cation. In re Ruskin, 347 F.2d 843, 146 USPQ 211
(CCPA 1965) as implicitly modified by In re Donald­
son, 16F.3d 1189, 29 USPQ2d1845 (Fed. Cir. 1994).
See also'In re Robertson, 169 F.3d 743, 745,
49 USPQ2d 1949, 1951 (Fed. Cir. 1999) (The claims
were drawn to a disposable diaper having three fas­
tening elements. The reference disclosed two fasten­
ing elementsthat could perform the same function as
the three fastening elements in the claims. The
court construed the claims to require three separate
elements and held that the reference did not disclose a
separate third fastening eleinent, either expressly or
inherently.),
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2115 Material or Article Worked
Upon by Apparatus

MATERIAL OR ARTICLE WORKED UPON
DOES NOT LIMIT APPARATUS CLAIMS

"Expressions relating the apparatus to contents
thereof during an intended operation are of no signifi­
cance in determining patentability of the apparatus
claim." Ex parte Thibault, 164 USPQ 666, 667 (Bd.
App. 1969). Furthermore, "[i[nclusion of material or
article worked upon by a structure being claimed does
not impart patentability to the claims." In re Young,
75 F.2d 966, 25 USPQ 69 (CCPA 1935) (as restated in
In re Otto, 312 F.2d 937, 136 USPQ 458, 459 (CCPA
1963».

In In re Young, a claim to a machine for making
concrete beams included a limitation to the concrete
reinforced members made by the machine as well as
the structural elements of the machine itself. The
court held that the inclusion of the article formed
within the body of the claim did not, without more,
make the claim patentable.

In In re Casey, 370 F.2d 576, 152 USPQ 235
(CCPA 1967), an apparatus claim recited "[a] taping
machine comprising a supporting structure, a brush
attached to said supporting structure, said brush being
formed with projecting bristles which terminate in
free ends to collectively define a surface to which
adhesive tape will detachably adhere, and means for
providing relative motion between said brush and said
supporting structure while said adhesive tape is
adhered to said surface." An obviousness rejection
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
directed to machinery which works upon an article or
material in its intended use. It does not apply to prod­
uct claims or kit claims (i.e., claims directed to a plu­
rality of articles grouped together as a kit).

2116 MaterialManipulated in Process

The materials on which a process is carried out
must be accorded weight in determining the patent'
ability of a process. Ex parte Leonard, 187 USPQ 122
(Ed. App. 1974).

2116.01 Novel, Unobvious Starting
Material or End Product

All the limitations of a claim must be considered
when weighing the differences between the claimed
invention and the prior art in determining the obvious­
ness of a process or method claim. See MPEP
§ 2143.03.

In re Ochiai, 71 F.3d 1565, 37 USPQ2d 1127 (Fed.
Cir. 1995) and In re Brouwer, 77 F.3d 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. Inboth cases, the Federal Circuit
held that the use of per se rules is improper in apply­
ing the test for obviousness under 35 U.S.c. 103.
Rather, 35 U.S.c. 103 requires a highly fact-depen­
dent 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 oue
of ordinary skill in the art that, at the time the inven­
tion 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 over­
turned the rejections based upon 35 U.S.c. 103.

Interpreting the claimed invention as a whole
requires consideration of all claim limitations. Thus,
proper claim construction requires treating language
in a process claim which recites the making or using
of a nonobvious 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 rejection to be sustained. The decision in Ochiai
specifically dispelled any distinction between pro­
cesses of making a product and methods of using a
product with regard to the effect of any product limi­
tations in either type of claim.

2100-57 August 2001



2121 MANUAL OF PATENT EXAMINING PROCEDURE

As noted in Brouwer, 77 F.3d at425, 37 USPQ2d at
1666, the inquiry as to whether a claimed invention
would have been obvious is "highly fact-specific by
design". Accordingly, obviousness must be assessed
on a case-by-case basis. The following decisions are
illustrative of the lack of per se rules in applying the
test for obviousness under 35 U.S.C. 103 and of the
fact-intensive comparison of claimed processes with
the prior art: In re Durden, 763 F.2d 1406, 226 USPQ
359 (Fed. Cir. 1985) (The examiner rejected a claim
directed to a process in which patentable starting
materials were reacted to form patentable end prod­
ucts. The prior art showed the same chemical reaction
mechanism applied to other chemicals. The court held
that the process claim was obvious over the prior art.);
In re Albertson, 332 F.2d 379, 141 USPQ 730 (CCPA
1964) (Process of chemically reducing one novel,
nonobvious material to obtain another novel, nonob­
vious material was claimed. The processwas held
obvious because the reduction reaction was-old.); In
re Kanter, 399 F.2d 249, 158 USPQ 331 (CCPA 1968)
(Process of silic<lnizing a patentable base material to
obtain a patentable product was claimed. Rejection
based on prior art teaching the siliconizing process as
applied to a different base material was upheld.); Cf.
In re Pleuddemann, 910 F.2d 823, 15 USPQ2d 1738
(Fed. Cir. 1990) (Methods of bonding polymer and
filler using a novel silane coupling agent held patent­
able even though methods of bonding using other
silane coupling agents were well known because the
process could not be conducted without the new
agent); In re Kuehl, 475 F.2d 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 under 103 is whether in view of the prior art the
invention as a whole would have been 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 hydrocarbons with ZK,22 as a
catalyst must be determined without reference to
knowledge of ZK-22 and its properties." 475 F.2d at
664-665, 177 USPQ at 255.); and In re Maney, 499
F.2d 1289, 182 USPQ 303 (CCPA1974) (Claim to a
process for the production of a known antibiotic by
cultivating a novel, unobvious microorganism was
found to be patentable.).

2121 Prior Art; General Level of
Operability Required to Make
a Prima Facie Case

PRIOR ART IS PRESUMED TO BE OPERA­
BLE/ ENABLING

When the reference relied on expressly anticipates
or makes obvious all of the elements of the claimed
invention, the reference is presumed to be operable.
Once such a reference is found, the burden is on appli­
cant to provide facts rebutting the presumption of
operability. In re Sasse, 629 F.2d 675, 207 USPQ 107
(CCPA 1980). See also MPEP § 716.07.

WHAT CONSTITUTES AN "ENABLING DIS­
CLOSURE" DOES NOT DEPEND ON THE
TYPE OF PRIOR ART THE DISCLOSURE IS
CONTAINEDIN

The level of disclosure required within a reference
to make it an "enabling disclosure" is the same no
matter 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 dis­
criminating either in favor of or against prior art refer­
ences on the basis of nationality. In re Moreton,
288F.2d 708,129 USPQ 227 (CCPA 1961).

2121.01 Use of Prior Art in Rejections
Where Operability Is in
Question

"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 disclosure' ...." In re Hoeksema, 399 F.2d
269, 158 USPQ 596 (CCPA 1968). A reference con­
tains an "enabling disclosure" if the public was in
possession of the claimed invention before the date of
invention. "Such possession is effected if one of ordi­
nary skill in the art could have combined the publica­
tion's description of the invention with his [or her]
own knowledge to make the claimed invention." In re
Donohue, 766 F.2d 531, 226 USPQ 619 (Fed. Cir.
1985).
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I. 35 U.S.C. 102 REJECTIONS AND ADDI­
TION OF EVIDENCE SHOWING REFER­
ENCE IS OPERABLE

It is possible to make a 35 U.S.C. 102 rejection
even if the reference does not itself teach one of ordi­
nary skill how to practice the invention, i.e., how to
make or use the article disclosed. If the reference
teaches every claimed element of the article, second­
ary 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, 766 F.2d at
533,226 USPQ at 621. See MPEP § 2131.01 for more
information on 35 U.S.C. 102 rejections using sec­
ondary references to show that the primary reference
contains an "enabling disclosure."

II. 35 U.S.C. 103 REJECTIONS AND USE OF
INOPERATIVE PRIOR ART

"Even if a reference discloses an inoperative
device, it is prior art for all that it teaches." Beckman
Instruments v. LKB Produkter AB, 892 F.2d 1547,
1551, 13 USPQ2d 1301, 1304 (Fed. Cir. 1989).
Therefore, "a non-enabling reference may qualify-as
prior art for the purpose of determining obviousness
under 35 U.S.C. 103." Symbol Technologies Inc. v.
Opticon Inc., 935 F.2d 1569, 1578, 19 USPQ2d 1241,
1247 (Fed. Cir. 1991).

2121.02 Compounds and Compositions ­
What Constitutes Enabling Prior
Art

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

Where a process for making the compound is not
developed until after the date of invention, the mere
naming of a compound in a reference, without more,
cannot constitute a description of the compound. In re
Hoeksema, 399 F.2d 269, 158 USPQ 596 (CCPA
1968). Note, however, that a reference is presumed
operable until applicaut provides facts rebutting the
presumption of operatibility. In re Sasse, 629 F.2d
675, 207 USPQ 107 (CCPA 1980). Therefore, appli­
cant must provide evidence showing that a process for
making was not known at the time of the invention.
See the following paragraph for the evidentiary stan­
dard to be applied.

A REFERENCE DOES NOT CONTAIN AN "EN­
ABLING DISCLOSURE" IF ATTEMPTS AT
MAKING THE COMPOUND OR COMPOSI­
TION WERE UNSUCCESSFUL BEFORE THE
DATE OF INVENTION

When a prior art reference merely discloses the
structure of the claimed compound, evidence showing
that attempts to prepare that compound were unsuc­
cessful 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 publication did not attempt to make the
compound disclosed, without more, will not over­
come a rejection based on that publication. In re
Donohue, 766 F.2d 531, 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 dis­
closed the claimed compound, in combination with
two patents teaching a general process of making the
particular class of compounds. The applicant submit­
ted an affidavit stating that the authors of the publica­
tion 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 wellknown. The court distinguished Wiggins, iu
which a very similar rejection was reversed. II1 Wig­
gins, attempts to make the compounds using the prior
art methods were all unsuccessful.). Compare In re
Hoeksema, 399 F.2d 269, 158 USPQ 596 (CCPA
1968) (A claim to a compound was rejected over a
patent to De Boer which disclosed compounds similar
iu sttucture to those claimed (obvious homologs) and
a process of making these compounds. Applicant
responded with an affidavit by an expert named Wiley
which stated that there was uo 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 were legally sufficient to over­
come the rejection and that applicant need not show
that all known processes are incapable of producing
the claimed compound for this showing would be
practically impossible.),
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2121.03 Plant Genetics - What
Constitutes'Enabling Prior Art

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

When the claims are drawn to plants, the reference,
combined with knowledge in the prior art.i.must
enable one of ordinary skill in the art to reproduce the
plant. In reLeGrice, 301 F.2d 929, 133 USPQ 365
(CCPA 1962) (National Rose Society Annual of
England and varions other catalogues showed color
pictures of the claimed roses and disclosed that appli­
cant had raised the roses. The publications were pub­
lished more than I year before applicant's filing date.
The court held that the publications did not place the
rose in the public domain. Information on the grafting
process reqnired to reproduce the rose was not
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
Thomson, 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 pub­
lications describing the cotton cultivar had "enabled
disclosures." The Board distinguished In re LeGrice
by finding that the catalogue picture of the rose of In
re LeGrice was the only evidence in that base. There
was no evidence of commercial availability in
enabling form since the asexually 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 possession of
the cotton cultivar based on the publications and the
availability of the seeds.).

2121.04 Apparatus and Articles - What
Constitutes Enabling Prior Art

PICTURES MAY CONSTITUTE AN "ENA­
BLING DISCLOSURE"

Pictures and drawings may be sufficiently enabling
to put the public in the possession of the article pic­
tured. Therefore, such an enabling picture may be
used to reject claims to the article. However, the pic-

ture 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 M!'EP § 2125 for a dis­
cussion of drawings as prior art.

2122 Discussion of Utility in.the
Prior Art

UTILITY NEED NOT BE DISCLOSED IN REF­
ERENCE

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, 964 F.2d 1122, 22 USPQ2d 1671 (Fed.
Cir. 1992) (The application claimed compounds used
in ophthalmic compositions to treat dry eye syn­
drome. The examiner found a printed publication
which disclosed the claimed compound but did not
disclose a use for the compound. The court found that
the claim was anticipated since the compound and a
process of making it was taught by the reference; The
court explained that "no utility need be disclosed for a
reference to be anticipatory of a claim to an old com­
pound." 964 F.2d at 1124, 22USPQ2d 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

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
contain." In re Heck, 699 F.2d 1331, 1332-33,
216 USPQ 1038,1039 (Fed. Cir. 1983) (quoting In
re Lemelson, 397 F.2d 1006, 1009, 158 USPQ 275,
777 (CCPA 1968».

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, 874 F.2d 804,
10 USPQ2d 1843 (Fed. Cir.), cert.denied, 493 U.S,
975 (1989). See also Celeritas Technologies Ltd. v.
Rockwell International Corp., 150 F.3d 1354, 1361,
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47 USPQ2d 1516, 1522-23 (Fed. Cir, 1998) (The
court held that the prior art anticipated the claims
even though it taught away from the claimed inven­
tion. ''The fact that a modem with a single carrier data
signal is shown to be less than optimal does not vitiate
the fact that it is disclosed.").

NONPREFElUffiD EMBODIMENTS CONSTI­
TUTE PRIOR ART

Disclosed examples and preferred embodiments do
not constitute a teaching away from a broaderdisclo­
sure or nonpreferred embodiments. In re Susi, 440
F.2d 442, 169 USPQ 423 (CCPA 1971). "A known or
obvious composition does not become patentable sim­
ply because it has been described as somewhat infe­
rior to some other product for the same use." In re
Gurley, 27 F.3d 551, 554, 31 USPQ2d 1130, 1132
(Fed. Cir. 1994) (The invention was directed to an
epoxy impregnated 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 reference, however, disclosed that epoxy
was known for this use, but that epoxy impregnated
circuit boards have "relatively acceptable dimensional
stability" and "some degree of flexibility," but are
inferior to circuit boards impregnated with polyester­
imide resins. The court upheld the rejection conclud­
ing that applicant's argument that the reference
teaches away from using epoxy was insufficient to
overcome the rejection since "Gurley asserted no dis­
covery beyond what was known in the art." 27 F.3d at
554, 31 USPQ2d at 1132.).

2124 Exception to the Rule Thatthe
Critical Reference Date Must
Precedethe Filing Date

IN SOME CmCUMSTANCES A FACTUAL
REFERENCE 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, 311 F.2d 266,
135 USPQ 442 (CCPA 1962). Such facts include the
characteristics and properties of a material or a scien­
tific truism. Some specific examples in which later
publications showing factual evidence can be cited

include situations where the facts shown in the refer­
ence are evidence "that,as of an application's filing
date, undue experimentation would have been
required, In re Corneil, 347 F.2d 563, 568,145 USPQ
702, 705 (CCPA 1965), or that a parameterabsent
from the, claims was or was not critical, In 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 F.2d 220, 223
n.4, 169 USPQ367, 370nA (CCPA1971), or that the
invention, was inoperative or lacked utility" In re
Langer, 503F.2d 1380, 1391, 183 USPQ 288,
297 (CePA 1974), or that a claim was indefinite, In re
Glass, 492 F.2d 1228,1232 n.6, 181 USPQ 31, 34 n.6
(CCPA 1974), or thatcharacteristics of prior art prod­
ucts were known, In re Wilson,311 F.2d 266, 135
USPQ 442 (CCPA 1962)." In re Koller, 613 F.2d 819?
823 n.5, 204 USPQ 702, 706 n.5 (CCPA 1980) (quot­
inglnreHogan, 559 F.2d 595, 605 n.17, 194 USPQ
527, 537 n.17 (CCPA 1977) (emphasis in original».
However, it is impermissible to use a later factual ref­
erence to determine whether the application is enabled
or described as required under 35 ueS.c. 112, first
paragraph. In re Koller, 613 F.2d 819, 823 n. 5,
204 USPQ 702, 706 n.5 (CCPA 1980). References
which do not qualify as prior art because they post­
date'the claimed invention may be relied upon to
show the level of ordinary skill in the art at or around
the tirne the invention was made. Ex parte Erlich,
22 USPQ 1463 (Bd, Pat. App. & Inter. 1992).

2125 Drawings as Prior Art

DRAWINGS CAN BE USED AS PRIOR ART

Drawings and pictures can anticipate claims if they
clearly show the structure which is claimed. In' re
Mraz, 455 F.2d 1069, 173 USPQ 25 (CCPA 1972).
However, the picture must show all the claimed struc­
tural 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 mat­
ter that the feature shown is unintended or unex­
plained in the specificatiou. The drawings must be
evaluated for what they reasonably disclose and sug­
gest to one of ordinary skill in the art. In re Aslanian,
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590 F.2d 911, 200 USPQ 500 (CCPA 1979). See
MPEP § 2121.04 for more information on prior art
drawings as "enabled disclosures."

PROPORTIONS OF FEATURES IN A DRAW­
ING ARE NOT EVIDENCE OF ACTUAL PRO­
PORTIONS WHEN DRAWINGS ARE NOT TO
SCALE

When the reference does not disclose that the draw­
ings are to scale and is silent as to dimensions, argu­
ments based on measurement of the drawing features
are of little value. See Hockerson-Halberstadt, Inc. v.
Avia Group Int'l, 222F.3d 951, 956, 55USPQ2d
1487, 1491 (Fed. Cir. 2000) (The disclosure gave no
indication that the drawings were drawn to scale. "[I]t
is well established that patent drawings do not define
the precise proportions of the elements and may not
be relied on to show particnlar sizes if the specifica­
tion is completely silent on the issue."). However, the
description of the article pictured can be relied on, in
combination with the drawings, for what they would
reasonably teach one of ordinary skill in the art. In re
Wright, 569 F.2d 1124, 193 USPQ 332 (CCPA 1977)
("We disagree with the Solicitor's conclusion, reached
by a comparison of the relative dimensions of appel­
lant's and Bauer's drawing figures, that Bauer 'clearly
points to the nse of a chime length of roughly 1/2 to 1
inch for a whiskey barrel.' This ignores the fact that
Bauer does not disclose that his drawings are to scale.
... However, we agree with the Solicitor that Bauer's
teaching that whiskey losses are influenced by the dis­
tance the liquor needs to. 'traverse the pores of the
wood' (albeit in reference to the thickness of the bar­
relhead)" would have suggested the desirability of an
increased chime length to one of ordinary skill in the
art bent on further reducing whiskey losses." 569 F.2d
at 1127, 193 USPQ at 335-36.)

2126 Availability of a Document as a
"Patent" for Purposes of Rejection
Under 35 U.S.C.I02(a), (b), and (d)

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 pnrposes 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. In re
Ekenstam, 256 F.2d 321, 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)
UNTIL IT IS AVAILABLE TO THE PUBLIC
BUT IT MAY BE AVAILABLE UNDER 35 U.S.C.
102(d) AS OF GRANT DATE

Secret patents are defined as patents which are
insufficiently accessible to the public to constitute
"printed publications." Decisions on the issue of what
is sufficiently accessible to be a "printed publication"
are located in MPEP § 2128 - § 2128.01.

Even if a patent grants an exclusionary right (is
enforceable), it is not available as prior art under
35 U.S.C. 102(a) or (b) if it is secret or private. In re
Carlson, 983 F.2d 1032, 1037, 25 USPQ2d 1207,
1211 (Fed. Cir. 1992). The document must be at least
minimally available to the public to constitute prior
art. The patent is sufficiently available to the public
for the purposes of 35 U.S.c. 102(a) or (b) if it is laid
open for public inspection or disseminated in printed
form. See, e.g., In re Carlson, 938 F.2d at 1037,
25 USPQ2d at 1211 ("We recognize that
Geschmacksmuster 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 burden, however, is by law imposed upon the
hypothetical person of ordinary skill in theart who is
charged with knowledge of all contents of the relevant
prior art."). The date that the patent is made available
to the pnblic is the date it is available as a 35 U.S.C.
102(a) or (b) reference. In re Ekenstam, 256 F.2d 321,
118 USPQ 349 (CCPA 1958). But a period of secrecy
after granting the patent has been held to have no
effect in connection with 35 U.S.c. 102(d). These pat­
ents are usable in rejections under 35 U.S.C. 102(d)
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as of the date patent rights are granted. In re Katha­
wala, 9 F.3d 942, 28 USPQ2d 1789 (Fed.Cir.1993).
See MPEP § 2135 - § 2135.01 for more information
on 35 U.S.c. 102(d).

2126.01 Date of Availability of a Patent
as a Reference

PATE FOREIGN PATENT IS EFFECTivE AS'\'
REFERENCE, IS" USUALLY .THE , pATE
PATENT RIGHTS ARE FORMALLY AWARDED
TO ITS APPLICANT

The date the patent is available as a reference is
generally the date that the patent becomes enforce­
able. 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,
256 F.2d 321, 118 USPQ 349 (CCPA 1958).

Note that MPEP §901.05summarizes 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 classes of foreign patents;' A copy of
Chisum is kept in the law library of the Solicitor's
Office and in the Lutrelle F. Parker, Sr.,· Memorial
Law Library located in CPKI-520:

2126.02 Scope of Reference's Disclosure
Which Can Be Used to Reject
Claims Wbenthe Reference Is a
"Patent" but Not a "Publication"

OFTEN UNCLAIMED DETAILS FOUND IN
THE PATENT SPECIFICATION CAN BE RE­
LIED ON EVEN IF PATENT IS SECRET

When the patented document is used as a patent and
not as a publication, the examiner is not restticted to
the information conveyed by the patent claims but
may use any information provided in the specification
which relates to the subject matter of the patented
claims when making a rejection under 35 U.S.c.
102(a), (b) or (d). 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 specifica,

tion was germane to the claimed invention and upheld
the examiner's 35 U.S.C. 102(b) rejection.); In re
Kathawala.B F.3d942, 28 USPQ2d.1785 (Fed. Cir.
1993) (The chums at issue where rejected under
35 U.S.C.I02(d) by applicant's own parent afplica,
tions in Greece and Spain. The applicant argued that
the "invention ... patented in Spain was not the same
'invention' claimed in the U.S. application because
the Spanish patent claimed processes for making
[compounds for itlhibition ofcholesterol biosynthesis]
and claimsI and 2 were directed to the compounds
themselv,es."9 F.3d at 944, 28 USPQ2d at 1786. The
Federal Circuit held that "when an applisant files a
foreign application fully disclosing his inventionand
having the potential to claim his invention ill a Hum- '
berof ways, the reference in section 102(d) to 'inven­
tion '" patented' necessarily includes all 'disclosed
aspects of the invention." 9F.3d at 945-46,
28 USPQ2d at 1789:)

In re Fuge, 272 F.2d 954,957, 124 USPQ 105, 107
(CCPA 1959)"doeS not conflict with the abovedeci­
sions. This decisionsimplystatest'that, at the least,
the scope of the patentembraces everything included
in the [claim]." (emphasis added),

Note that the, courts have interpreted the phrase
"invention .... pate!1\ed" in 102(a), (b), and (d) the,
same way and have cited decisions without regard to
which of these subsections of 35 U.S.C. 102 was at
issue in the particular case at hand. Therefore, it does
not seem to matter to which subsection of 102 the
cases are directed; the court decisions are interchange­
able as to this issue.

2127 Domestic and Foreign Patent
Applicatipnsas Priol' Art

I. AMNDONEDAPPLICATIONS,I1'ICLUD.
ING PROVISIONAL APPLICATIONS

AbaniimedApplicatlons Disclosed to the Public
Can Be Used as Prior Art '

"An abandoned patent application may become evi­
dence of prior art only when it has been appropriately
disclosed, as, for example, when the abandoned patent
[application] is reference[d]in the disclosure of
another patent, in a publication, or by voluntary dis­
closure under [fomer Defensive Publication rule]
37 CFR 1.139." Lee Pharmaceutical v. Kreps,
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577 F.2d 610, 613, 198 USPQ 601, 605 (9th Cir.
1978). An abandoned patent application becomes
available as prior art only as of the date the public

gains access to it. See 37 CPR 1.14(e) (2). However,
the subject matter of an abandoned application,
including both provisional and nonprovisional appli­
cations, referred to in a prior art U.S. patent may be
relied on in a 35 U.S.c. 102(e) rejection based on that
patent if the disclosure of the abandoned application
is actually included or incorporated by reference in
the patent. Compare In re Lund, 376 F.2d 982, 991,
153 USPQ 625, 633 (CCPA 1967) (The court reversed
a rejection over a patentwhich 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 applica­
tion 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.). See also MPEP
§ 901.02. See MPEP § 2136.02 and § 2136.03 for the
35 U.S.C. 102(e) date of a U.S. patent claiming prior­
ity under 35 U.S.C. 119?r 120.

II. APPLICATIONS WHICH HAVE ISSUED
INTO U.S. PATENTS

A 35 U.S.C. I02(e) Rejection Cannot Rely on Matter
Which Was Canceled/rom the Application and Thus
Did Not Get Published in the Issued Patent

Canceled matter in the application file of a U.S.
patent cannot be relied upon in a rejection under
35 U.S.C.l02(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 appli­
cation issues into a patent since this is the date the
application file wrapper becomes available to the pub­
lic. In re Lund, 376 F.2d 982, 153 USPQ625 (tCPA
1967). For more information on available prior art for
use in 35 U.S.C. 102(e) rejections see MPEP

§ 2136.02.

III. FOREIGN APPLICATIONS OPEN FOR
PUBLIC INSPECTION (LAID OPEN AP·
PLICATIONS)

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
inspect 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 )1yer,
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).
However, whether or not a document is "published"
for the purposes of 35 U.S.C. 102 and 103 depends
on how accessible the document.is to the public. As
technology has made reproduction of documents eas­
ier, the accessibility of the laid open applications has
increased. Items provided in .easily reproducible form
have thus become "printed publications" as the phrase
is used in 35 U.S.C. 102. In re )1yer, 655 F.2d 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 pub­
lished because it was laid open for public inspection,
microfilmed, "diazo copies" were distributed to five
suboffices having suitable reproduction equipment
and the diazo copies were available for sale.). The
contents of a foreign patent application should not be
relied upon as prior art until the date of publication
(i.e., the insertion into the laid open application) can
be confirmed by an examiner's review of a copy of
the document. See MPEP § 901.05.

IV. PENDING U.S. APPLICATIONS

As specified in 37 CFR 1.14(a), all pending U.S.
applications are preserved in confidence except for
published applications, 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 Lllfbj), However, if
an application that has not been published has an
assignee or inventor in common with the application
being examined, a rejection will be proper in some
circumstances.Forinstance, when the claims between
the two applications are not independent or distinct, a
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provisional double .patenting rejection is made. See
MPEP § 804. If the copending applications differ by
at least one inventor and at least one of the applica­
tions would have been obvious in view of the other, a
provisional rejection oyer 35 USeC. 102(e) or 103 is
made when appropriate. See MPEP§ 706.02(0,
§ 706.02(k), § 706.02(1)(1), and § 706.02(1)(3).

See MPEP § 706.02(a), § 804!ll1d § 2136 et seq. for
information pertaining to rejections relying on U.S.
application publications.

2128 "Printed Publications" as Prior Art

A REFERENCE IS A "PRINTED PUBLICA·
TION" IF IT ISACCESSIBLE 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 personsinterested and ordinarily skiIled in
the subject matter or. art, exercising reasonable dili­
gence, can locate it" In re WJ!et, 655 F.2d 221;
210 USPQ 790 (CCPAI981) (quoting I.CE. Corp. v,
Armco Steel Corp., 250 F. Supp.738,743, 148 USPQ
537,540 (SONY 1966» ("We agree that 'printed pub­
lication' should be approached as a unitary concept.
The traditional dichotomy 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 dissemina,
tion' 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 seems to render their use in the phrase 'printed
publication' somewhat redundant.") In re WJ!er,
655 F.2d at 226, 210 USPQat 794.

See also Carella V. Starlight Archery, 804 F.2d 135,
231 USPQ 644 (Fed. Cit. 1986) (Starlight Archery
argued that CareIla's patent claims to an archery sight
were anticipated under 35 U.s.C. 102(a) by an adver­
tisement in a Wisconsin Bow Hunter Association:
(WBHA) magazine and a WBHA mailer prepared
prior to Carella'sfiling date. However, there was no
evidence as to when the mailer was received 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 either the
advertisement or mailer was accessible to any mem­
ber of the public before the filing date there could be
no rejection under 35 U.S.c. 102(a).).

ELECTRONIC PUBLICATIONS AS PRIOR
ART

Status as a "Printed Publication"

An electronic publication, including an on-line
database or Internet publication, is considered to be a­
"printed publication" within: the meaningof 35 U.S,C.
102(a) and (b) provided the publication was accessi­
ble to persons concerned with the art to which the
document relates. See In re WJ!er, 655 F.2d 221, 227,
210 USPQ. 790, 795 (CCPA1981) ("Accordingly,
whether Information is printed,handwritten, or, on
microfilm oramagnetic disc or tape, etc., the one who
wishesto characterize the information, in whatever
form it Illay be, as ~. 'printed publication' ,* * * should
produce sufficient proof of itsdisseminati011 or that it
has otherwis~ bee? available and accessible to persons
concerned with the art to which the document relates
and thus most Iikely to avail themselves of ilscon­
tents.' "(citations omitted).). See also Amazon. com v.
Bamesandnoble.com, 73 F. Supp. 2d 1228,
53 USPQ2d 1115, 1119 (W.O. Wash. 1999) (pages
from a website were relied on by defendants as an
anticipatory reference (to no avail), however status of
the reference as prior art was not challenged.); In re
Epstein, 32 F.3d 1559, 31 USPQ2d 1817 (Fed. Cir.
1994) (Database printouts of abstracts.whichwerenot
themselves prior art publications were properly relied
as.providing evidence that the software products ref­
erenced therein ",ere "first installed" or "released"
more than one year prior to applicant's filing date.).

The Officepolicyrequiring recordationof the field
of search and search results (see MPEP§ 719.05)
weighs .in.favor Sf finding that Internet and on-line
database references cited by the examiner are t'acces­
sible to persons concerned with the art to which the
document relates and thus most likely to avail them­
selves ofits contents."WJ!er:655 F.2d at221 ,
210 USPQ at 790. Office copies of an electronic doc­
ument must be retained if thes~e document may
notbe available for retrieval in the future. This is
especially important for sources such as the Internet
and online databases.
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Date ofAvailability

Prior art disclosures ou the Internet or ou an ou­
line database are considered to be publicly available
as of the date the item was publicly posted. If the pub­
lication does not include a publication date (or
retrieval date), it cannot be relied upon as prior art
under 35 U.S.C. 102(a) or (b), although it may be
relied upon to provide evidence regarding the state of
the art. Examiners may ask the Scientific andTechni­
cal Information Center to find the earliest date of pub­
lication.See MPEP §901.06(a), paragraphIV. G.

Extent ofTeachings Relied Upon

An electronic publication, like any publication,
may be relied upon for all that it would have reason­
ably suggested to one having ordinary skill in the art.
See MPEP § 2121.01 and § 2123. Note, however/that
if an electronic document which isihe abstract of a
patent or printed publication is reliedupon in a rejec­
tiou under 35U.S.C. 102 or 103, ouly the text of the
abstract (and uot the underlyingdocument) may be
relied upon to support the rejectiou. Iu situatious
where the electronic version and the published paper
versiou of the same or a corresponding patent or
priuted publicatiou differ appreciably, each may need
to be cited and relied upou as iudependentrefereuces
based on what they disclose.

Internet Usage Policy

See MPEP § 904.02(c) for the portions of the Inter­
net Usage Policy pertaining to Internet searchiug and
documenting search strategies. See MPEP § 707.05
for the proper citation of electronic documents.

EXAMlNERNEED NOTJ.>R.OvE ANYONEAC­
TUALLY LOOKED AT THE DOCUMENT

One ueed not prove someone actually looked ata
publicatiou when that publication is accessible to the
public through a library or patent office. See In re
].Iyer, 655 F.2d 221,210 USPQ 790 (GCPA 1981);ln
re Hall, 781 F.2d 897, 228 USPQ 453 (Fed. Cir.
1986).

2128.01 Level ofPublic Accessibility
Required

A THESIS J.>LACED IN A UNIVERSITY LI­
BR.ARY MAY BE J.>RIOR ART IF SUFFI­
CIENTLY ACCESSmLE TO THEJ.>UBLIC

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, 781 F.2d
897, 228 USPQ 453 (Fed. Cir. 1986). Even if access
to the library isrestricted, 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. invention. In re Bayer,
568 F.2d 1357, 196 USPQ 670 (CCPA 1978).

In InreHall, general library catalogiug and shelv­
ingpractices showed that a doctoral thesis deposited
in university library wouldhave been indexed, cata­
loged and shelved and thus available to the public
before the critical date. Compare In re Cronyn,
890 F.2d 1158, 13 USPQ2d 1070 (Fed. Cir. 1989)
wherein doctoral theses were shelved and indexed by
index cards filed alphabetically by student name aud
kept in a shoe box iu the chemistry library. The index
cards only listed the student name and title of the the­
sis. Two of three jndges held that the students' theses
were not accessible to the public. The court reasoned
that the theses had not been either cataloged or
iudexed in a meaningful way since thesis could only
be fouud if the researcher's name was kuowu, but the
uame bears no relatiouship to the subject of the thesis.
One judge, however, held that the fact that the theses
were shelved iu the library was euough to make them
sufficiently 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 publication." It should be noted that
these Board decisions have not been expressly over­
ruled but have been criticized in other decisions. See
In re Tenney, 254 F.2d 619, 117 USPQ 348 (CCPA
1958) (concurring opinion by J.Rich) (A document,
of which there is but one copy, whether it be hand­
written, typewritten or on microfilm, may be techni­
cally accessible to anyone who can find it. Such a
document is not "printed" in the sense that a printing
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