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MANUAL OF PATENT EXAMINING PROCEDURE

-Chart of Some Common Differences

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

differences are important.
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FILING DATE

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 flllng date of a PCT international application is
the date applicant satisfies Article 1T 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
under 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 64(4), any mternatlonal 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
- designated State as of the international -filing date, which
date shall be considered to be the actual filing date in each
' dCSIg;nated State. ' '

PCT Article 64(4) in turn, pr0v1des

" (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 of an 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 makmg 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 any 1ntemat10na1 application des1gnat1ng that State
becomes effective in that State. This statement may be
modified at any time 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 DATE AS A REFERENCE _
Pubhcatwns Under 35 U S.C. 122(b) as References

When examining  an apphcatlon filed before
November 29, 2000, which has not been _voluntanly
published under 35 U.S.C..122(b), publications under
35.U.8.C. 122(b) of 35 U.S.C. 111(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-
ber 29, 2000. : : o

When examining an appllcauon ﬁled Ol Or. after
November 29, 2000, or filed before November 29,
2000 ‘and voluntarily pubhshed ‘under“35 US.C.
122(b), a publication under 35 U.S.C. 122(b} of a
35U.S.C. 111(a) application will have an effective
date as a reference under 35 U.S.C. 102(e) as of iis
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 PCT 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)(1) as
of its international filing date only if it was published
in the international stage under PCT 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
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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 pubhshed under 35 U.S.C.
122(b), a U.S. patent issuing from a nat1ona1 stage
apphcauon will be effective as a reference as of the
date the national _stage apphcanon satisfied the
requ1rements of 35 U.S.C. 371(c)(1), (2), and
(4)(copy of the mternatmnal apphcauon with any nec-
essary translation, national fee and oath or declaratmu
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), where-appro-
priate,-as of the date on which it issued. as.a U. S
patent. : :

35 US.C. 119(a)-(d)
MENTS

PRIORITY REQUIRE-

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 Burecau (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 PCT Rule 4.10 or the pri-
ority document was not provided in accordance with
PCT Rule 17, the photocopy of the priority document

August 2001



1896 | MANUAL OF PATENT EXAMINING PROCEDURE

will not have been.provided by the International
Bureau. o

UNITY OF INVENTION

U.S. national apphcauons ﬁled under 35 U.S.C.
111(a) are subjcct to restriction practlce 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 subject to unity of invention pracuce in accor—

dance with 37 CFR 1 475 and 1.499 (effectlve May 1,
1993) '

FILING FEES

- US. natlonal apphcaﬂons 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 CFR 1.492.
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REFERENCE TO APPLICATION IN DECLA-
RATION

Applicant’s cath 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) gives the minimum requirements for iden-
tification -of 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 mter-
natlonal apphcauon
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Protest Under 37 CFR 1.291

1901

1901.01 ‘Who Can Protest’

1901.02 Information Which Can Be Relied on in Protest

1901.03 How Protest Is Submitted: .

1901.04.  When Should the Protest Be Subnntted

1901.05 - Initial Office Handling and Acknowledgment :
of Protest . . _

1901.06 Examiner Treatment of Protest

1901.07 - Protestor Participation . .

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

1906 = Supervisory Review of an Examiner’s Decision
Adverse to Protestor . :

1907  Unauthorized Participation by Protestor -

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

1901  Protest Under 37 CFR 1.291
37 CFR 1.291.
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: ' ' o
(1} The protest is submitted ‘prior to the date the apphca-

Protests by the public against pending

tion was published or the mailing of a notice of allowance under

§ 1.311, whichever occurs first: and -

“{(2) The protest is either ‘served upon - the- appheant in

accordance with § 1.248, or filed with the Office in. duplrcate in
the event service is-not possible. - :

{(b) Protests raising fraud or other mequrtable conduct issues
will be entered in the application file, generally without comment
on those issues. Protests which do not adequately identify a pend-
ing patent application will be returned to the protestorand will not
be further considered by the Office. A protest submitted in accor-

dance with the second Sentence of paragraph (a).of this section:

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, pubhcauons or other mfor—
mation relied upon;

(2) A concise explanation of the relevance of each hsted
iteny;

- (3) A copy of gach listed patent or publication or other
item of information in written form or. at least the pertment por~
tions thereof, and

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

(¢} 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.

1900-1

of a self-addressed postcard which the member of the public. may
include with the protest in order to receive an acknowledgment by-
the Ofﬁce that the protest has been recerved In the absence of a
request by the Office, an applicant has no duty to, and need not;’
reply to a protest. The limited involvement of the member of the
public filing a protest pursugnt 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 subnnssron ralses new issues which could
not have been ea.rher presented

37 CFR 1. 248 Service of papers; manner of service; proof
of service; proof of service in cases other than
interferences. - - - : o

() Service of papers must be on the attorney or agent of the:
party if there be such or on the party if there is no attorney or
agent and may be made in any of the following ways:

(1) By delivering a copy of the paper to ‘thé person
served; ‘

~ (2) By leaving a copy at the usual place of business of the
person served with someorie 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 discrétion 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 shall be 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
Oﬁ‘iczal Gazette:

_(b) Papers filed in the Patent and Trademark: Office which:
are required to be served shali 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 serv1ce :
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 mterferences

The degree of pafncrpatlon allowed a protestor is
solely within, the discretion -of the Comm1ss1oner 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 preissnance opposition to
the grant of a patent may be initiated after publication
of the application without the applicant’s express
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written consent as spe01ﬁed by 35 US.C. 122(c)

37 CFR 1.291(a) provides that public protests against

pending applications will be referred to the examiner
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 1.291(a), the appli-
cation is still pending when the protest and
application file are brought before the examiner, and
the protest includes: '

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

‘(B) a concise explanatlon of the relevance of each
listed item;

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

(D) an Enghsh 1anguage translation of all neces-
sary and pertinent parts of any non- Enghsh language
document relied on. :

A party 0bta1mng knowledge of an apphcauon
pendlng 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 f_iling 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 1.291(c)..The USPTO 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.
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1901 01 Who Can Protest

Any member of the pubhc, mcluding private per-
sons, corporaté 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 sinc¢e 37 CFR 1.291
does not require that the principal be identified.

1901.02 Informatmn 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 a protest under 37 CFR 1.291(a). While
prior art documents, such as patents and publications,
are most often the types of information relied on in
protests, 37 CFR 1.291(a) is not limited to prior art
documents. Protests may be based ori’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 docuinents is relied on, problems may atise
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. Information 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 1.291(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
himgelf invent the subject matter sought to be pat-
ented” (35 U.S.C. 102(f)).
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(D) Information relating to 1nventorsh1p under
35USC 102(g). . e
"(E) Information relating to. sufﬁc1ency of drsclo—

112.

(F) Any other information demonstrating that th'e'
application lacks compliance - with the statutory‘

requirements for patentability.
(G) 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 entéred in the application file, generally with-
out comment on those issues, 37 CFR L 29l(b)

Drfferent forms of ev1dence may accompany, or be
submitted as a.part of, a protest under 37. CFR
1.291(a). Conventional prior art documents such as
patents and publications are the most commen form
of evidence. However, other forms of evidence. can
likewise be submitted. Some representative examples
of other forms of evidence are lltrgatton-related mate-
nals such ‘as complamts answers, deposrtrons
answers to interrogatories, exhibits, transcrlpts of
heanngs or trials, court orders and’ opinions, stlpula-
tions of the partles etc. Where only a pOI‘thIl of the

llngatron—related materials is relevant to the protest,

protestors ate encouraged to subnut only the relevant
portton(s)

In a protest based on an alleged 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 and 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 alleged 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 37 CFR 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:
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sure or failure to dlsclose best mode under 35 U S C

1901.03

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 a part of, a protest under 37 CFR 1.291(a). Trade
secret information which ‘was obtained by a protestor
through agreements with others can likewise be sub-
mitted. Such information, if subrmtted .will be treated
in accordance with the guldehnes set forth in MPEP
§ 724 and will be made pubhc if a reasonable exa:m—'
iner ‘would' consider the information 1mp0rtant in’
deciding whether to allow the apphcauon to 1ssue as a
patent

1901.03: How Protest Is Submltted

A protest under 37 CFR 1. 291(a) must be submrttedj
in writing, must spe01f1cally identify the apphcatron to
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 1nformatron,
relred on; a concise explanation of the relevance of
each lrsted item; an Enghsh language translation of all.
relevant parts of any non-English language doeurnent ,
and be accompanied by a copy.of each patent, publl--‘
cation, or other document relied on. Protestors are.
encouraged to.use form PTO-1449 “Information.Dis-
closure Statement” (or an equrvalent form) ‘when pre-
paring .a protest under 37 CER 1.291, especrally the.
listing enumerated under 37 CFR 1 291(b)(l) See
MPEP § 609 In addltron 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
the apphcant s attorney or agent of record; or (2) be
filed. with the Office in duplrcate in_the event service.
is not possrble : :

Tt is important that any protest agamst a pendmg
appl_rca_twn speelflcally identify the application to.
which the protest is directed with the identification
being as complete as possible. If possible, the follow-
ing information should be placed on the protest:

(A) Name of Applicant(s).

- (B) Application number (mandatory). -
(C) Filing date of applrcat1on
(D) Title-of invention. -
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(E) Group art unit number (if known). ..
{F) Name of examiner to whom the apphcatmn 18
ass1gned (if known).

(G) Current status and location of apphcauon (1f'

known).

(H) The word. “ATTENTION ? followed by the

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

'In addmon to the above information, the protest'
itself should be clearly identified as a “PROTEST
UNDER 37 CFR 1.291(a).” If the protest includes
exhibits or other attachments, these should also con-
tain 1dent1fy1ng information thereon in order to pre-
vent them from becommg madvertently separated and
lost.

Any protest can be submitted by mail to the Ass1s-
tant Cormmissioner for Patents, Washington, DC.
20231, and should be directed to the attention of the
Director of the particular Technology Center in which
the application is pending. If the protestoris unable to
specifically identify the application to which thé 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 further cons1dered by
the Office.

Where a protest is directed to a reissue application
for a patent which is involved in litigation, the outside
énvelope and the top right-hand portion of the protest
should be ‘marked with the words “REISSUE LITL-
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 area in order to
ensure prompt rece1pt and to avo1d 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
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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 1.291(c), and no.
further: submission on behalf of protestor will be
acknowledged or .considered, except for additional
prior art, or uniess such submission clearly raises new
issues which could not have been eatlier presented.
Protests which will not be entered in the application
file include those further subimissions 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 t0 bring in
further or ¢ven new data or information with respect
to an issue previously raised by protestor would not
qualify as'a new protest. The Office will not add these
arguments or comments fo the original protest and
will not enter them in the apphcatmn file:

Even new protests which also argue Office actions
or rephes of any matter beyond the new issue should
not be accepted Improper protests will be returned by
the Technology Center (TC) Director. Whﬂe improper
protests will be returned, a new protest by an earlier
protestor will 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 1nd1cated in 37 CFR 1. 291(b)(3) a protest must
be acc_ompamcci 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 subrmssmn 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
acopy 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
orupon applicant’s attorney or agent should be a com-
plete copy including:a copy of each prior art or other
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~ PROTEST -

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
Submltted

A protest under 37 CFR 1. 291(a) must be submitted
prior to the date the apphcanon was publlshed or ihe
mailing of a notice of allowancé under 37 CFR 1.311,
whichever occurs first, and the application must be

pending when the protest ‘and-‘application” file “are

brought before the examiner'in order to be enstured of

cons1derat10n As a pracncal matter any protest'

testor becomes aware of the ex1stence of the- apphcai

tion to which- the protest is'to be’ directed: By
submitting ‘a-protest early in the examination process;

i.e., before the Office acts on 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.

A protest submitted after the mailing of the notice of:
allowance will not knowingly be ignored if the: protest:

includes prior art documents which clearly 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 CFR .1.291(a) will be considered if the appli-
cation is still pending when.the protest -and applica-

tion are provided .to the examiner. However,

prosecution. will not.ordinarily. be reopened after final
rejection if the prier art cited in the protest is merely
cumulative of the prior art cited in the final rejection.
If a protest is not submitted within the time period set
forth in-37 CFR 1. 291(a)(1) it will be acknowledged
as ‘set forth in MPEP' § 1901.05 only if ‘a self-
addressed postcard is included with the protest, and’
referred to the éxaminer having charge of the subject
maiter mvolved for handhng as set fcnth in MPEP-
§ 1901.06. - : : A

A’ protest: with regard to 4 reissué application
should be filed within the 2-month period-following
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announcement of the:filing-of the reissue application.
in the Official Gazette. If; for some reason, the protest
of the reissue application cannot be filed within the 2-
month period. prov1ded by MPEP § 1441, the protest.
can be submitted at a later time, but the protestor must
be aware that reissue applications are “special” and a
later f1led protest may be received after action by the
exammer Any request by a protestor in a re1ssue;
appllcatlon for an extension of the. 2—m0nth period.
following the announcement in the Oﬂiczal Gazetre'
will be cons1dered only if filed in the form Of a peti-
tion under 37 CFR 1, 182 and accompamed by the.
peutlon fee set forth in 37 CFR 1.17¢h). The. pet1t10n-a
under 37 CFR 1.182 and the petition fee must be filed,
prior to the expxratlon of the 2-month period prov1ded:
by MPEP § 1441. The pet1t10n must explaln why the.
additional time is necessary and the nature of the pro-
test intended. A copy of such petition must be served
upon applicant in accordance with‘37 CFR 1.248. The
petition should be directed to the appropriate Technol-
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 a reis-
sue application of another party is being requested. -
Accordingly; the requests should be made only where
necessary; for the minimum ‘period reéquired, and with
a Jusuflcatlon estabhshmg the necessny for the exten—‘
sion.

i the protest is a “REISSUE LITIGATION” pro-‘_
test it is part1cularly 1mp0rtant that it be filed early if,
protestor wishes it considered at the time. the Ofﬁce:_
first acts_on . the. apphcatlon Protestors should. be
aware that the Ofﬁce will entertain, petltlons under 37
CER. 1. 182 ‘when accompamed by the petition fee set.
forth in 37 CFR 1.17(h), to waive the 2-month delay
perlod of MPEP § 1441 in approprlate circumstances. :
Accordlngly, protestors to reissue appllcatlons cannot:
automaucally assume that. the. full 2-month delay
period of MPEP § 1441 will always be available.

‘If'a protest is filed in-a réissue application related to
a patent involved'in a pendlng interference proceed-
ing, the reissue -application should:be referred to the
Office of the Deputy Commissioner for Patent Exami-
nation Policy. before the protest is considered and the
application is acted on by the TC. See also MPEP

. §1441-as to the filing of a protest in a reissué applica-

o, «
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1901.05

1901.05 Initial Office Handling and -
Acknowledgment of Protest

PROTESTS REFERRED TO EXAMINER

Protests filed against pending applications will be

referred to the examiner having charge of the applica-
tion involved. 37 CFR 1.291(a).’ A protest specifically
identifying the application'to which it is directed will

be entered in the application file, if (1) the protest is
submitted prior to the publication of the application 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 CFR '1.248, or a duplicate copy is filed

with the Office in the event service is not posmble :

37 CFR 1.291(a).

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

PROTEST DOES NOT INDICATE SERVICE B

If the proteét filed in the Ofﬁce does not, h'owever
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 apphcant or applicant’s
attorney or agent'by telephone or in writing o 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 réproduce the protest
rather than delay referring it to the examiner. If dupli-
cate protest papers are mailed to applicant or appli-
cant’s attofricy or agent by the Office, the application
file should reflect that fact, either by a letter ttansmit-
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 pro[estor in an ongmal or reissue apphcatlon will
not receive any communications from the Office relat-
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ing to the protest, or to the application, other than the
return of a self-addressed postcard which protestor
mady 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 posteard acknowledgmg receipt ofa protest in
other than a reissue application will not and must not
indicate whether such_apphcatlon 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 w1th protestor or communi-
cated in writing 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 1, 1977 are pursuant to
37 CFR 1.11(b) “open to inspectioni by the general
public.” After an application is published pursuant to
35 1.S:C. 122(b), a copy of the file wrapper of the
published application may be requestéd by filing a
written request under 37 CFR 1. 14()(2) 1ncludmg the
fee as set forth in 37 CFR 1.19(b)(2).

The Ofﬁce will communicate w1th the apphcant
regarding any protest entered in an application file
and may require the applicant to-supply information
pursuant to 37 CFR 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 CFR 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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PROTEST

1901.06 Examiner Treatment of Protest

Office practice as defined in 37 CFR 1.291(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 ftled in an
application, whether the apphcatlon is ‘an original
application or a reissue apphcatlon does not relieve
the examiner from conducting & rormal examination
on the merits, including the required search. Evidence
submitted in a protest will be considered on the same
basis as other ex parte evidence. In ré Reuter, 651
F.2d 751, 758, 210 USPQ 249, 255 (CCPA 1981).

INITTAL REVIEW .

An examiner initially receiving a protest will
1mmed1ate1y re\uew the same for the followmg

(A) To ensure that eithér 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 not indicated as having been served
on applicant or applicant’s attorney and is not filed in
duplicate, then the examiner should undertake to
determine whether or not service has been made by
contacting applicant or applicant’s-attorney or agent,
but not protestor. If it 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.

Ka protest is filed in a reissue applic'ation and__th_e

reissue application is related to a patent involved in a
pending. interference proceedmg, such application
should be referred to the Office 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 re_v1ew-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-
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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 apph—
cant an opportunity to file comments on the protest.

§ 19.01 Period for Comments on Protest by Applicant - -

A protest against issuance of a patent based upon this applica-
tion has been filed under 37 CFR 1.291(a) on [1], and a copy [2];
Any comments or reply. apphcant desires to file before cons1der~
ation of the protest must be filed by [3].

Examiner Note:

1. Applicant is normally. given one month to submrt any com-
ments, unless circumstances in the case would warrant a longer,
period. ' S o
2. A copy of this Office action is NOT seit to the protestor See
37 CFR 1.291(c).

3. Inbracket 2, insert either-- has been served on apphcant—— or-
- is attached hereto—-.

Where necessary or des1rable to decide questrons
raised by the protest under 37 CFR 1 291(c) the pri-
mary examiner can requlre the appllcant to reply to
the protest and answer spemflc questions raised by the
protest. The primary examiner cannot require a reply
fo 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 cxaminer must be limited to seeking ‘answers
reasonably necessary in order for the primary exam-
iner to decrde 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 ‘answers to' questions which are not
before the pnmary examiner for decision. The pri~
mary examiner must use caré in requiring information
from apphcant pursuant to 37 CFR 1.291(c) to ensure
that the required 1nformat10n is necessary to the deci-
sion to be made. = :

Form Paragraph 19.02 can be used to require' addi-
tional information from apphcant regardmg 1ssues:
raised by the protest

T 19.02 Reqmrement for Informatzon _ :
The protest under 37. CFR 1.291 filed on [1] has been con51d-
ered. In order to reach a full and proper consideration of the issues
raised therein, it is necessary to obtain additional 1nformat10n
from applicant regardmg these issues. In particular [2]. The failure
to reply to this requirement for information within ONE MONTH
or. THIRTY: DAYS, .whichever is longer, of the mailing date. of
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this requirement will result in abandonment of the application.
This time period may be extended under the provisions of 37 CFR
1.136. . ;

Exammer Nute

‘While the examiner normally should not need further informa-
tion from apphca.nt this form paragraph may be used to request
spemﬁc additional information from the apphcant

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 eatlier
raised and constitutes in effect a new protest (see
MPEP § 1901.07). Tmproper protests will be returned
by the TC Direc'tor. '

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 CFR 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 or other documents submitted in conform-
ance with 37 CFR 1. 291(b) At Jeast 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 PTQ-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 prov1ded on the form
PTO-1449 (see MPEP § 609). Where the prior art or
other documents have not been cited on a PTO-892, ot
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 ecxaminer’s initials and = the term
“checked.” The examiner will also indicate in the next
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Office action that all documents submitted have been
considered.

Tt is not intended that the examiner be overly tech-
mcal in construing 37 CFR 1.291(b) and refuse con-
sideration of a protest because it does not include all
of the contents enumerated by 37 CFR 1.291(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 CFR 1.291(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 1.291(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 CFR
1.291(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 CFR 1.291(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 CFR 1.311, whichever occurs first, it should
not ‘be entered in the application file. The applicant
should be notified that the protest is untimély and that
it is not being entered in the application file. The han-
dling of the protest will vary dependmg on the partlc-
ular situation as follows.
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- PROTEST

A.  Service of Copy Included

Where the protest 1nc1udes an 1ndrcat10n of service
of copy on the applicant, the ongmal protest should be
discarded.

B.  Service of Copy Not Included

Where the protest does not include 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, the exam-.
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 submrtted the
next Offlce actlon wﬂl S0 mdrcate

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 ' protéstor. :'/Any
Office action by the examiner treating the merits of a
timely submitted protest complymg with 37 CFR
1.291(b) must specifically consider and make evident
by detailed reasoning the examiner’s posmon as to the
major argumerts and points raised by the’ protestor
While it is not necessary for the examiner to ‘respond
to each and évery minute argument or point, the major
arguments and points must be specifically covered.
The examiner will not, under any circumstanees, treat
or discuss those arguments or -points . directed fo
“fraud,” “mequrtable conduct or “violation of duty
of disclosure.” R

1900-9:
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RESULTS. OF - CONSIDERATION: REPORTED
TO TECHNOLOGY CENTER (TC) PIRECTOR -

After the examingr ‘has con51dered the protest the
examiner will report the resuIts of such con31derauon
to the TC D1rector : SR

1901 07 Protestor Part1c1pat10n

In accordance with the limited protestor part1c1pa—
tion in protests; 37 CFR 1.291(c) was amended effec:
tive July 1, 1982; and further amended on December
1,-1997, to provide:that: -

“limited _inv_oIvement_of the member of the public filinga
" 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 prier arf, or. unless such
- submission Taises new issues which could not have been'
‘. earlier presented.” - . - SR

37 CFR 1.291(c) was amended effective Deceémber
1, 1997, by removing the blanket limitation' of oné
protest pet 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 retumed unless it is shown that the argument
relates to a new issue that could not have been carlier
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-noted that entry of later submitted prior: art
in. the file record does not assure its consideration by.
the exarmner if submitted late in the examination pro-
cess. See MPEP § 1901 and § 1901.04. Accordmgly,
1mt1a1 protests “stiould be as complete as possible
when first filed. The mere flhng of a protest does not
grant access to protestor or relieve the Office of its
obligations-under 35 1.8:C. 122 to maintain applica-
tions “in confidence.” Nor. does the mere filing of a
protest - automatically mean that protestor will have
any .“right” to participate to any particular degree
37 CFR 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 or
status of the protest; or the application to’which it is
directed, or to participate in any Office procéedings
relating to the protest. The Office does not serve: cop-
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ies of Otfice 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 perrmtted to
participate in 1nterv1ews appeal a dec1s10n by the
examiner adverse to the protestor io 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 paragr'aph..(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 reqﬂirements 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 CFR 1.291(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 earher 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 seeks to partici-
pate in the examination process. For example, mere
arguments relating to an Office action or an appli-
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
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Office actions or replies or any matter beyond the new
issue should not be accepted. fmproper 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 carlier
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 Partlclpatwn 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
wriling ex parte to protestor. The examiner must not
communicate in any manner with protestor. See
37 CFR 1. 291(0)

1920 Cltatlon of Prior Art Under
_ 37 CFR 1.501(a)

'37 CFR 1.501(a) permits any person at any lime
during the period of enforceability of a patent to cite
to the Office, in writing, prior art consis_ﬁng 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 of Disclosure

200001  Imtroduction

2001 Duty of Dlselosure, Candor, and Good Faith

2001 o1 Who Has Duty To. Disclose T
2001.03 . To Whom Duty of Disclosure Is Owed e
2001.04 . Information Under 37.CER 1.56(a) ::

2001.05  Materiality Under 37 GFR 1.56(b) -

2001.06  Soutces of Information

2001.06(a) * Prior Art Cited'i in Related Foreign Apphcations

2001.06(b) quormatwn Relat:mg to or From Copendmg Umted
- States Patent Apphcatlons o '

2001.06(0) Informatton From Related Litigatlon ‘

2001.06(d) Information Relaung o, Claims C0p1ed From a . .
Patent ’

2002 Disclosure — By Whom and How Made
2002.01 By Whom Made

2002.02  Must be in Writing

2063  DBisclosure — When Made

2003,01 D15010sure After Patent Is Granted .
2004 = Aids to Compliance With Duty of: Dlsclosure
2005 Companson to Requu‘ement for Information :

2010  Office I-Iandlmg of Duty of Disclosurellnequitable
_Conduct Issues

2012 Reissue Appllcatlons Involwng Issues of Fraud
-~ - Inequitablé Conduct, and!or Violation of Duty ot‘
. Disclosure - ‘ L i :

2012.01 Collateral Estoppel

201_3 . Protests Involvmg Issues of Fraud Ineqlutable .
Conduct, and/or. Vlolation of Duty of Dlsclosure

2014 - Duty of Disclosure in Reexamination Proceedings. -

2016 " Fraud, Inequitable Conduct, or Vlolatmn of Duty of )
‘ Dlsclosure Affects All' Clalms

Deterrmnation of “Error Without Any, Decephve
- Intention™ : . . .

2000 01 Introductlon

2022 05

This Chapter deals_ with the‘duties owed toward the
U.S. Patent and Trademark Office by the'inventor and
every ‘other individual Whois substantlvely involved
in the preparation or prosecuuon of the apphcauon
and who is associated with, the mventor or the inven-
tor’s assignee. These duties, of candor and- good faith

and disclosure, have been codified in 37 CFR 1.56, 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.

2000-1.

2001 Duity of Dlsclosure, Candor, and
'Good Faith

37 CFR 1 36 Duty to dlsclose mformatwn materzal o
patenmbzlny R : .
(@) A patent by 1ts very nature is affected w1th a pub]ic mter-
est.. The public interest. is, best. served, a.nd .the: most . effective
patent exarmnatlon occurs when at the time an appheatlon is
being examined, the Office is aware of and eva.luates the teachmgs
of all information material to patentability. Each mdiwdual associ-
atecl WIth the ﬁhng and prosecution ofa patent apphcation has :
duty of candor and good faith in dealing with the Office, ‘which
includes a duty te disclose to the Office all information knowri to
that md1v1dua] to be matenal to patentabihty as. defmed in_this
section. The duty to dlSc]OSe mfonnation exists w1th respect, to
each pendmg claimi until the claim is cancelled or withdrawn from
congideration, or the application becomes abandoned. Information
material to the patentabillty of a claim that is cance]led 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
mannerprescribed by-§§:1.97(b)-(d) and 1.98. However; no patent
will be granted. on, an application in-connection with which fraud.
on the Office was. practiced or attempted or the duty of disclosure\
was violated thi-ough bad _faith or 1ntent10na1 misconduct. The
Office encourages applicants to carefully examine; :
(1) Prior.art cited in search reports of a forelgn patent
ofﬁce ina counterpart apphcauon, and .
(2) The closest information over which mdiwduals asso-
c:atecl with the filing or prosecution of a patent apphcation beheve
any pending claim patentably defines, to make sure that any mate-
rial information contained therein is disclosed to the Office.

(b) Under this section, information is material to patentabil-
1ty ‘when it is not cumulative to information a]ready of record or
bemg made of record in the application, and : :

(1) It establishes; by itself or in combination with other
information, a prima facie case of unpatentability of a claim; or -
(2): Tt refutes, or is inconsistent with, a posmon the apph—
caut takes in:
(i) Opposmg an argument of unpatentablhty rehed on
by the Oﬁ'lce or

iy Assertmg an argument of patentabihty ‘

" A prima far::e case of unpatentabihty is' established when'
the information’ compels a conclusion that a claim is unpatentable
under the prependerance of: gvidence, burden-of-proof standard;
giving each term in the claim its broadest reasonable.construction
consistent with the specification, and before any consideration is
glven to ev1dence which may be sublmtted in an attempt to estab-
hsh a contrary coriclusion of patentablhty

“*{¢) Individuals associated with the filing or prosecution of &
patent application within the meaniiig of this seciion-are; -~ -
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" {1).Each inventor named in the apphcatlon
(2) Each attorney or agent who prepares or prosecutes the
application; and

~ (3) Every other person who is substantively involved in
the preparation or prosecution of the application and who 1s asso-

ciated with the inventor, with the assignee or with anyone to

whorh there is an’ obligatiori to assign the application. -

" {d} Individuals other than the attorney, dgeit or inventor may
comply with this section by drsclosmg mfonnauon to the attorney,
agent, or inventor. :

" () In any contmuauon»m part apphcatron the duty under
this section IﬂChldBS the duty to disclose to the Offrce all mforma—
tion known to the person to be material to patentabxhty, as deﬁned
in paragraph (b) of this section, which became available between
the filing date of the prior apphcatmn and the natronal or PCT
mternatronal filing date of the contmuatron -in- pa.r_t apphcatlon '

" 37 CFR 1.56 deﬁnes the duty to d1sclose mforma—
tion to the Ofﬁce

2001. 01  Who Has Duty To Dlsclose

37 CFR 1. 56. Duty t0. dtsclose mfonnatwn materzal to

patentabzlny

EEE T L]

¢ (c) Individuals assoc1ated with the ﬁlmg or prosecuuon of a
patent application within the meaning of this section are: :
(1) ‘Each inventor named in the apphcatmn

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

(3) Every other person who is substantwe]y 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 obhgatron to assign the application.

. *****

Individuals having a duty of disclosure are limited
to those who are “substantively involved in 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 assmt
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 substantively
involved in the preparatlon or prosecution of the
application, and actions by such individuals may
affect the rights of the corporation or institution.
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2001 03 To Whom Duty of Dlsclosure
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 filing and prosecution 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 Wthh such individuals have with the Oifice,
and is not hmlted to representatlons 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 Ass1s-
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 s affected w1th a public
interest. The:public interest is best served, and the most effective
patent examination occurs when, at,the time an application is
being examined, the Office is aware of and evaluates the teachings
of all informiation material to patentability. Each individual associ-
ated with the filing and prosecution of a patént application has a
duty of candor and-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 is cancelled or withdrawn from
consideration, or the application becomes abandoned, Information
material to the patentability 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 informiatior 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 ori an-application in connection with which fraud
on the Office was practiced orattempted 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 forergn patent
office in a counterpart apphcatron and -

(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.

EELE L]
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DUTY OF DISCLOSURE - . "~

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 on 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 dény” patents. Inno-
vation and technological advancement are 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 1.56 was 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 Ofﬁcc 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 assomated
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
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it was recognized that the. information is material to
the present application.

The term “thformation” as used in 37 CFR 1.56
frigans all of the kinds of information required to be
disclosed and includes any information which is
“material to patentability.” Materiality is defined in
37 CFR1.56(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
1nvent0rsh1p conﬂlcts and the like.

The term * mformanon is mtended to be all encom-
passmg, smular to the scope of the term as discussed
w1th respect to 37 CFR 1.291(a) (see MPEP
§ 1901. 02)..37 CFR 1.56(a) also states; “The Office
encourages apphcants 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 the filing
or pr0Sccutioi1 of a patent application bélieve any
pending claim patentably defines, to make sure that
any materlal information contamed 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 mdwlduals who file
and prosecute patent appllcauons

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 rules are not intended to
require, for example, disclosure of information con-,
cerning the level of skill in the art for purposes of
determining obviousness. o

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 rules also provide for an
apphcat:ton to be withdrawn from issue

(A) because one or more claims are unpatentabie
(37 CFR 1.313(c)(1)); '
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(B) for express ‘abandonrent’so that:information
may be considered in a continuing application before
a patent issues (37 CFR 1. 313(0)(3)) or

(s for consideration .of a request for conunued
axalfnlnatlon (RCE) under 37 CFR 1.114 (37.CFR
1.313(a) and (c}(2)). Note that RCE practice does
not apply to utility or plant applications filed: before

-~ June .8,..1995 or to design apphcat.zons See MPEP
§ 706. 07(h) : . e :

See MPEP § 1308 for add1t10nal mformauon per-
taining to withdrawal of an apphcahon from issue.

In a continuation-in-part apphcatlon, 1nd1v1duals
¢overed by 37 CFR1.56 have a duty 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 contmuatmn—m-part apph-
cauon See 37 CFR 1.56(¢).

37 CFR 1.56 provides that the duty of dlsclosure
can be met by submitting i 1nformat10n to the Ofﬁce in
the manner prescnbed by 37 CFR 1. 97 and 1.98. See
MPEP § 609. 'Applicants are provided certamty as to
when information will be considered, and applicants
will be 1nf0rmed when information is not considered.
Note however, that the Offlce may ordcr or conduct
feexamination proceedmgs based on prior art that was
cited but whose relevance to patentablhty of the
claims was not discussed in any prior related Ofﬁce
proceeding. See MPEP § 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 ﬂonciom'plianég is intentional, how-
ever, the applicant will have assumed the risk that the
failure to submit the-information 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 51gmf1cant
change in the quantity of information cited o 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
determiriations 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
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information: since the burden of submitting informa-
tion to the Office has been reduced by eliminating, in
most cases, the regirement for a concise statement of
the relevance of each item of information listed in .an
information -.disclosure:-staternent.It should ‘also be
noted-that 37 CFR. 1.97(h) states that the filing of an
information disclosure statement shall not be consid-
ered to be-an 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 Materlallty Under 37 CFR
1 56(b)

37 CFR 1 56 Duty to dtsclose mformatwn matenal fo
patent abzhty

LEEREE

(b) Undcr thls secuon mformatmn is matenal to patcntabﬂ—
ity Wwhen it is not cumulative to information already of record or
being ‘made of record in the application, and

(1) Tt establishes, by itself or-in combination with other
information, a prima facie case of unpatentability of a claim; or
(Zj' It refutes, or is inconsistent with, a position the appli-
cant takes in: ‘
(1) Opposmg an al‘gumcnt of unpatentablhty relied on
by the Office, or
o (11) Assertmg an argument of patcntablhty

A prima facae case. of unpatcntablllty is éstablished when the
information compels 2 conclusion that a claim i$ unpatentable
under ‘the preponderance of -evidence, burden-of-proof standard,
giving each term in the claim its broadest reasonable construction
consistent with the specification, and before any consideration is
given to evidence which may be submitted in an atternpt to estab-
hsh a contrary conc]usmn of patentablhty

ek

Under the rule, information is not material unless it
comes within the definition of 37 CFR 1.56(b)(1) or
(2). 'If information is not material, thereis 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 case of obvious-
ness over a reference and then to be able to withhold
the reference from the examiner. The Office believes
that most applicants will wish. to-submit the informa-
tion, however, even though they may-not be required
t0 do so, to strengthen the patent and aveid 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 Sources of Informatlon

All individuals covered by 37 CFR. 156 (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 (sce
MPEP § 2001.06(a)), prior or copending United
States patent applications (see MPEP § 2001.06(b}),
related litigation (see MPEP § 2001 O6(c)) and pre-
liminary exammatlon scarches

2001 06(a) Prior Art Cited in Related
Foreign Appllcatlons _

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 repr;éénting'appl_icants for
U.S. patents through local’ correspondent firms surely
© must be held to the same standards of conduct which
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apply to their American counterparts; a double standard of
accountability would.- allow foreign attorneys and their cli-
ents to escape respons1b111ty for fraud or 1nequ1table con-
duct merely by withholding from the local correspondent: |
information unfavorable to patentablhty and claiming
ignorance of United States disclosure requirements.

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

The individuals covered by 37 CFR 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 apphcauon information within their knowl-
edge as to other copending United States apphcatmns
which are mat_enal to patentab111ty 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): ‘

[Wle think that it is unfair to the busy examiner; no
matter how diligent and well informed he may be, to
assume that he retains details of every pending file in his .
mind when he is reviewing a particular application . . .
[Tlhe applicant has the burden of presenting the examiner

" with a complete and dccurate record to support the aﬂow—'
ance of letters patent. ’

See also MPEP § 2004 paragraph 9,

Accordingly, the individuals covered by 37 CFR
1.56 cannot assome 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 involved
applications. Similarly, the prior art references from
one application must -be made of record in another
subsequent application if:such prior.art references are

“material to patentablhty of the subsequent applica-:
tion; ‘ : =

Normally, if the application under exainination 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
tnust indicate in the first Office action whether the
prior art in a- related earlier. application has been
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reviewed.. Accordingly, no separate citation of the
same prior art need be made in the 1ater appl1cat10n

2001.06(c) TInformation From Related
~ Litigation

Where the subject matter for which a patent ‘is
being sought is or has been involved in litigation, the
existence of such 11t1gat10n and any other material
information arising therefroi must be brought to the
attention of the U.S. Patent and Trademark Office.
Examples of such material information 1nclude evi-
dence of possible prior pubhc use or sales, questions
of 1nventorsh1p, pror 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 (E.D. Pa. 1997). Such
information might arise during litigation in, for exam-
ple, pleadings, admissions, discovery including inter-
rogatories, dep031t10ns and other -documents and
testimony. o o ‘

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-
gation of “fraud,” “inequitable conduct,” 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 defined in.
37 CFR 1.56, 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 va11d1ty of
the patent, or-charges of “fraud” or “inequitable con-
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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
existénce and the nature of any allegations relating to
validity and/or “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 issuies 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 cop1ed
claims was not made.7

Clearly, the information requlred 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 dlsclosure :

2002 Dlsclosure — By Whom and

How Made

37 CFR 1.56. - Duty to dzselose mformarzon material to
patentabtlzty :

*****

(d) Ind1v1duals othcr than the attorney, agent or mventor may
comply WIl;h this section by dxsclosmg mformatmn o the attorney,
agent, or mventor

*****

200201 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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DUTY OF DISCLOSURE *. - o 2004

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 10 be transacted in writing.

All business with the Patent and Tradernark Office should be
transacted in writing, The personal attendance of apphcants or
their attorneys or agents at the Patent and Trademiark 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. Nawre of carrespondetwe qrtd signature
requirements.

FHR KR .

“(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 reglstratron file, or other
proceeding should be avoided, except in sityations in which the
Office requires the filing of duplicate copies. The Office may dis~
pose of duplicate copies of correspondence in the file of an appli-
cation, patent, trademark registration file, or other proceeding. -

Hkskokk

A disclosure under 37 CFR 1.56 must be in writing
as prescribed by 37 CFR 1.2; and a copy of ‘any such
disclosure must be filed in each application or other
procecdmg to which the disclosure pertams (37 CFR
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 of filing, since reissue appli-
cations are taken up “special” (seec MPEP § 1442 and
§ 1442.03). However, in a reissue where waiver of the
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 applrcatlon or
as soon thereafter as possible.-

The presumption of validity is genera]ly strong
when prior art was before and- considered by the
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Office and weak 'when it was not. See Bolkcom v.
Carborundum Co., 523 -F2d 492 498, 186 USPQ
466, 471 (6th C1r 1975).

2003 01 Dlsclosure After Patent
' Is Granted

BY CITATIONS OF PRIOR ART UNDER 37
CFR 1. 501

Where a patentee or any member of the public
(including private persons, corporate entities, and
government agencies) has prior patents. or printed
publications which thé patente¢ 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
citationr of such -prior art with the U.S. Patent and
Trademark Office pursuant to 37 CFR 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 CFR1.501 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 a‘nd "MPEP §'2209 through‘ § 2220)

' 2004 Alds to Compllance 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 quesuonnalre asks the inventor and
assignee questions about

— the origin of the invention and its pomt of depar-
ture- from what was previously known and in the prior
art, - R . 3
= posszble pubhc uses and sales,

.—-prior publication, knowledge patents forelgn
patents -efc. : . :

.'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 mqulred of and cned
material prior art.

The use of these types of aids would appear to be
tiiost helpful, though not required, in-identifying prior
art and miay ‘well help the attorney and the client avoid
of more easily explain a potentially embarrassmg and
harmful “fraud” allegation. -

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

3. I 1s desirable to ask questlons of the 1nventor
about the disclosure of the best mode. Make sure that
~ the best mode is described. See MPEP § 2165 -

§2165.04. .. : _

4. Tt is desnable 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 CFR 1.69(a)..

37 CFR 1.69. Foreign language oaths and declarations.

. {a) Whenever an individual making an oath or declaration
caiinot understand English, the oath or declaration must be in &
language that such individual can understand and shall state-that

such individual understands the content of any documents to
which the cath or declaration relates. :

ek ko

Note MPEP § 602 06 for a more detaﬂed dlSCllS-
siomn.
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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 than 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 matenallty of
priot art or other information from the viewpoint of
whether it is the closest prior 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 dis¢loses 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 sabmis-
sion of prior art or other information Wthh 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 dlsclosure statement is properly described and
that the mformatlon is. not incorrectly or incompletely
charactenzed Itis partlcularly important for an attor-
ney or agent to review, before filing, an application
which was prepared by someone else, e.g., a foreign
application. It is 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 F3d 1368, 54 USPQ2d 1001 (Fed. Cir. 2000).
During prosecution patentee submitted an unirans-
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. “con-
tained a more complete combination of the elements
claimed [in the patent] than anything clse before
the PTO » 204 F.3d at 1374, 54 USPQ2d at 1005 The
patentee whose natlve language was Japanesc was

held to have understood the materiality of the refer-

ence. “The" duty of candor does not tequire that the
applicant translate every foreign reference, but only
that the applicant refrain from submitting - partial
translations and concise explanations that it knows
will misdirect the examiner’s attention from the refer-
ence’s relevant teaching.” 204 F3d at 1378,
54 USPQZd at 1008. See also Gemveto Jewelry Co. v.

Lambert Bros., Inc., 542 F. Supp 933,216 USPQ 976j

(SD.N.Y. 1982) wherein a patent was held invalid or

unenforceable because patentee’s foreign counsel. dldl

not disclose to patentee’s United States counsel or to

the Office prior art cited by the Dutch Patent Ofﬁce 1n'
connection with the patentee’s correspondmg Dutch_

application. The court stated 542 EF Supp at 943
216 USPQ at 985:

Foreign patent attorneys representing .applicants: for
U.S. patents through local comespondent firms: . surely .
must be held to the same standards of conduct which
apply to their American counterparts; 3 double standard of -
accountabﬂlty would allow foreign attorrieys and their cli-
ents to escape responsibility for fraud or inequitable con-
duct merely by withholding from the local correspondent
information unfavorable to patentability and 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 partlcuiar appll-_:

cation to be aware of other applications. belonging to
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the same applicant.or 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.
examiner 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-
tions to which.it would be material. Do not assume
that an examiner will necessarily remember, when
exarnining a particular application, other applications.
which the examiner is examining, or has examined.
See Armour & Co. v. Swift & Co., 466 F.2d 767, 779,
175 -USPQ 70,79 (7th Cir. .1972); KangaROOS.
U.S.A., Inc. v. Caldor, Inc:, 585 F. Supp. 1516, 1522,
1528-29, 222 USPQ 703,-708, 713-14 (S.D. N.Y.
1984), vacated and. remanded, 778 F2d 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 examiner does not excuse the appli-.
> 778 F2d 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 doesn’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 relevancy in close
cases, should’be left to the examiner and not the appli-
cant.” See also:.LaBounty Mfg., Inc. v. U.S.Int’l Trade
Comm’n, 958 F.2d 1066, 22 USPQ2d 1025 (Fed Cir.
1992).

11: It may be desirable to subrmt 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 -Schiueter Co.,
740 F.2d 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 E.2d 1066, 22 USPQZd 1025_
(Fed. Cir. 1992).

12. Submit mfonnauon promptly An apphcant
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
examninet, and not wait until after allowance. Poten-
tially material-information discovered late in the pros-
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ecution should be ‘immediately submitted.That the

issue Tee has been paid is‘'no reason or excuse-for fail-

ing to submit information. See Elmwood Liguid Prod-

ucts, Inc."v. Singleton Packing Corp., 328 F. Supp

974,170 USPQ 398 (M.D. Fla: 1971).:

“13. It is desirable to avoid the submission of long
lists ‘of ‘documents if it ‘can “be" avo1ded ‘Elintinate

clearly irrelevant and’ margmally pertlnent cumulative
infortnation; If a long list is submitted, highlight those’

documents “which have been- spemﬁcally brought to
applicant’s
s1gn1frcance See Penn Yan Bodts, Inc. v. Sea’ Lark
Boats, Inc:; 359 F. Supp. 948, 175 USPQ 260 (SD.

Fla. 1972), aff'd, 479 F.2d 1338, 178 USPQ 577 (5th

Cir. 1973), cert. denied, 414 U.S. 874 (1974). But cf.
Molins PLC v. Textron Inc 48 F3d 1172 33 USPQZd
: 1823 (Fed. Cir. 1995).
14, Watch ‘'out for continuation-in-part apphcauons
where intervening material information or docunents
may exist; particularly watch' out: for foreign patents

and publications related to-the parent appli¢ation and-

dated more than 1 year before the filing date of the
CIP. These. and other intervening documents may be
material information:: See -In re Ruscetta, 255 F.2d
687, 690-91,:118 USPQ 101;.104 (CCPA 1958); In re

van . Lagenhoven, 458 F.2d 132, 173 :USPQ- 426.

(CCPA..1972);: Chromalloy American Corp. .v. Alloy
Surfaces Co., 339 F..Supp.-859, 173 USPQ 295 (D
Del. 1972). .- S

15. Watch-out-for information that rmght be deemed
to be prior art under 35 U.S.C: 102(f) and (g): -

“ Prior ‘art undet '35 U.S.C. 102(f) may be available

under 35 U.S.C. 103. See OddzOn Products, Inc. v.
Just Tovs, Inc.,-122 FE3d 1396, 140143 USPQ2d

1641, 1644 (Fed: Cir. 1997)(35 U.S.C.-“102(f) is-a:

prior art provision for purposes-of §:103"); Dale Elec-
tronics v.-R.C.L. Electronics, 488 F.2d 382, 386,180
USPQ 225, 227 (1st. Cir.~ 1973);: and Ex. parte
Andresen, 212 USPQ 100,- 102 (Bd. App..1981)."

‘Note also that evidence of prior invention under
35 U.8:C. 102(¢) may be available under 35 U.S.C.
103, such as in In re Bass, 474 F.2d 1276; 177 USPQ
178 (CCPA.1973).. -

- Note:. 35. U.5.C. 103(e) dlsquahﬁes 35 U. S C.
102(f)/ 103 or 102(g)/103 prior art which was, at the
timme. the second invention was made, owned by or
subject to an obligation of assignment (o, the person
who :owned the  first ‘invention.' Further note that
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35 U.8.C: 103(c) disqualifies ‘35 U.S.C. 102(e)/103
prior art-for applications filed on or after Novem’ber
29,/1999: See MPEP § 706.02(D) - § 706.02()(2).-

16 Watch out for lnformatlon prcked up by the
1nventors -and others at conventions, plant visits, in-
house reviews, etc. See for example ‘Dale Electron-
ics v. RC.L Electronics, 488 F2d 382 1386-87,
180 USPQ 225 228 (1st Clr 1973) B

17.-Make sure-that all of the 1nd1v1duals who are
subject to the-duty of disclosure, such as spelled out in
37 CFR 1.56, are informed of and fulfill their duty.

18 Flnally, if mformatmn was spemﬁcally con31d-
ered and discarded as not matenal this fact m1ght be
recorded in an’ attorney s file or “applicant’s ﬁle,
1nc1ud1ng the reason for discarding it. If judgment
might have been bad or somethmg mlght have been
overlooked 1nadvertently, a note made at the time of
evaluatlon might be an 1nva1uab1e aJd in explammg
that the rmstake was_honest and excusable Though
such records are not requlred 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. R T

2005~ Coniparison to Requirément
: ,for Information T

Under 37 'CFR 1. 56 each 1nd1v1dua1 associated
with the filing and prosecutron of a patent application
has a duty: to"disclose on:his or her own initiative
information material to-patentability under 37 CFR
1.56. By ‘contrast, under 37 CFR1:105, an examiner
or -othet ‘Office employee is authorized ‘to require,
from parties -identified in-37 CFR “1.56, -information
reasonably necessary to éxamine -ot' treat a-matter in
an’ application. The provisions of 37 CFR 1.105 are
detailed in MPEP:§704 et seq. The criteria for requir-
ing information tnder 37 CFR 1.56;1.¢., materiality to
the patentability of claimed subject matter, is substan-
tially higher than the criteria for requiring information
under 37 CFR 1.103, i.e., reasonable necessity to the
examination ‘of  thé application.” Thus, -information
required by ‘the examiner :puisuant to 37 CFR 1.105
would not niecessarily be considered material to pat-
entability in itself, but would be necessary Lo obtain a
complete record from which-a determination of pat-
entability will be made. . -+
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2010 - - Office Handling of Duty
of Disclosure/Inequitable -
Conduct Issues '

Determination of inequitable conduct issues
requires an evaluation of the intent. of the: patty
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 CFR 1.56. See In re Harito, 847 E2d 801,
6 USPQ2d 1930 (Fed. Cir. 1988) and FMC Corp. v.
Manitowoce 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 Office, 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, mequltable conduct is not
set by statute as a criteria for patentability but rather is
a judicial apphcatlon of the doctrine of unclean hands
which is-appropriate to be handled by-the courts rather
than by an administrative body. Becaus__e 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 CFR
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-
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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 of-deceptive intent normally
will be accepted as dispositive except in special cir-
cumstances such as an admission or judicial determi-
nation of fraud or meqmtabie conduct. See MPEP
§ 2022.05. : :

2012 Reissue Applications Invol'ving

Issues of Fraud, 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 arise in reissue applications.

REQUIREMENT FOR “ERROR WITHOUT
ANY DECEPTIVE INTENTION”

Both 35 1.5.C. 251 and 37 CFR 1.175 promulgated
pursuant thereto require that the error must have
arisen “without any deceptive intention.” In re Heany,.
1911 C.D. 138, 180 (1911), unequivocally states:

Where such a condition [fraudulent or deceptive inten-
tion] is shown to exist the right to reissue the patent is for- -
feited. L

Similarly, ﬂie__co_l’lt_t,idln re Clark, 522 F2d 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 |
then had failed to disclose that prior art . . . after that fail-

ure to dlsclose has resulted in 1nvahdat1ng of the claims.

CTtis clear that “frand” 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 USPQ 228, 230 (1933); East Chicago
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Machine . Tool Corp.: v.. Stone Container Corp.,
181 USPQ 744, 748 (N.D: 1), modified, 185 USPQ
210 (N.D. I1i. 1974). See also Chromalloy American
Corp. v. Alloy Surfaces Co., 339 E Supp. 859, 173
USPQ 295 (D.Del. 1972) and-Strong v General Elec-

tric.Co., 305 F. Supp.. 1084, 162 USPQ 141 (N.D. Ga.:

1969), aff’d, 434 F2d 1042, 168 USPQ-8 (5th Cir.
1970), cert. denied, 403 U.S. 906 (1971) where fraud
or.inequitable conduct 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 apphcauon which issues as a patent is
“fraud” practiced or attempted in connection with-any
subsequent application to reissué 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,-433 E2d 779,

792, 167 USPQ 532, 543 (CCPA 1970}, wherein the
court stated: : S o

We -take this to indicate that any conduct which will -
" prevent the enforcement ofa patent after the patent. issues
should, if discovered earlier, prevent the issuance of the
: patent :

Clearly, if a feissue patent would not be enforceable
after its issue becausé of “fraud,” “inequitable con-
duct” or “violation of the duty of disclosure” during
the prosecution of the 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. See MPEP § 1448. o

The examiner is not to make any lnvestlgatlon as'

to the lack of deceptive intent requirement in reissue
applications. Applicant’s statement (in'the oath ot dec-
laration) of lack of deceptlve intent wﬂl be accepted
as dispositive except in special circumstances such as
an admission or judicial determination of. fraud,
inequitable conduct or violation of the duty of disclo-
sure, where no investigation need ‘be made and-the
fact of thé admission or judicial deterinination 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-

pretation. 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,
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inequitable conduct or violation of the diity of disclo-
sure, the rejection should be withdrawn. Altematlvely,
if applicant shows that the adnussmn noted by the
examiner was not in fact an adnnssmn the rejection
should a.lso be w1thdrawn

2012 01 Collateral Estoppel

The Supreme Court in Blonder—Tongue Labs Ine:
v, Univ. of lil. Found., 402 U.S. 313, 169 USPQ 513
(1971) set forth the rule that once a:patent has been
declared - invalid via' judicial -iaquiry, a collateral
estoppel barrier is created against further litigation
involving the patent, unless the-patentee-plaintiffzc'an
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 parte Varga, 189 USPQ-209
(Bd. App. 1973). As stated in Kaiser Industries Corp.
v. Jones & Laughlin Steel Corp.; 515 F.2d 964, 987,.
185 USPQ 343, 362 (3rd Cir. 1975):

In' fashioning the rule of Blonder-Tongue, Justice
“White for a unanimous Court made it clear that a deternii- -
‘nation of patent invalidity, after a thorough arid equitable

- judicial inquiry, creates a collateral estoppel barrier to fur-
, ther litigation to enforce that patent.. ...

“Under 35 U.S.C. 251, the Commissioner can reis-
suc a patent only if there is “‘error without any decep-
tive  interition.” - The ' Commissioner is without
authority to reissue a patent when- “deceptive inten-
tion” ‘was present’ dunng prosecution of the parent
application. See In re Clark, 522'F:2d 62, 187 USPQ
209 (CCPA 1975) and In re Heany, 1911 CD, 138,
180 ¢1911). Thus; the collateral ‘estoppel barrier
applies where reissue is sought of a patent which- has
been held invalid or unenforceable for “fraud” or

“violation of duty of disclosure” in procuring of said
patent It was “held in In re Kahn, 202 USPQ 772,
773 (Comm r Pat 1979)

_ Therefore since the Kahn patent was held mvahd inter

) aha, for fallure to disclose material faets of which * * *

o [Kahn] was aware” this apphcauon may be $tricken

" under 37 CFR 1.56 via the doctrine of collateral estoppel
-4 sét forth in Blonder-Tongue, supra.

ok

" The Patent and’ Trademark Office . . . has found no
clear justification for not adhering to the doctrine of col-
lateral esioppel under Blonder-Tongue inthis case.
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Applicant has had his day in court. He appears to have had
..a full and fair chance to litigate the validity of his patent.

“See MPEP § 2259 for collateral estoppel in reexam-
ination proceedmgs

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 under 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 1.5535, 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 thronghout 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).
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12016 Fraud, Inequitable Conduct, or

Violation of Duty of Disclosure
Affects All Claims

LA ﬁndmg of “fraud 7 “mequltable conduct or vio-
latxon of. duty. of d1sclosure with respect.to any claim
in an apphcatlon or patent, renders afl the claims.
thereof unpatentable or .invalid. See Chromalloy
American Corp. v. Alloy Surfaces Co., 339 F. Supp.
859, 173 USPQ 295 (D.Del. 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 Lid., 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, The case is not precedent in this court.

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, § G.1 [1]-189):

The gravamen of the fraud defense is that the patentee
has failed to discharge his duty of dealing with the exam-
iner in a manner free from the taint of “frand 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 affect all the claims in
the patent has never been the governing principle. It is the
inequitable conduct that generates the unenforceability of
the patent and we cannot think of cases where a paten-
tee partially escaped the consequences of his wrongful
acts by arguing that he only commiited acts of omission or
commission with respect to a limited nuember of claims. It
is an all or nothing proposition. [Emphasis in original,]
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2022.05 Determination of “Error :
.. Without Any Deceptlve
Intention’

If the application is a reissue application, the action
by the examiner may extend to a determination as to
whether at least one “error” required by 35 U.S.C. 251
hias been alleged, i.¢., identified. Further; the examiner

should determine whether applicant has avérred in the

reissue oath or-declaration, as required by 37 CFR
1.173(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
MPEPF § 1414: :
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2105

2105 Patentable Subject Matter — - -
Living Subject Matter

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
35U.8.C. 101. 1t 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 11v1ng 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 followmg pomts in
the Chakrabarty opinion:

1. “Guided by these canons of construction, this Court
has read the term ‘manufacture’ in § 101 in accordance
with its dictionary definition to mean ‘the production of
articles for use from raw materials prepared by giving to

. these materials new forms, qualities, properties, or combi-
nations whether by hand labor or by machinery.”™

. 2. “In choosing such expansive terms as ‘manufacture’
and compbsltlon of matter,” modified by the comprehen-
sive ‘any,’ Congress plainly contemplated that the pate,nt
laws would be given wide scope.”

"3. “The Act emhodied 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 US, 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-

Relationship Between the Requlrements of the
First and Second Paragraphs of 35 U.S.C. 112
Identifying a 35 U.S.C. 112, Slxth Paragraph
Limitation

Scope of the Search and Identlﬁcatlon of the
Prior Art

Making a Prima Facie Case of Equivalence
Determining Whether an Applicant Has Met
the Burden of Proving Nonequivalence After a
Prima Facie Case Is Made -

Related Issues Under 35 U.S.C. 112 Flrst or
Second Paragraphs '

- Relationship to the Doctrine of Equlvalents

2100-3

cess,’” but otherwise left Jefferson’s language intact. The:
Committee Reports accompanying the 1952 act inform us
that Cbﬁgi’ess intended statutory subject matter to ‘include
any thlng under the sun that is made by man.’ S. Rep. No. '
1979, 82d Cong., 2d Sess., § (1952) ”

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.”

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
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that E=mc?; nor ¢ould Newton have patented the law of
gravity.”

6. “'His claim is not to a hitherto unknown natural phe-

‘riomenon, but to a nonnaturally occurring marifacture or

“composition of matter — a product of human ingenuity
- “having a distin¢tive 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
' __humah—made inventions. Here, respondent's mleroorgan-_ ' N
" ism is the result of human mgenmty and research.” B

8. After reference-to Funk Seed Co. & Kalo Co., 333
U.8.127 (1948), “Here, by contrast, the patentee has. pro-

. duced a new bacterium with markedly different character--
istics from any found in nature and one having the
potential for significant utility. His discovery is not
nature’s handiwork, but his own; accordingly it is patent— .

. able subject matter under § 101.” :

A review of the Court statements above’ a'S"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 very broad. mterpreta—
tion of “manufacture” and “composition of matter” 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:

The relevant distinction was not between living and inani-
mate things but between products of nature, whether liv-
ing or not; and human—made inventions. -

The tests set forth by the Court are (note espec1ally
the italicized portlons)

(A) “'I‘he laws of nature,’ physmai phenomena and
abstract ideas” are not patentable subject matter.

'(B) A “nonnaturally occumng manufactiure or
composition of matter — a product of human i 1ngenu—
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 not ‘patent his cele-

brated E=mc?; nor could Newton have patented the
law of gravity. Such discoveries are ‘manifestations
of... nature, free to all men and reserved excluswely to
none.’” : :
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(D) “{TThe production of articies 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. 8. 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 subject matter unider 35 U.S.C. 101 on a case-by-
case basis following the tests set forth in Chakrabarty,
e.g., that “a nonnaturally ‘occuiring manufacture or
composition of matter” is patentable, etc. It is inap-
propriate to try to attempt to set forth hete in advance
the exact parameters to be followed. :

The standard of patentability has not and will not be
lowered. The requirements of 35 U.S.C. 102 and 103
still apply. The tests outlined above simply mean that
a rational basis will be present for any 35 U.S.C. 101
determination. In addition, the requirements of
35U.8.C. 112 must also be met. In thlS 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 paténtable subject matter undér 35 U.S.C. 101
includes seeds and seed-grown plants, even though
plant protection is also available under the Plant
Patent Act (35 U.S.C. 161 - 164) and the Plant Variety
Protecuon Act (7 U.S. C 2321 et. seq.). Pioneer Hi-
Bred Intemanonal e, v. JEM. AG Supply Inc.,
200 F.3d 1374, 53 USPQ2d 1440, 1442-43 (Fed. 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), wherein the 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 or the 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 (Anlrnals - Patentability, 1077 O.G. 24, Apnl
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 sc0pe of
350.8.C. 101.

If the broadest reasonable interpretation of the
claimed invention as a whole encompasses a human
being, then a rejection under 35 U.S.C. 101 must be
made indicating that the claimed invention is directed
to nonstatutory subject 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

L. 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 in a 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: substanuve rulc-
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
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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 Guidelines 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 Fiee-
man-Walter-Abele test to determine whether a
claimed invention i$ directed to statutory subject mat-
ter. State Street Bank & Trust Co. v. Signature Finan-
cial Group Inc., 149 F. 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 -televant. See, e.g., State Street, 149 E3d at
1374-75, 47 USPQ2d at 1602 (Fed. Cir. 1998); In re
Toma, 575 F2d 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, J., 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 appendlx 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. '

0. 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 F2d 1053, 1059, 22 USPQ2d 1033, 1038
(Fed. Cir. 1992).) Consequently, Office personnel will
no longer begin examination by determining.if:a
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 Idenhﬁf and Understand Any Practwal Apph—
cation Asserted for 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 F3d at 1373, 47 USPQ2d at 1601-02. The pur-
pose of this rcqulremcnt is to limit patent protecuon 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 1600, 1603-06 (Fed. Cir.
1993)). Accordingly, a compleie disclosure should
contain some indication of the practical application
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for the claimed invention, i.c., 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
requlres 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
descnptlve materlal stored in a computer-readable
medlum does not make the invention eligible for pat-
entmg For example a claim directed to a word pro-
cessing file stored on a disk may satisfy the utlllty
requlrement 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 apph'cation

Although the courts have yet to define the terms
useful, concrete, and tang1ble in the comntext 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
beid to be directed to patentable subject matter
because “the claimed process applies the Boolean
principie to produce a useful, concrete, tangible result.
without pre-empting other uses .of the mathematical
principle.” AT&T Corp. v. Excel Communications,
Inc., 172 F3d 1352, 1358, 50 USPQ2d 1447, 1452
(Fed. Cir. 1999);

“[T]ransformation 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 E.3d at 1373, 47 USPQ2d at 1601;
and :
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- 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 E3d 1526, 1544, 31
USPQ2d 1545, 1557 (Fed. Cir. 1994).

A process that consists solely of the manipulation
of an abstract idea is not concrete or tangible. See In
re Warmerdam, 33 F3d 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 or
does not produce a useful result. Only when the claim

is devoid of any limitation to a praetiea_l_ 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, 438 F.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 mter-
preted to support the reJ eCtIO]‘l ‘

The apphcant is in the best posmon to explam 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 accomphsh ‘at
least one asserted practmal apphcatlon

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-
fying the invention, explaining how it relates to the
prior art and explaining the relative. significance of
various features of the invention. Accordingly, Office
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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.¢., the-functionality of the programmed com-
puter) (Arrhythmia, 958 F2d at 1057, 22 USPQ at
1036, “It is-of course true that a modern digital com-
puter manipulates data, usually in binary form, by
performing mathematical operations, such as addition,
subtraction, multiplication, division; or bit shifting, on
the data. But this is only how the 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.”); o :

- — 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 prov1de 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 censist solely of a computer. - Thus,
Office personnel should identify those claimed ele-
ments of the computer-related invention that are not
part of the programmed computer, and 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 aspecl:s of a
computer-related invention.

C. Review the Clatms

The claims. define the property nghts provided by
a patent, and thus require careful scrutiny. The goal
of ¢laim 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 Inre Hiniker Co.;:150 E.3d:

1362, 1369, 47 USPQ2d 1523, 1529 (Fed. Cir.. 1998)
(“[TThe name of the game is the claim.”)..

Office personnel should begin claim -analysis by
identifying and 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
¢ither machines; manufactures or compositions of
matter. The discrete physical structures or materials

may be comprised of hardware or a combmatlon 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-
pret each claim limitation.:

_ The subject maiter of a properly construed claim is'

defined by the terms that limiit-its scope. It is this sub-
ject matter that must be examined. As a general mat-
ter, the grammar and intended meaning of terms used
in-a claim will dictate whether the langnage 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 hrmtmg effect of the 1anguage in.a
claim:- SN : :

(A) statements of intended use or ﬁeldhof use,
(B) “adapted to” or “adapted for” clauses =

(8 “wherem” clauses or
(D) “whereby” clauses. .

This list of examples is not intended to be exhaustive.

Office personnel must rely on the applicant’s dis-
closure to properly determine the ‘meaning of terms
used inthe claims. Markman v. Westview Instruments,
52 E3d 967, 980, 34 USPQ2d 1321, 1330:(Fed. Cir.)
(en banc), 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 ¢ertain terms used-in the claims, Where
an-explicit definition is provided by the applicant for a
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term, that definition will control interpretation of the
term ‘as itis used in the claim. Toro Co. v. White Con-
solidated- Industries Inc., 199 F3d 1295; 1301, 53
USPQ2d 1065, 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 personnel should determine if
the original disclosure: provides a definition consistent
with any assertions made by applicant, See, e.g., In e
Paulsen, 30 F3d 1475, 1480, 31 USPQQd 1671, 1674
(Fed. Cir. 1994) (1nventor may deﬁne spe01ﬁc terms
used to describe invention, but must do so “with rea-
sonable clanty, dehberateness and prec131on * and, if
done must “ ‘set out his uncommon definition in
some manner within the patent disclosure’ so as to
give one of ordinary skill in the art notice of the
change” in. meaning) (quotmg Intellicall, Inc. v.
Phonometrics, . Inc., 952 F2d 1384, 1387-88,
21 USPQZd 1383, 1386 (Fed Cir. 1992)). Any spe-
cial meaning ass1gned to a term. * ‘must be sufficiently
clear in the specification that. any departure frorn com-
mon, usage would be so understood by a person of
expenence in. the field of the invention. » Multzform
Desiccants: Inc. v. Medzam Ltd 133 F.3d 1473, 1477,
45 USPQ2d 1429, 1432 (Fed. Cir. 1998). If an appli-
cant does not define a term in the spemflcatlon that
term will be given its “common meaning.” Paulsen, at
30 F'3d 1480, 31 USPQ2d at 1674 -

If the apphcant asserts that a term has a meaning
that conflicts W1th the term’ 8 art-accepted meaning,
Office personnel should encourage the applicant to
amend the clalm to better reflect what applicant
1ntends to claim. as the invention. If the application
becomes a patent it beCOmes prior art against subse-
quent applications. Therefore, it is important for later
search purposes to have the patentec employ com-
rnonly accepted ternnnology, part1cu1ar1y for search-
ing text-searchable databases.

Office personnel must always remember to use the
perspective of one of ordiriary skill in the art. Claims
and disclosurés are not to be evaluated in 2 vacoum, If
elements of an invention are well known in the'art, the
applicant does not have to provide a disclosure that
describes those elements. In such a case the elements
will be-comstrued as encompassing any and-every art-
recognized hardware or combination of hardware and
software-technique. for 1rnplementmg 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 F3d 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 E2d 1393, 1404-05, 162 USPQ 541, 550-551
(CCPA 1969). Sce also In re Zletz, 893 F.2d 319, 321-
22, 13 USPQ2d 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 isto 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 or manufacture
invention, claim limitations must be interpreted to
read o only the structures or materials disclosed in
the specification and “equivalents thereof.” (Two en
bance decisions of the Federal Circuit have madc clear
that the Office is to interpret means plus function lan-
guage according to 35 U.S.C. 112, sixth paragraph. In
the first, Jn re Donaldson, 16 F.3d 1189, 1193,
29 USPQ2d 1845, 1848 (ch Cir. 1994) the court
held

The plain and unambiguous meaning of paragraph six
is that one construing means-plus-function language in a
claim must Jook to the specification and interpret that lan-
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 state or evei suggest that the PTO
is exempt from this mandate, and there is no legislative
. history indicating that. Congress intended that the PTQ
" should be. Thus, this court must accept the plain and pre-
cise language 'of paragraph six.

Consistent with Donaldso}_i, in the sécohd_ decision,
In re Alappar, 33 F.3d 1526, 1540, 31 USPQ2d 1545,
1554 (Fed. Cir. 1994) (in banc) the Federal Circuit
held:

" Given Alappat’s disclosure, it was érror for the Board
majority to interpret each of the means clauses in claim 15
s0 broadly as to *read on any and evéry means for per- -
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forming the function” recited, as it said it was doing, and
then to conclude that claim 15 is nothing more. than a pro-
cess claim wherein each means clause represents a step in

. that process. Contrary to suggestions by the Commis-
sioner, this court’s precedents do. not support the Board’s
view that.the particular apparatus claims at issue in this i
case may be viewed as nothing more than process claims,

- ‘Disclosure may be express, implicit or inherent.:
Thus, at the outset, Office personnel must attempt to
correlate claimed means to elements set forth in the
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. Seec Kemco Sales, Inc. v. Control
Papers Company, Inc., 208 F3d 1352, 54 USPQ2d
1308 (Fed. Cir. 2000). Further guidance in interpret-
ing ‘the scope of equwalents is prov1ded 1n 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 mtended 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 evaluaté the elements in
igsolation. Instead, the claim as a whole must be con-
sidered. See, e.g., Diamond v. 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. Tt is inappropriate to dissect the claims 1ntc_) old
and new elements and then to ignore the presence of
the old elements in the analysis. This is particularly
true in ‘& 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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II. CONDUCT-A THOROUGH. SEARCH OF
THE PRIOR ART

Prlor to classifying the - clalmed mventlon undcr
35 U.S.C. 101, Office personnel are expected o con-
duct a thorough search of the pnor 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
agpects may be later claimed. A search must take into
account any structure ‘or material described in -the
specification and its equivalents which corréspond to
the claimed means plus function limitation; in accor-
dance with 35 U.S.C. 112, sixth paragraph and MPEP
§ 2131 through' § 2186.

IV. ) DETERMINE WHETHER THE CLAIMED
INVENTION COMPLIES WITH 35 US.C.
101

A.- Consider the Breadth of 35 U.S. C 101 Under
N Controllmg Law :

-As the Supreme Court has held Congress chose the
expansive language of 35 U.S.C. 101 so as to include
“anything under the sun that.is made by man.” 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 any

-new and useful improvement thereof, may obtain a patent

- therefor, subject to the condmons and requirements of this
~ title.

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

' In choosmg such expanswe terms as manufactuxe a.nd
~ “composition of matter,” modified by the comprehenswe _
" “any,” Congress plainly contemplated that the patent laws
would be given wide scope. The relevant legislative his-"--
. tory also supports a broad construciion: The Patent Actof - -
© . 1793, authored by Thomas Jefferson, -defined statutory
subject matter as * any new and useful art, machine, manu-
_facture, or comp051t10n of matter, or any new or useful
“improvement [ihereof].”” ‘Act of Feb, 21, 1793, ch. 11, §
-1, 1 Stat. 318, The Act embodied Jeffers'bn’s' philosophy
that “ingenuity should receive a liberal encouragement.”
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|V Writings of Thomas Jefférson; at 75-76. See Graham'v. -
John Deere Co., 383 U.S. 1, 7-10 (148 USPQ) 439, 462-
__464) (1966) Subsequent patent statutes in 1836, 1870,
and 1874 employed this same broad language. In 1952,
when the patent laws weré recodified, Congress replaced

: the word “art” with “process,” but otherwise left Jeffer-
son’s language intact. The Committee Reports accompa-
nying the 1952 Act inform us that Congress intended
statutory subject -matter to “include anything under the
sun that is made by man.” S, Rep. No. 1979, 82d Cong.,

- '2d Sess., 5 (1952); H.R. Rep. No. 1923, 82d' Cong 2d

- 8¢ss., 6 (1952) [Footnote omitted] = -

This perspectwe has been embraced by the Federal
Circuit:

The plain and unarnbiguous meaning of section 101 is that
any new ‘and useful process, machine, manufacture, ‘or’
composition of matter, or any new and useful improve-.
anent thereof, may be patented if it meets the requirements
for patentability set forth in T1t1e 35, such as those found
in sections 102, 103, and 11_2 The use of the expansive

© ferm “any” in $ection 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 in_section 101 and the other parts. of Title 33, .
Thus, it is improper to read into section 101 ]mutatlons as

to the subject matter that may be patented where the legis-
lative history ‘does mot indicate that Congress clea:]y
mtended such hrmtatlons

Alappar 3 F3d at 1542, 31 USPQZZd at 1556

As cast, 35 U.S.C. 101 deﬁnes four categories of
mventmns that:Congress deemed to be the, appropriate
subjcct Jmatter of a patent; name_ly, 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 10 ‘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, composmon
of matter, ormaterial.”).

Federal courts have held that 35 U.S.C. 101 does
have certain limits. First, the phrase * “anything under
the sun that is made by man” is limited by the text of
35 U.S.C. 101, meaning that one may only patent
something that isa machme manufacture, composi-
tion of matter or‘a process. See, e.g., Alappat 33F3d
at 1542, 31 USPQ2d at 1556; Warmerdam, 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 secking to patent an abstract idea, a
law of nature or a natural phenomenoﬁ-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 pr1n01p1e 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. Kalo
Inoculant Co., 333 U.S. 127, 132, 76 USPQ 280, 282
(1948) {(combination of six species of bacteria held to
be nonstatutory subject matter). The concern over pre-
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 bccause it would
preempt the idea. '
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B.  Classify the Claimed Invention as to Its Proper
Statutary Categmy

To properly determine whether a cla1med invention
complies with the statutory invention reqmrements 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 initjal 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 wntten descnp-_
tion is statutory,. but the clalms deﬁne subject matter
that is not, the deﬁc:lency can be corrected by an
appropriate amendment of the claims. In such a case,
Office personnel should reject the clalms drawn to
nonstatutory subject matter under 35 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 computcr—related inventions that. are
clearly nonstatutory fall into the same general catego-
ries.as nonstatutory claims in other arts, namely natu-
ral phenomena such as magnetism, and abstract ideas
or laws of nature which constitute “descriptive mate-
rial.” Abstract ideas, Warmerdam, 33 E3d at 1360,
31 USPQ2d -at 1759, or the mere manipulation .of
abstract ideas, Schrader, 22 F3d 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 but is not limited to music, literary works and
a compilation or mere arrangement of data.

August 2001



2106

-Both types of “descriptive material” are nonstatu-
tory when claimed as descriptive material per se.
Warmerdam, 33 F3d at 1360, 31 USPQ2d at 1759,
When functional descriptive material is recorded on
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 F3d 1579, 1583-
84, 32 USPQ2d 1031, 1035 (Fed. Cir. 1994) (claim to

data 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 statitory product-by-process
claim) with Warmerdam, 33 E3d at 1361, 31 USPQ2d
at 1760'(claim to a data stracture 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 nonfinctional 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 ¥.2d 1330, 1333, 200 USPQ
132, 137 (CCPA 1978) (“[Elach invention must be
evaluated as claimed; yet semantogenic consider-
ations preclude a determination based solely on words
appearing inthe claims. In the final analysis under
101, the claimed invention, as a whole, must be evalu-
ated for what it is.””) (quoted with approval in Abele,
684 -F.2d at-907; 214 USPQ ai 687). Sece also:In re
Johnson, 589 F.2d 1070, 1077, 200 USPQ 199, 206
(CCPA 1978) .(“form of the claim is often an exercise
in drafting”). Thus, nonstatutory music-is not a com-
puter component 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.

* Clairis to processes that 'do nothmg more than
solve mathematical ‘problems or mampulate abstract
1deas or concepts are more complex to analyze and
are addressed below

If the “acts” of a cla:lmed process mampulate only
numbers, abstract concepts or ideas, or signals repre-
senting any of the foregoing, the acts are not being
applied to appropriate - subject. matter. - Schrader,
22 F.3d at 294-95, 30 USPQ2d at 1458-59. Thus, a
process consisting solely of mathematical operations,
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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 if they:

- consist solely of mathématical operations with-
" ouf 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) or-a bubble hierarchy (Warmerdam, 33 F.3d at

1360, 31 USPQ2d at’ 1759), without some claimed

practical application.

CE. Alappat, 33.F3d at 1543 n.19, 31 USPQ2d at
1556 n.19 in which the Federal Circuit recognized the
confusion:

The Supreme Court has not been clear . . . as to
whether such subject maiter is excluded from the scope of
101 because it represents laws of nature, natural phenom-
ena, or abstract ideas. See D:ehr, 450 U.S. at 186 (viewed
mathematical algonthm as a law of nature) Gottschalk v.
‘Benson, 409 U.8. 63, 71-72 (1972) (treated matheratical
algotithm as'an “idea”). The Supreme Court also has not
been clear as to exactly what kind of mathematical subject
matter may not be patented. The Supreme Court has used,

" among others, the terms “mathematical algonthm
“mathiematical’ formula,” and “mathematical equation” to
describe types of mathematical subject matter not entitled
to patent protection standing alone. The Supreme Court

. has not set forth, however, any consistent or clear expla-

- nation of what it intended by such terms or-how these
terms are related, if at all.

Certain mathematical algorithms have been held to
be nonstatutory because they represent a mathemati-
cal definition of alaw of nature or a natural phenome-

non. For example, a mathemaucal algorithm

fepresentmg the formula E = mc? is a “law of nature”

— it defines a “fundamental scientific truth” (i.e., the
relationship between ehergy and mass). To compre-
hend how the law of nature rélates 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 = me? 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 Llstmgs 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.,
Warmerdam, 33 F3d at 1361, 31 USPQ2d at. 1760
(claim to a data structure per se held nonstatutory).
Such claimed data structures do not define any struc-
tural. and functional interrelationships 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 functional interrelationships between the
data structure and the computer software and hard-
ware -components which 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 not physical “things.” They are nei-
ther computer components not 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
which 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 which defines structural and functional
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

2100-13

2106

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 bemg executed 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 nonmstatutory: 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 IV.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 inferrelationship with the way in which com-
puting processes are performed does not constitute a
statutory process, machine, manufacture or composi-
tion of matter and should be rejected under 35 U.S.C.
101. Thus, Office personnel should consider the
claimed invention as a whole to determine whether
the necessary functronal 1nterrelat10nsh1p is provrded

Where certain types of descriptive materral such as
mus1c_, literature, art, photographs and mere arrange-
ments or compilations of facts or data, are merely
stored so as to be read or outputted by a computer
without - creating any. functional interrelationship,
either as part of the stored data or as part of the 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 patenting of nonfunc-
tional descriptive material would be easily frustrated
if the same descriptive material could be patented
when claimed as an article of manufacture. For exam-
ple, 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 fo 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.

(¢) - 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
F2d 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.,
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172 E3d 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.”
Burrv. 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] gasf],
fluid[], powder[], or solid[].” Id. at 308, 206 USPQ at
197 (quoting Shell Development Co. v. Watson, 149 F.
Supp. 279, 280, 113 USPQ 265, 266 (D.D.C. 1957),
aff 'd per curiam, 252 F.2d 861, 116 USPQ 428 (D.C.
Cir. 1958)).

If a claim defines a useful machine or manufacture
by identifying the physical structure of the machine or
manufacture in terms of its hardware or hardware and
software combination, it defines a statutory product.
See, e.g., Lowry, 32 F.3d at 1583, 32 USPQ2d at
1034-35; - Warmerdam, 33 F3d at 1361-62,
31 USPQ24 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 E2d
1370, 1374-75, 12 USPQ2d 1908, 1911-12 (Fed. Cir.
1989), cited with approval in Alappat, 33 E3d 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 may be 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 sharé 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 iipon
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 pr1nc1ple ).

(b) Statutory Process Claims _

A claim that requires one or more acts to be per-
formed defines a process. However, not all processes
are statutory under 35 U.S.C. 101. 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' to "a skilled -artisan (disciissed in 1)
below), or (B) be limited o 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 Cochrané 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. Tt
is an act, or a 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 E3d-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-
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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 a physical transformation occurs outside
the computer, a disclosure that permits a skilled arti-
san to practice the claimed invention, i.e., to putitto 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 physmal transformation outside the computer, i.e.,
falls into one or both of the following specific catego-
ries (“safe harbors™).

i ~ Safe Harbers

- ‘Independent Physical Acts (Post Computer
Process ActIVIty)

A process is statutory if it requlres phys1cal 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 . thé: 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 opemng the mold at
that stage.

- A method of controllmg 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 te given
tasks to be performed by the robot, and controlling
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the robot’s movement and position based on the
' -cjalculatcd position.

_ Examples of claimed processes that do not achleve
a practical appllcatlon 1nc1ude

-« step of “updating alatm limits” found to censti-
* 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 E2d-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 F2d 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 F2d 32, 41 n.7,
201 USPQ 136, 145 n.7 (CCPA 1979) (data-gathering
step did not measure physical phenomenon); Arrhyth-
mia, 958 F2d 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 F2d at
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1058-59, 22 USPQ2d at 1037-38; Abele; 684 F2d at
909, 214 USPQ at 688; In re Taner, 681 F.2d 787,
790, 214 USPQ 678, 681 (CCPA 1982).

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

- A method of using a computer processor to 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 ventncular
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 seismi¢ energy 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 conductmg seismic explorauon
which requires generatmg and man1pu1at1ng sig-
nals from seismic energy waves before “summing” .
the values represented by the signals (Taner 681
FE.2d at 788, 214 USPQ at 679) and ' '

- a method of displaying X—ray _attenuation data as
a signed gray scale signal in a “field” using a par-
ticular algorithm, where the antecedent steps
require generating the data using -a particular
~ machine (e.g., a-computer tomography scanner).
. Abele, 684 F2d at 908, 214.USPQ at 687 -(“The
specification indicates that such attenuation data is
available only when an X-ray beam is:produced by
a CAT scanner, passed through an. object, and
detected upon its exit. Only after these steps have
been completed is the algorithm performed, . and
the resultant modified data dlsplayed 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 1nputs
where the subject matter perturbed” was a num-
ber and the act of ¢ perturbmg consists of substi-
tuting the numerical values _of variablés
- (Gelnovatch, 595 F2d at 41 1.7, 201 USPQ at 145
0.7 (“Appellants’ claimed step of perturbing the
values of a set’of process 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 denved by numerically changing the
values in the previous set of process inputs.”)); and
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- selecting a set of arbitrary measurement point
- values (Sarkar, 588 F2d at 1331, 200 USPQ at
135) '

Ifa c]ann does not clearly fall into one or both of
the safe harbors, the claim’ may st1]l be statutory if it is
llrmted j0s) a pracucal apphcatmn in the technologlcal
arts.

ii) . . Computer-Related Processes Limited "to.-a
Practical- Application .in. the Technologi'cal
There is always some form of physmal transforma—
tion within a computer because a computer acts on
signals and transforms them during its operatlon and
changes the state of its componénts during the exécu-
tion of a-process. Even though'such a physical trans-
formation occurs within a computer; such activity is
not determinative of whether the process is statutory
because such transformation alene does not distin-
guish a statutory computer process from a nonstatu-
tory computer process. What is detemnnatlve is not
how the computer performs the process, "but what the
computer does to achieve a practical apphcauon See
Arrhythmia, 958 F.2d at 1057, 22 USPQZd at 1036.

A process that merely Inampulates an_ abstract idea
or performs a purely mathematical algonthm is non-
statutory despite the fact that it might inherently have
some -usefulness.In -Sarkar, 588 FE2d. at 1335,
200 USPQ at 139, the. court explamed Why _this

_ approach must be followed:

No mathematical- equation can be used; as'a practical
matter, without establishing and substituting values for the
variables expressed therein. Substitution of values dic-
tated by the formula his thus been viewed as a form of

. mathematical step.- If the steps of gathering and substitit-
ing values were alone . sufficient, every mathematical
. equation, formula, or algorithm having any practical use
would be per se subject to patenting as a “process” under
“101. Considération of whether the substitution of specific
*- values is enough.to.convert the disembodied ideas present -
in the formnla into an embodiment of those ideas, or into
an application of the formula, is foreclosed by the current
state of the law.

For such subject matter to be statutory, the claimed
process must be limited to a practical apphcatlon of
the abstract idea or mathemat1ca1 algorithm in the
technologlcal arts. Sce Alappar 33 F3d at 1543,
31 USPQ2d at 1556-57 (quoting Dmmond v. Diehr,
450 U.8. at*192, 209-USPQ at 10). See also Alappat
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33 E3d 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’Reilly v. Morse, 56 U.S. (15 How.) at 114-19).
A claim is limited to a practical application when the
method, as clalrned produces a concrete, tang1ble 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 F3d at 1358, 50 USPQ2d at
1452. Likewisé, a.machine claim is $tatutory when the
machine, as claimed, produces a conctete, tangible
and useful result (as in State Street, 149 F.3d at 1373,

47 USPQ2d at 1601) and/or when a specific machme
is being claimed (as in Alappat, 33 F3d at 1544, 31
USPQ2d at 1557 (in banc). 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
mclude the followmg

~'A computerized method of optimally controlling
,_transfer storage and retrieval of data between
cache and hard disk storage dev1ces such that the
‘most frequ_e_nt_ly used data is readily available.

— A method of c¢ontrolling parallel processors to
-accomplish multi-tasking of several computing
tasks to maximize computing efficiency. See, e.g.,
In re Bernhart, 417 F2d 1395, 1400, 163 USPQ
611,616 (CCPA 1969).

— A method of making a word processor by storing
an executable word processing application pro-
gram in a general purposc digital computer’
memory, and executmg the stored program to
impart word processing functlonallty to the gen-
eral purpose digital computer by changing the state
of the computer’s arithmetic logic unit when pro-
gram instructions of the word pi‘Oce'ssing program
are executed.

'~ A digital filtering process for removing noise
. froma digital 51gna1 comprising the steps of calcu—
' lating a mathematical algonthm to produce a cor-

rection signal and subtracting the correction s1gnal
.. from the d1_g1tal signal to remove the noise.
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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 distirictly 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 contams three separate
and dlstmct requ1rements

(A) adeqUate‘written description,
(B) enabl-e'ment,'and

(C) best mode

AN apphcatlon ‘will be deficient under 35 U.S.C.
112, first paragraph when the written description is
not adequate to identify what the applicant has
invénted, 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 invéntion 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 E3d.
1543, 1548-49, 41 USPQ2d 1801, 1804 (Fed. Cir.
1997).

If _deficiéhc_ies' are discovei'od \:ifit_h 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 speelfu:anon must conclude with
claim(s) that set forth the sub]ect 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 Partlcularly Pomtmg Out and Dis-
~ tinetly Clalmmg the Invention

Office 'personnel- shall determine whether the
claims set out and circumscribé 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 of ordinary skill in the art. Applicant’sc 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 indicatés that the invention is
a particular computer, the claims do not have to recite
every element or feature of the' computer. In fact, it is
preferable for claims to be drafted in a form that
emphasizes what the applicant has invented (i.e., what
is new rather than old). In re Dossel, 115 F3d 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 comiponent implemented in either
hardware or software and its associated hardware plat-
form. Atmel Corp. v. Information- Storage Devices
Inc., 198 F3d. 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: -
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- a programmed computer with a particular func-
- tionality. implemented in hardware or hardware
- and software; S :
- a logic circuit-or other component of a pro-
grammed computer that performs a-series of spe-
cifically - identified operatlons dlctated by a
computer program; ot
- a computer’ memory encoded with executable
instructions representing a computer program that
can cause a computer to funetlon 1n a partleular
' fashJon

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
equlvaIents See MPEP § 2181 through § 2186. Thus,
a claim using means plus function limitations without
eorrespondmg d1sclosure of specific structures or
materials that are not well-known fails to particularly
point out and distinctly claim the 1nvent10n Dossel,
115 E3d at 946-47, 42 USPQ2d at 1884-85. For
example, if the applicant discloses only the functlons
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 apphcatlon has not disclosed any “structure”
which corresponds to the claimed ieans. Office per-
sonnel should reject such claims under 35 U.S.C. 112,
second paragraph. B. Braun Medical, 124 F3d at
1424, 43 USPQ2d at 1899. The rejection shifts 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 prec1se
location or loeauons in ‘the specification where a
descnptlon of at least one émbodiment of that claimed
means can be found. In contrast, if the correspondmg
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. o

When a claim or part of a claim is defined in com-
puter program code, whether in source or object code
format, a person of skill in the art must be able to
ascertain the metes and bounds of the claimed inven-
tion. 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 having to insert
any comments. See Computer Dictionary 353
(Microsoft Press, 2ed. 1994) for a definition 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. Determiné Whether the Claimed Invention
Complies with 35 U.S.C. 112, First Paragraph
" Requiremenis

1. Adequaté 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 DilLeone,
436 F2d 1404, 1403, 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 F3d
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 F3d 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.  Enabling 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
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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 functioﬁality
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 F3d at 946-47,
42 USPQ2d at 1884-83; 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); DeGearge 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 circuitry 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 F2d
1269, 1271, 193 USPQ 136, 137 (CCPA 1977)
(“Employment of block diagrams and descriptions of
their functions is not fatal under 35 U.S.C. 112, first
paragraph, providing the represented structure is con-
ventional and can be determined without undue exper-
imentation.”); In re Knowlton, 481 E2d 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 Naguin, 398
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F2d 863, 866, 158 USPQ 317, 319.CCPA 1968)
(*“When an invention, in its different aspects, involves
distinct arts, that specification is adequate 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 use ‘appellants’ 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 exaniple, 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
modelirig 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 desctibes each “element” in hardware
or hardware and its associated software and how such
elements are interrelated. See In re Scarbrough, 500
E.2d 560, 565, 182 USPQ 298, 301-02 (CCPA 1974)
(“Tt 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-
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ence to a proprietary computer on which they might
be fun’). See also In re Gunan, 537 F2d. 1123, 1127-
28, 190 USPQ 402, 405 (CCPA 1976); In re Brands-
tadter, 484 F2d 1395, 1406-07, 179 USPQ 286,
204 (CCPA 1973); and In re Ghiron, 442 F2d 985
991, 169 USPQ 723 727 28 (CCPA 1971)

YL DETERMINE WHETHER THE CLAIMED
INVENTION COMPLIES WITH 35 US.C.
102 AND 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 distinetions 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, 227-3(,
189 USPQ 257, 261 (1976); In re Venner, 262 F2d
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.1{a) and IV. B.1(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 att. Ir re Dembiczak, 175 F.3d 994, 1000,

50 USPQ2d 1614, 1618 (Fed. Cir. 1999). Nonfunc-
tional descriptive material cannot render nonobvious

August 2001



2106

an invention that would have otherwise been obvious.
Cf. In re Gulack, 703 F2d 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 invelving 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 respect to nonfunctional descriptive material
‘that cannot alter how the machine functions (i.e.,
- the descriptive material does not reconfigure the
computer), or g

- - 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.
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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. |

VIL. CLEARLY COMMUNICATE FINDINGS,
CONCLUSIONS AND THEIR BASES

Once Office pefsonnél 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.
Only 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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2106.01 Computer Programming and
35 U.8.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 programns, software,
firmware, or block diagram cases whereini one or
more of the “block diagram” elements are at least par-
tially comprised of a computer software component It
should be recognized that sufficiency of disclosure
issues in computer cases necessarily will require an
inquiry into both the sufficiency of the disclosed hard-

ware as well as the disclosed software due to the inter-

relationship and interdependence of computer
hardware and software. ' -

WRITTEN DESCRIPTION

The function of the description requirement is to
ensure that the inventor had possession of, 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. fn 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 E2d 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].
affirmance of a best mode rejection, must tend to
show that the quality of an applicant’s best mode dis-
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" quately disclosing the functions of software.”

That evidence, in order to resuli in
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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 Con-
v. Vega Servo-Control Inc., 214 USPQ
796, 824 (S.D. Mich. 1982), aff’d on relared grounds,
713 F.2d 788, 218 USPQ 961 (Fed. Cir. 1983). See
also MPEP § 2165 - § 2165.04.
" There are two factoal 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 E3d 1543, 41 USPQ2d 1801, 1804 (Fed. Cir.
- 1997); Chemcast Corp. v. Arco Industries, 913 F2d
923, 927-28, 16 USPQ2d 1033, 1036 (Fed. Cir. 1990).

“A’ a-general rule, where software constitutes part of
~ 4 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, not requiring undue experimentation;, once its

functions have been disclosed. .". . [F]low charts or
source code listings are not a requirement for ade-

Fonar
Corp., 107 F3d at 1549, 41 USPQZd at 1805 (cita-

- tions omitted).

ENABLEMENT

When basing a rejection on the failure of the appli-
cant’s disclosure to meet the enablement provisions of
the first paragraph of 35 U.S.C. 112, the 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 gues-
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 est:ablish a Teasonablé basis for questioning the

adequacy of a disclosure, the examiner must present a
factual analysis of a disclosure to show that a person
skilled in the art would not be able to make and use
the claimed invention without resomng to undue
experimentation. '

In computer applications, it is not unusual for the

claimed invention to involve two arcas of prior art or
more than one technology, e.g., an appropriately pro-
grammed computer and an aréa of application of said
computer. White Consol. Indus., 214 USPQ at 821. In
regard (o the “skilled in'the art” standard, in cases

involving both the art of eomputer programmmg, and

another technology, the examiner must recognize that

the knowledge of persons skilled in both technologies:

is the appropriaté criteria for determining sufficiency.
Se¢ In re Naquin, 398 F.2d 863, 158 USPQ 317
(CCPA 1968); In re Brown, 477 F2d 946, 177 USPQ
691 (CCPA 1973); and White Consol. Indus. v. Vega
Servo-Control, Inc., 214 USPQ 796, §22 (5.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-
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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 F2d 985, 169 USPQ 723
(CCPA 1971) and In re Brown, supra. Moreover, éven
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 comiplex marnner. See I re Scarbrough,
300 F.2d 560, 566, 182 USPQ 298, 301 (CCPA 1974):
and In re-Forman, 463 F.2d 1125, 1129, 175 USPQ
12, 16 (CCPA 1972). Furthermore, in complex sys-'
tems-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 defailed relatwnshlps an applicant
alleges that he or she has solved. See In re Scar-
brough, 500 F.2d at 566, 182 USPQ at 302.

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.
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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 E.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 Consol.
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 Consol. 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 E2d 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-
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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 Lteral
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 elément_ 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 clements totally within the confines of a com-
puter, the examiner, when analyzing method claims,
must recognize that the specification must be ade-
guate to teach how to practice the claimed method. If
such practice réquires 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 F2d 985,
991, 169 USPQ 723, 727 (CCPA 1971) and In re
Gunn, 537 F2d 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 submiited by the applicant. For example, in In
re Naguin, 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 E2d 162, 165-66, 192 USPQ 29, 32 (CCPA
1976). ,

While no specific universally appli'cable'rule exists
for recognizing an-insufficiently disclosed application
involving computer programs, an examining guide-

line to generally follow is to challenge the sufficiency:
of such 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-
tions-software disclosure only includes a flowchart, as
the complexity of functions and the generality of the
individual components of the flowchart increase, the
basis for challenging the sufficiency. of such a 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 combmauons of these:

approaches,

AFFIDAVIT PRACTICE (37 CFR 1132)

In computer cases, affidavits must be critically ana-

lyzed. Affidavit practice usually initially 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:
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implement the invention. An affiant having a skill
level-or: qualifications above that of the routineer 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 computer systems or programmmg cases, the
problems with a given affidavit, which relate to the
sufficiency of disclosure issue, generally involve afﬁ—_
ants Subn‘uttlng few facts to support their concluswns
ot opinions. Some affidavits may go so far as to
present conclusmns on the uItlmate legal questlon of
sufficiency. In re Brandstadter, 484 F2d 1395
179 USPQ 286 (CCPA 1973), ﬂlustrates the extent of
the inquiry into the factual basis underlylng an. affl-
ant 5 conclusu)ns or opunons In andsmdter, the:
invention concerned a stored program controller'
(computer) programmed to control _the storlng,
retrlevmg, and forwarding of messages 1n a communi-
cations system. The disclosure. consmted of broadly
defined block diagrams of the structure of the inven-
t10n and 10 ﬂowoharts or progtam 11St1ngs of the pro—
grams of the controller The Court quoted extenswelyj
from the Examlner s Office Act10ns and Examiner’s
Answer in its opinion where it was apparent ‘that the;
Exammer cons1stently argued that the dlsclosure 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” staje-
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 centrol the message switching
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system, the record contained no evidence as to the

number of programmers needed, the number of man-

hours 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. Sec 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 1_;(5 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 theif several meet-
ings in addition to that set out in the application. 'Also
of s1gn1f10ance 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 apphcatlon 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 PRIOR ART DOCUMENTS

‘Earlier, it had been discussed that citing in the spec-
ification the commercial availability of an identified
prior art computer syster 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 clear that
a person skilled in the art would know which, or what
parts, of the cited circuits could be used to construct
the claimed device or how-they could be-intercon-
nected to act in combination to produce the required
results. See In re Forman, 463 F2d at 1129,
175 USPQ at 16. This analysis would appear to be
less critical where the circuits comprising applicant’s
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system are essentially standard components compris-
ing an identified prior art computer system and a stan-
dard device attached thereto. -

Prior art patents are often relied on by applicants to
show the state of the art for purposes of enablement.
However, these patents must have an issue date earlier
than the effective filing date of the application under
consideration. See In re Budnick, 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 are not evidence of subject
matter known to any person skilled in the art since
their subject matter may have been known only to the
patentees and the Patent and Trademark Office, .

Merely citing prior art patents to déemonstrate. that
the challenged components are 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 ¢ombination manner. Therefore,
the specification in efféct must set forth the integra-
tion of the prior art; otherwise, it is likely that undue
experimentation, or more than routine expetimenta-
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 are used by the applicant to. demon-
strate that partictlar box diagram hardware or soft-
ware components are old must. -be analyzed as to
whether such patents are 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 demionstrate that one
of ordinary skill in the art could make and use corre-
spondingly disclosed programming techniques
unless both programming techniques are of approxi-
malely the same degree of complexity. See In re
Knowlton, 500 F2d 566, 572, 183 USPQ 33,
37 (CCPA 1974)

ARGUMENTS OF COUNSEL

Arguments of counsel -may bc effective in estab-
lishing that an examiner has not properly met his

2100-28




PATENTABILITY -

or her burden or has otherwise erred in 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 B.2d at 538,.190 USPQ at 424, In

re Schulze, 346 F.2d 600, 145 USPQ 716: (CCPA

1965); In re Cole, 326 F.2d 769, 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 ceurt indicated ‘that
factual affidavits could:have provided important evi-
dence on the issuve of enablement. See In re Knowlton,
500 F.2d at 572, 183 USPQ at 37; In re Wiseman, 596
F.2d 1019,201.USPQ 658 (CCPA 1979).

of Applications for Complianc‘e;. g
w1th the Utlllty Requlrement

L INTRODUCTION

The following Gu1del1nes estabhsh the pohc1es and
procedures to be followed by Office personnel in the
evaluation of any patent application for comphance
with the utility requirements of 35 US.C. 101 and
112. These Guidelines have been promulgated to
assist Office personnel in their review of apphcauons
for comphance with the uiility requlrement 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 rev1ew of apphcatlons for
compliance with all other statutory requirements for
patentabrhty The Guiidelines do not constitute sub-
stantive rulemakmg and hence do not have the force
and effect of law. Rejectrons will be based upon the
substantive law, and it is these rejections which are
appealable. Consequently, any perceived fa11ure by

Office personnel to follow these Gmdehnes is ne1ther_

appealable nor pet1t10nable S

I EXAMINATION GUIDELINES FOR THE
UTILITY REQUIREMENT

Office personnel are to adhere to the following

procedures when reviewing patent- applications ‘ for
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compliance with the “useful invention’ (“ut{hty”)
requrrernent of 35 US C. 101 and 112; first para—
graph "

(A) Read the clauns and the supportmg wntten.
descnptlon
(1) Determine what the apphcant has c}almed :
no_t_mg any specific embodiments of the invention. -
(2) Ensure that the claims define statutory sub-
ject matter (i.e., a process, machine, manufacture;
composition of matter, or improvement thereof).

o (3) H at any time dunng the examination, it
becomes readily apparent that the clalmed mventlon_f
has a well- estabhshed ut111ty, do not rmpose a rejec-
t10n based on lack of utility. An invention has a well-
establlshed ut111ty i’ (i) a person of ordlnary skill in’
the art would 1mmed1ate1y appreciate why the i 1nven~r
tion'is useful based on the characteristics of the mven—’
tion (e. g, propertres or apphcattons of a product or
process) and (ii). the utlhty is spec1ﬁc substant1a1 "
and credible.

(B) Review the clauns and the supportmg wrltten
description to determire if the applicant has asserted

“for the claimed invention any spemﬁc and substantial

utility that is credible:

(1) If the applicant has asserted that the
cla1med 1nventron is useful for any partlcular practical
purpose (1 e., it has a “specific and substantial utility™)
and the assertion would be considered credible by a

‘person of ordmary skill in the art, do not impose a

reJectlon based on lack of ut111ty :

N A claimed invention. must have a spe-
cific and substantial utility. Thls requlrement excludes
“throw-away,”. “insubstantial,” or nonspec:lﬁc” utili-
ties, such as the use of a complex invention as landfill,
as a way of sahsfymg the ufility requlrement of
350. S C.101,

(i) Credibility is assessed from the persPec—‘ :
tive of one of ordinary skill in the art in view of the
disclosure and-any othér evidéence of record (e.g., test
data, affidavits or declarations fromi experts in the art;
patents or prmted publications) that is probative of the
applicant’s assertions. An applicant need only provide
one credible assertion of spécific and substantial util-
ity for each clarmed mventlon to sat1sfy the utﬂ1ty
requuement '

- (2) If no assertlon of spemﬁc and substantial
utility for the: claiméd invention made by the applicant
is credible, and the claimed invention‘does not havea
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readily apparent well-established utility, reject the
claim(s) under 35.U.5.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 correspondmg 35U.S. C 101
rejection. -

~ (3) If the applicant has not asse_rte_d any Spe—
cific and substantial utility for the claimed invention
and it does not have a readily apparent well-estab-
lished utility, impose a rejection under 35 U.S.C, 101
emphasmng that the applicant has not dlsclosed a

specific and substantlal utility for the invention. Also_

impose a separate rejection under 35U.S.C 112, first

paragraph, on the basis that the apphcant has not dJS-‘

closed how to use the invention due to the, Jack of a
spec1flc and substantial utlllty The 35 U. S. C. 101 and
112 rejections shift the burden of coming forward
with ev1dence to the apphcant to:

(1) Exp11c1t1y identify a SpeCIfIC and sub-
stantlal utility for the claimed invention; and

(ii) Provide evidence that one of ordinary
skill in the art would have recogmzed that the identi-
fied spec1f1c and substantial utility was well-gstab-
lished at the time of filing. The examiner should
rfeview any subsequently submitted evidence of utility
using the criteria outlined above The ‘examiner
should also ensure that there is an adequate nexus
between the evidence ard the properties of the now
claimed subject matter as disclosed in the apphcatwn
as filed. That is; the applicant has the burden to estab-

lish a probative relation between the submitted evi-

dence and the 0r1g1nally dlSClOSed propemes of the
claimed 1nvent10n

(8] Any re]ectlon based on,. lack of utlhty
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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should specifically explain the scientific basis for his
ot her factual conclusions.

_ (1). Where the asserted ut111ty is not specific
or subst_ant:lal_ a prima facie showing must establish
that it is more likely than not that a person of ordinary
skill in the art would not consider that any utility
asserted by the applicant would be specific and sub-

stantial. The prima facie showing must contain the

following elements:

-~ (i) -An explanation that clearly sets forth
the reasoning used in concluding that the asserted util-
ity for the claimed invention is not both specific and
substantial nor well-established;

(ii) Support for factual f1nd1ngs relied
upon in reaching this conclusion; and .

(iii) An evaluation of all relevant ev1dence.

of record, including utilities taught in the closest prior
art. : :
(2) Where the asserted specific and substan-
tial utility is not credible, a prima facie showing of no
specific and substantial credible utility must establish
that it is more likely than not that a person skilled in
the art would not consider credible any specific and
substantial utility asserted by the applicant for the
claimed invention. The prima facie showing must
contain the following clements:

(i) An explanatlon that clearly sets forth
the’ reasoning used in concluding that the asserted spe-
cific'and substantial utility-is not credible;

(i) Support for factaal findings relied
upon in reachmg this conclusion; and

(iii) An evaluation of all relevant evidence
of record, _mclu_(_:hng utilities taught in the closest pnor
art.

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

_ (D) A rejection based on lack of utility should
not be maintained if an asserted ut111ty for the clalmed'
invention would be considered specific, substanhal
and credible by a person of ordinary skill in the art in
view of all evidence of record.

Office personnel are reminded that they must treat
as true a statement of fact made by an applicant in
relation to an asserted utility, unless countervailing
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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 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
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 35 U.S.C. 112, first
paragraph.

2107.01 General Principles
Governing Utility Rejections

35 U.S.C. 101. Inventions patentable

Whoever invents or discovers any new and useful process,
machine, manufacture, or composition of matter, or any new and
useful improvement thereof may obtain a patent therefor, subject
to the conditions and requirements of 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.
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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.S8.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 onh only those inventions that are “useful.”

'This second purpose has a Constitutional footing —

Axticle 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 F2d 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.5.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 SUBSTANTIAL RE-
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 and sub-
stantial utility was inaccurate. For example, in Nelson
v Bowler, 626 F2d 853, 206 USPQ 881 (CCPA
1980), the court reversed a finding by the Office that
the applicant had not set forth a “practical” utility
under 35 U.S.C. 101. In this case the applicant
asserted that the composition was “useful” in a 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 0ff1ce 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
clalmed 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 is 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 “genme probe” or “chromosome marker”
would not be considered to be specific in the absence

of a disclosure of a specific DNA target. A general -
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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 insuifficient 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 F2d 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
matefial which has a stated correlation to a predispo-
sition to the ohset 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 dlsease
or condition;

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

(D) A miethod 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 mean 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, 534-35, 148 USPQ 689, 695 (1966). Rather,
any reasonable use that.an applicant has identified for

the invention that can be viewed as providing a public.

benefit should be accepted as sufficient, at'least with
regard to defining a “substantial’’ utility.

Re&earc_h 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 technigues have a clear, spemﬁc 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 furthef research
to identify or reasonably confirm. Labels such as

“research tool,” “intermediate” or “for i"ese:arch pur-

poses” are not helpful in deternunmg if an apphcant
has 1dent1fled a specific and substanhal utility for the
1nvent10n »

. WHOLLY INOPERATIVE INVENTIONS '

“INCREDIBLE” UTILITY

An invention that is moperauve (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 F2d 1575, 1581, 11 USPQ2d 1340, 1345 (Fed.
Cir. '1989); In re Harwood, 390 F.2d 985, 989,
156 USPQ 673, 676 (CCPA 1968) (“An 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.5.C]] 101 the claimed device must be totally’
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incapable of achieving a useful result.” Brookiree
Corp. v. Advanced Micro Devices, Inc., 977 E2d

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., 620 F.2d 1247, 1260 n.17,
205 USPQ 1, 10 n. 17 (8th Cir. 1980} (“A small degree
of utility is sufficient . . . The claimed invention must
only be capable of performing some beneficial func-
tion'. . . An invention does not lack utility merely
because the particular embodiment -disclosed in the
patent- lacks perfection or performs -crudely .. . A
commercially succe§sful product'is not required .
Nor is it essential that the invention accomplish all its
intended functions . . . or operate under all conditions

. partial success being sufficient to demonstrate pat-
entable utility . . . In short; the defense of non-uuhty
cannot be sustamed without proof of total incapacity.”
If an invention is only parually successful in achiev-
ing a useful result, a rejection of the claimed invention
as a whole based on a lack of ut111ty is not approprlate
See In re ‘Brana, 51 F.3d 1560, 34 USPQ2d 1436
(Fed. Cir. 1995) In re Gardner, 475 F2d 1389,
177 USPQ 396 (CCPA), reh’g denied, 480 F.2d 879
(CCPA 1973); In re Marzocchi, 439 F2d 220,
169 USPQ 367 (CCPA 1971).

Sltuations where an mventlon s found to be “inop-
erative” and therefore lacking in utility are rare, and
rejections maintained solely on this ground by a Fed-
eral court even rarer. In many-of these cases, the util-
ity asserted. by the apphcant 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 F2d 248, 253, 139-USPQ
516, 520 (CCPA 1963). Other cases.suggest thaton.
initial evaluation, -the: Office considered-the asserted.
utility to be inconsistent with known scientific princi-.
ples 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 USPQ 209 (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 to describe a single problem (e.g:, a false
assertion regarding utility) has led to'some of the con-:
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 E2d 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 en “flapping or
flutter function™ (In re Houghton, 433 F2d 820,
167 USPQ 687 (CCPA 1970)), a “cold fusion” pro-
cess for producing energy (In re Swartz, 232 E3d 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 F2d 918, 164 USPQ 221
(CCPA 1970)), and a method of restoring hair growth
(In re Ferens, 417 F2d 1072, 163 USPQ 609 (CCPA
1969)). Thus, in view of the rare nature of such cases,
Office personnel should not label an asserted utility
“incredible,” “speculative” or otherwise unless it is
clear that a rejection based on. “lack of utility” is
proper.

. THERAPEUTIC OR PHARMACOLOGI-
CAL UTILITY ' :

Inventions asserted to have utility in the treatment
of human or animal disorders are suibject to the same
legal requirements for utility as inventions in any

other field of technology. In re Chilowsky, 229 F2d

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 eéstablished scientific principles ot 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 F2d 973, 978, 154

USPQ 92, 96 (CCPA 1967) (“Thus, in the usual case
where the mode of operation aileged 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-
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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 E2d 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 miere 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-
pound is obviously beneficial to the public. Tt is inherently
faster and easier to combat illnesses and alleviate symp-
tomns when the medical profession is armed with an arse-
nal of chemicals having known pharmacological
activities. Since it is crucial to provide researchers with an
incentive to disclose pharmacological activities in as
many compounds as possible, we conclude that adequate
proof of any such activity constitutes a showing of practi-
cal utility.

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

Il 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 occwrring 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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cologically ‘active compounds. Tri reaching this eon'—
clusion, the court considered and rejected arguments
advanced by Bowler that attacked the evidentiary

basis for Nelson’s assertions that: the compounds were

phannacologmally active,
In In. re .Iolles 628 F2d 1322 206 USPQ 885

(CCPA. 1980), an 1nventor clanned protect1on for

pharmaceutlcal compositions for treatmg leukemia.
The active ingredient in the compos1t10ns was a stric-
tural analog to. a known anticancer agent. The apph—
" cant prov1ded evidence showmg 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 afﬂrmed a find-
ing by the Board of Patent Appeals and Intérferences
that a pharmacolog1cal utility had been disclosed in

the application of one party to an interference pro-
ceeding. The 1nvent1on that was the subject of the

interference count was a chemical cor_npound used for
treating blood disorders. Cross had challenged the
evidence in Iizuka’s specification that supported the
claimed ut111ty However, the Federal Circuit relied

extensively on Nelson v. Bowler ‘in finding that

lizuka’s application had sufﬁc1ently dlsclosed a phar-
macological utility for the compounds It - distin-
guished the case from cases where only a generahzed
“nebulous” exptession, such as “biological proper:

ties,” had been ‘disclosed in a specification. Such
statements, the court held, “convey little explicit indi-

cation regarding the utility of ‘a compound.” Cross,
753 F.2d at 1048, 224 USPQ at 745 (citing In re Kzrk
376 F.2d 936, 941, 153 USPQ 48,52 (CCPA 1967))

S1nnlarly, courts have found utility for therapeutlc

inventions despxte the fact that an. apphcant is at a
very early stage in the development of a pharmaceut1—-

cal product or therapeutic regimen based on a claimed

'phatmacologzcal or bioactive compound or composh_
tion. The Federal Circuit, in Cross. v. lizuka, 753 F.2d

1040, 1051, 224 USPQ 739, T47- 48 (Fed. Cir, 1985),
commented on._ the significance of data’ from in vitro
testing that showed pharmacologu:al act1v1ty

We percelve no 1nsunnountable difficulty, under appropri-l
- ate circumstances, in finding that the. first link in the

2100-35

2107.01-

" “screening chain, ix vitro testing, may establish a practical -
utility Tor the compound in question. Successful in vitro
testing will marshal resources and direct the expenditure
of effort to further in vive testing of the most potent com-
pounds, thereby prov1dmg an tmmedlate benefit to the- -
'pubhc analogous to the beneﬁt prov1ded by the showmg '
'of an in vivo l.‘ltlllty o

The Federal Circuit has relterated that therapeutlc
ut111ty 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 ma.rketed in the Umted
States ' '

FDA approval, however, is nota prerequisite for finding a*
compound useful within-the meaning of the patent laws. .. '
“ Scott [v. Finneyl, 34 E3d 1058, 1063,/32.USPQ2d 1115,
1120 [(Fed.Cir. 1994)]. Usefulness in patent law; and in. .,
particular in the context of pharmaceutical inventions,. . .
. necessarily inciudes the expectatlon of further resea.rch -
*“and developmerit.- The stage at which an invention in this
* field becomes useful is well before it is ready to be admin : i
-istered to humans, Were we to requiré Phase II'testing in. .
order to prove utility, the associated costs. would prevent -
many companies from obtaining .patent. protection on .
_promising new inventions, thereby elmlmatmg an incen- .
tive to plirsue, through research and development, poten- .
tial cures 1n many cruc1a1 aress such as the treatment of
" cancer. : : ’ R

Inre ana 51 F. 3d 1560 34 USPQZd 1436 (Fed
Cir.- 1995). Accordingly, Office personnel should not
construe -35 U.S.C. 101, under the logic of “practical”
utility or otherwise, to require that an applicant dem-
onstrate that'a therapeutic agent based on a claimed
invention is ‘a'safe or fully effective drug for humans:
See, e.g:, In're Sichert, 566 E2d 1154, 196 USPQ 209
(CCPA 1977); i -re-Hartop, 311 F.2d 249, 135 USPQ
419 (CCPA '1962); In re Anthony, 414 F.2d 1383,
162 USPQ 594 (CCPA 1969); In re Watson, 5 17 F2d:
465 186 USPQ 11 (CCPA 1975) S :

These general pr1nc1ples are equally apphcable to.
sitbations where an apphcant has claimed a process'
for treat:mg a human or animal disorder. In such cases;
the asserted. ut111ty is usually clear — the invention is
asserted to be useful in treating the parhcular d1sorder
If the asserted utility is cred1b1e there is no basis to
challenge such a claim on the ba51s that it lacks ut111ty.;
under 35 U. S C. 101

See MPEP § 2107.03 for spec1al cons1derat1ons for=
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 def1c1ency under 35 u.s: C 101 also ‘creates a
deficiency under 35 U.S.C. 112, first paragraph. See
In re Brana, 51 F3d 1560, 34 USPQ2d 1436 (Fed.
Cir. 1995); In re Jolles, 628 F.2d 1322, 1326 n.10, 206
USPQ 885, 889 n.11 (CCPA 1980); In re Fouche, 439
F.2d 1237, 1243, 169 USPQ 429, 434 (CCPA 1971)
It such compositions. are in fact useless, appellant’s
specification cannot have taught how to use them.”).
Courts have also cast the 35 U.S.C. 101/35 U.S.C. 112
relationship such that 35 U.S.C. 112 presupposes
compliance with 35 U.S.C. 101. See In re Ziegler, 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, ... Tf the
application fails as a matter of fact to satisfy 35
U.S8.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 inventionunder 35 U.S.C. § 112.); In re Kirk,
376 F.2d 936, 942,153 USPQ 48, 53 (CCPA 1967)
(“Necessarlly, comphancc with - § 112 requires a
description of how to use presently useful inventions,
otherwise an applicant would anomalously be
required to teach how to use a useless invention.”).
For example, the Federal Circuit noted, “[o]bviously,
if a claimed-invention does not have utility, the speei-
fication cannot enable one to use it.” In-re Brana,
51 F3d. 1560, 34 USPQ2d 1436 (Fed. Cir. 1995). As
such, a rejection properly imposed under 35 U.S.C.
101 should be accompanied with a rejection under 35
U.S.C. 112, first paragraph. It is equally clear that a
rejection based on “lack of utility,” whether grounded
upon 35 U.S.C..101 or 35 U.S.C-112, first paragraph,

rests on the same basis (i.e., the asserted utility is not.

credible). To avoid confusion, any rejection that is
imposed on the basis of 35 U.S.C. 101 should be

accompanied by a rejection based on 35 U.S.C. 112,

first paragraph. The 35 U.S.C. 112, first paragraph,
rejéction 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 be able to
use the invention as claimed, and as such, the claim is
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defective under 35 U.S.C. 112, first paragraph. A
35 U.S.C. 112, first paragraph, rejection should not be
imposed or maintained. unless an. appropriate basis
exists for imposing a rejection under 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 partlcular the factual showmg
needed to impose a rejection under 35 U.S.C. 101
must be provided if a rejection under 35 US.C. 112,
first paragraph is to be lmposed on “lack of ‘utlllty

grounds. -

- Itis unportant to recognize 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 sub]ect 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 F2d 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 F3d 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 requirements of
35U.8.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, buit to actually practice the
invention as claimed a person skilled in the relevant
art would have to engage in an undue amount of
éxperimentation, the claim may be defecuve under
35 U.S.C. 112, but not 35US. C.101. To avoid confu-
sion durmg_ examinatior, any rejection under
35U.8.C. 112, first paragiaph, based on grounds
other than “lack of utility” should be imposed sepa-
rately from any rejection 1mposed 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 :

L 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 utiity
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
utality 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. - Lo :

It is common and sensible for an apphcant to 1den—
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. Sece, e.g., Raytheon v.

Roper, 724 F2d 951, 958, 220 USPQ 592, 598 (Fed.
Cir. 1983}, cert. denied, 469 U:S. 835 (1984) (“When
a properly claimed invention meets at least.one stated
objective, utility under 35 U.S.C. 101 is clearly
shown.”);
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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 F2d 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 estabhshed '

Statements made by the apphcant in the spemﬁca—
tion or incident to prosecution of the application
before the Office cannot, standing alone, be the basis
for a lack of utility rejection under 35.U.S.C, 101 or
35.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.S8.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 F2d 1173, 20 USPQ2d 1094 (Fed. Cir. 1991); In
re Krimmel, 292'F2d 948, 130 USPQ 215 .(CCPA.
1961). Doing so can inappropriately change. the 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.
CLATMED INVENTION" : '

Upon 1n1t1a1 examination, the examiner should
review the specification to determine. if there are
any staternents$ 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 Speczﬁc and
-Substantial

A statement o_f 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 whete an inventioh has a well-established
utility, the failure of an applicant to specifically iden-
tify why an invention is believed to be useful renders
the claimed invention deficient under 35 U.S.C. 101
and 35 U.S.C. 112, first paragraph. In such cases, the
applicant has failed to identify a “specific ‘and sub-
stantial utility” for the claimed invention. For exam-
ple; a staternent that a composition has an unspecified
“biological activity” or that does not explain why a
composition with that activity is believed to be useful
fails to set forth a “specific ‘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”
“films” not sufficient to identify specific and substan-
tial utility for invention); I re Kirk, 376 F2d 936, 153

USPQ 48 (CCPA 1967) (indication that compound is-

“biologically “active” or-has “biological properties”
insufficient standing alone). See also In re Joly, 376
F2d 906; 153 USPQ 45 (CCPA 1967); Kawai v.
Metlesics, 430 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.. S

~ Sitvations whete an'applicant either fails to indicate
why an invention is considered useful, or where the
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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 35.U.S.C. 112, first paragraph. .

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

Occasmnally, 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 of the invention (e.g., properties or applications
of a product or process), and (ii) the utility is specific,
substantial, -and: credible. If an invention has a well-
established utility, rejections under 35 U.S.C. 101 and
35 U.8.C. 112, first paragraph, based on lack of utility
sheuld not be-imposed. In re Folkers, 344 E2d 970,
145 USPQ :390: (CCPA - 1965). For example, if an
application teaches the cloning and characterization of
the nucleotide sequence of a well-known protein such
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 charactetistics 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-
cific ‘and 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 uotil-

ity.

II. EVALUATING THE CREDIBILITY OF AN
ASSERTED UTILITY

A.  An Asserted Utility Creates a Presumptibn 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 Jolles, 628 F.2d 1322, 206 USPQ 885
(CCPA 1980); In re frons, 340 F2d 974; 144 USPQ
351 (CCPA 1965); In re Langer, 503 F2d 1380, 183
USPQ 288 (CCPA 1974); In re Sichert, 566 F2d
1154, 1159, 196 USPQ 209, 212-13 (CCPA 1977). As
the Court of Customs and Patent Appeals stated inIn
re Langer:

As a matter of Patent Office practice, a specification
which contains a disclosure of utility which comresponds
in scope to the subject matter sought to be patented must -
be taken as sufficient to satisty 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 35 U.S.C. 112, first paragraph, where
the rejection is based on a deficiency under 35 U.S.C.
101. In In re Brana, 51 F.3d 1560, 34 USPQ2d 1436
(Fed. Cir. 1995), the Federal Circuit exphcnly
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 Marzocchi, 439 F.2d
220, 223, 169 USPQ 367, 369 (CCPA 1971), namely:

[A] specification disclosure which contains a teaching of
the manner and process of making and using the invention’
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in terms which correspond in scope to- those used in
describing and defining . the subject matter sought to be..
patenied must be taken as in compliance with the enabling
requirement of the first paragraph of § 112 unless there is
reason to doubt the objective truth of the statements con-
tained therein which must be relied ‘on for enabhng sup- :
port. (emphas1s added).

Thus Langer and . subsequent cases. dlrect the
Office to presume that a statement of utility made by
an applicant is true. Sec In re Langer, 503 F2d at
1391, 183 USPQ at 297; In re Malachowski, 530 F.2d
1402, 1404, 189 USPQ 432, 435 (CCPA 1976); In re
Brana, 51 F3d 1560, 34 USPQ2d 1436 (Fed. Cir.
1995). For obvious reasons.of efficiency and in defer-
ence to an applicant’s understanding of his or her
invention, when a staternent 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 (ie.,
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- evalvation 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.2d 951, 956, 220
USPQ 592, 596 (Fed. Cir. 1983) cert. denied, 469
U.S. 835 (1984). Thus, to overcome the presumption
of truth that an assertion of utility by the applicant
enjoys, Office personnel must establish that 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 comsideration. In re. Qetiker, 977 E2d.
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 E2d 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 qu'estion is
true: Herman v. ‘Huddleston, 459 U.S. 375, 390
(1983). To do this, Office personnel must prov1de 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
means that if the apphcant has presented facts that
support the reasoning used in asserting a utility,
Office personnel must present countervaﬂmg 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 during evaluation of this question is a preponder-
arice-of the evidence (i.e., the totality of facts and rea-
soning suggest that it is more hkely than not that the
statement of the apphcant is false) ‘

B." When Is an Asserted Uuhty Not Cred:ble 7

Where an apphcant has spec1f1ca.lly asserted; that an:

invention has a particular utility, that-assertion cannot
simply be dismissed by Office personnel as being.
“wrong,” even when there may be reason to believe:
that the - assertion is not . entirely. -accurate. Rather,
Office personnel must determine if -the assertion of
utility is credible (i.e., whether the assertion of utility:
is believable to.a person of ordinary skill in the art
based on, the totality of ev1dence and reasoning pro-
vided). An assertion is credible unless (A)-the logic
underlying the, assemon is senously flawed, or (B) the
facts upon which the assertion is based are inconsis-
tent. with the logic underlying: the assertion. Credibil-
ity as used in this context refers to the rehab1hty of the
statement based on the logic and facts that are offered
by the apphcant _te 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, not to-

label certain types of inventions-as “incredible” or
“speculative” as such labels do not provide the correct
focus for the evaluation of an dssertion of ufility.
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“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
arejection under 35 U.S.C. 101 on that presumption.

Rejections under 35 U.S.C. 101 have been rarely
sustained by federal courts. Generally speaklng, 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-
rary knowledge in the att. 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 ut1l1ty under 35 U.S.C. 101.

IV. 'INITIAL BURDEN IS ON THE OFFICE
TO ESTABLISH A PRIMA FACIE CASE
.AND PROVIDE EVIDENT[ARY SUPPORT

- THEREOF

To properly r_eject a claimed invention under
35U.S.C. 101, the Office must (A) make a prima
facie showing that the claimed invention lacks utility,
and (B) provide a sufficient evidentiary basis for fac-
tual assumptions relied upon in establishing the przma
facie showing. In re 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 obJecnve truth of’ the
statement  of operability.”).  If ~ Office’
cannot develop a proper prima fac:e case and provide
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 E2d 1443, 1445,
24 USPQ2d 1443, 1444 :(Fed. .Cir. 1992) .(“[Tlhe
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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 a prima facie 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 Pigsecki, 745 F.2d 1468, 223 USPQ 785 (Fed.
Cir. 1984).

The prima fac:e 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 (reatises 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, a prima facie showing must establish that it is
more likely than not that a person of ordinary skill in
the art would not consider that any utility asserted by
the applicant would be specific and substantial. The
prima facie showing must contain the following 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 SpClelC and sub-
stantial nor well-established;

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

(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 1n
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 utlity 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 ut111ty

It is imperative that Office personnel use spec:lﬁty
in’setting forth-and initial rejection under 35 U.S.C.
101 and support any factual conclus1ons made in the
przma 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
CUTILITY

In appropriate situations the Office may require an
applicant to substantiate an asserted utility for a
claimed invention. See In re Potter, 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), Inre
Novak, 306 F.2d 924, 928, 134 USPQ 335, 337
(CCPA1962). In In re Citron, the court held that when
an “alleged uiility appears to be incredible in the light
of the knowledge of the art, or factuaily 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 incredi-

ble or misleading. In such a case, the examiner should
challenge the use “and require sufficient evidence of
operativeness, The purpose of this authorlty is to
enable an applicant to cure an otherwlse defective fac-
tial basis for the operability of an invention. Because
this is a curative authority (e.g., evidence is requested
to enable an applicant to support an assertion that 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 apphcant to remedy the problem.” = '

“Requests  for addltlonal 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 not consistent with the evidence of
record and current scientific knowledge). As the Fed-
eral Circuit recently noted, “[o]nly after the PTQ pro-
vides evidence showing that one of ordinary skill in
the art would reasonably doubt the asserted utility
does the burden shift to the apphcant to.provide rebut-
tal evidence sufficient to convince such a ‘person of
the invention’s asserted utility.” In re Brana, 51 F3d
1560, 34 TISPQ2d 1436 (Fed. Cir. 1995) (citing In re
Bundy, 642 F.2d 430, 433, 209 USPQ 48, 51 (CCPA
1981)). In Brana, the court pointed out:that the 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 ds chernotherapeu—
tic agents agamst various tumor imodels . . ., one
skilled in the art would be without basm to reasonably
doubt apphcants asserted utility on its face.” 51 F3d
at 1566, 34 USPQ2d at 1441. As courts have stated,
“it is clearly impi’opef for the examiner to make a
demand for further test data, which as evidence would
be essentlally redundant and would seem to serve for
nothing except perhaps to unduly burden the. apph-

cant.” In re Isaacs, 347 F.2d 887, 890, 146 USPQ 193,

196 (CCPA 1965).
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V1. 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 F2d 1443, 1445, 24 USPQ2d
1443, 1444 (Fed. Cir. 1992) (“The examiner bears the
initial burden, on review of the prior art or on any
other ground, of presenting a prima facie case of
unpatentability. If that burden is met, the burden of
coming forward with evidence or argument shifts to
the apphcant . ‘After evidence or argument is sub-
mitted by the applicant in response, patentability is
determined 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, argumenis or reasoning, or new evi-
dence submitted in an affidavit or declaration under
37 CFR 1.132, orin a printed publication. New evi-
dence provided by an applicant must be relevant to
the issues raised in the rejéction. For example, decla-
rations in which conclusions are set forth without
establishing a nexus between those conclusions and
the supporting evidence, of 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
lack of 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 cannot maintain the rejection. In re Rinehart,
331 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, therapeuuc or otherwise.
Rather, the character and amount of evidence needed
to support an asserted utility will vary dependmg 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 E2d 973, 978,
154 USPQ 92, 96 (CCPA 1967); In re Chilowsky,
229 F.2d 457, 462, 108 USPQ 321, 325 (CCPA 1956).
Furthermore, the applicant does not have to provide
evidence sufficient to establish that an asserted utility
is true “beyond a reasonable doubt.” In re Irons,
340 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 F2d 853, 856-57,
206 USPQ 881, 883-84 (CCPA 1980) (reversing the
Board and rejecting Bowler’s arguments that the evi-
dence of utility was statistically . insignificant. The
court pointed out that a rigorous correlation. is not
tiecessary when the test is reasonably predictive of the
response). See also Rey-Bellet v. Englehardt, 493 F.2d
1380, 181 USPQ 453 (CCPA 1974) (data from animal

testing is relevant to asserted human therapeutic util-

ity if there is a “satisfactory correlation between the
effect on the animal and that ultimately obseryved in
human beings™). Instead, evidence will be sufficient
if, considered as a whole, it leads a person of ordmary
skill in the art to conclude that the asserted utility is

more hkely 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
inventions claiming a pharmacological or therapeutic
utility where an applicant has provided evidence that
reasonably supports such a utility. In view of this,
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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.

I A REASONABLE CORRELATION BE-
' TWEEN THE EVIDENCE AND THE AS-
' SERTED UTILITY IS SUFFICIENT

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 betwéen the activity in question
and the asserted utility. Cross v. Jizuka, 753 F.2d 1040,
224 USPQ 739 (Fed. Cir. 1985); In re Jolles, 628 F.2d
1322, 206 USPQ 885 (CCPA 1980); Nelson v. Bowler,
626 F.2d 853, 206 USPQ 881 {CCPA 1980). An appli-
cant can establish this reasonable correlation by rely-
ing on statistically relevant data documentlng the
activity of a compound or composition, arguments or
reasoning, docu_mentary 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 prov1de actual
evidence of success in treating humans where such a’
uuhty 1s ~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)

H. - STRUCTURAL SIMILARITY TO COM-
' 'POUNDS WITH ESTABLISHED UTILITY

Courts have routinely found evidence of structural
similarity to a compound known to have a particular
therapeutic or pharmacological utility as being sup-
portive of an assertion of therapeutic utility for a new
compound. In In re Jolles, 628 F2d 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.
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Such evidence should be given appropriate weight in

determining whether one skilled in the art-would find
the asserted utility credible. Office personnel should
evaluate not only the existence of the structural rela-

tionship; but also the reasoning used by the' applicant

or a declarant to explain why that structural smnlarlty
is believed to be relevant to the" apphcants assertion
of utility.,

Il. DATA FROM IN VITRO OR ANIMAL
" TESTING IS GENERALLY SUFFICIENT
TO SUPPORT THERAPEUTIC UTILITY

f ireasonably cbrrelated to the'partlcular therapeutlc"

or phannacologlcal ut111ty, data generated using in
vitro’ assays or from testing in an animal model or a
combination thereof almost 1nvar1ab1y w111 be suffi-
cient to establish therapeutlc or pharmacologlcal util-
ity for a compound compos1t10n or process. A
cursory review of cases mvolvmg therapeutlc inven-
tions where 35 U S.C. 101 was the d1sposmve issue
illustrates the fact that the Fedetal courts are not par-
ticularly receptive to rejecuons under 35 U.S.C. 101
based on moperablhty Most striking is the fact that in

those cases where an apphcant supphed a reasonable

evidentiary showmg supporting an asserted therapeu-

tic utility, almost uniformly the 35 U.S.C. 101-based

rejection was reversed. See, e.g., In re Brana, 51 F3d
1560, 34 USPQ 1436 (Fed. Cir. 1995); Cross v. I:zuka

753 F.2d 1040, 224 USPQ 739 (Fed. Cir. 1985) In re
Jolles, 628 F.2d 1322, 206 USPQ 885 (CCPA 1980);

Nelson-v. Bowler;.626 F.2d 853, 856, 206 USPQ 881,
883.(CCPA 1980); In re Malachowski, 530 F.2d. 1402,
189 USPQ 432 (CCPA 1976); In re Gaubert, 530 F.2d
1402, 189 USPQ 432 (CCPA 1975); In re Gazave,
379 F.2d 973, 154 USPQ 92 (CCPA 1967); In re Har-
top; 311 F2d 249, 135 USPQ 419 (CCPA 1962); In re
Krimmel, 292 F.2d 948; 130 USPQ 215 (CCPA 1961).
Only in those cases where the applicant was unable to
come forward with any relevant evidence to rebut a
finding by the Office that the claimed invention was

inoperative was a 35 U.S.C. 101 rejection affirmed.

by the court. In re Citron, 325 F.2d 248, 253, 139
USPQ 516, 520 (CCPA 1963) (therapeutic utility for
an uncharacterized biological extract not supported or
scientifically credible); In re Buting, 418 F.2d 540,
543, 163 USPQ 689, 690 (CCPA '1969) (record did
not establish a credible basis for the assertion that the
single class of compounds in question would be use-
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fulin treating disparate types of cancers); In re Novak,
306 F.2d 924, 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 Buting to In re Gardner, 475 F.2d
1389, 177 USPQ 396 (CCPA 1973), reh’gs denied,
480 F.2d 879 (CCPA 1973), in which the court held
that’ ut111ty for a gerius was found to be supported
through a showing of utlhty for one species. In no
case has a Federal court required an applicant to sup-
port an asserted ut111ty with data from human clinical
tnals

~If an apphcant pr0v1des 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
dataand the explanation would be viewed by one
skilled in the art as being reasonably predictive of the
asserted utility. See, e.g., Ex parte Maas, 9 USPQ2d
1746 (Bd. Pat. App. & Inter. 1987); -Ex parte
Balzarini;: 21 USPQ2d 1892 (Bd. Pat. App. & Inter.
1991). Office personnel must be careful to evaluate all
factors. that might influence the conclusions of a 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. If the data sup-
plied is consistent with the asserted utility, the Office
cannot maintain a rejection under 35 U.S.C. 101.

Ev1dence does not ‘have to be in the form of data
from an art—recogmzed animal model for the particu-
lar disease of 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 usmg 4 particular animal model
with an appropnate 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
of utility 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 F2d 249, 135
USPQ 419 (CCPA 1962); In re Krimmel, 292 F2d
048, 953, 130 USPQ 215, 219 (CCPA 1961); Ex parte
Krepelka, 231 USPQ 746 (Bd. Pat. App. & Inter,
1986). Office personnel should be careful not to find
evidence unpersuasive simply because no animal
model for the human disease condition had been
established prior to the filing of the application. See In
re Chilowsky, 229 F2d 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 ecarth 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, in itseif, 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 démonstrate
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
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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 pracess, Office
personnel should. presume that the applicant hag
established that the subject matter of that trial is rea-
sonably predictive of having the asserted therapeutic
utility. S :

V. SAFETY AND EFFICACY CONSIDERA-
TIONS : o

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 E3d 1560,
34 USPQ2d 1436 (Fed. Cir. 1995) (citing Scort 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 1154, 196 USPQ 209 (CCPA 1977);

In re Hartop, 311 F2d 249, 135 USPQ 419 (CCPA

1962); In re Anthony, 414 F.2d 1383, 162 USPQ 3594

(CCPA 1969Y; In re Watson, 517 E2d 463, 186.USPQ
11 (CCPA 1975); ir re Krimmel, 292 F.2d 948, 130
USPQ 215 (CCPA 15961); Ex parte Jovanovics, 211
USPQ 907 (Bd. Pat. App. & Inter. 1981). :

VI. TREATMENT  OF SPECIFIC DISEASE
CONDITIONS ‘
-:Claims directed to a method of treating or curing a
disease for which there have been no previcusly suc-
cessful treatments or cures warrant careful review for
compliarice - with 35 U.S.C. 101. The credibility of an
asserted utility for tréating 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 always required

a good understanding of the state of the art-as of the
time that the invention was made. For example, prior
to the 1980’s, there were a number of cases where an
asserted use in treating cancer in hiimans was viewed
as ‘“incredible.” In re Jolles,
206 USPQ 885 (CCPA 1980); In re Buting, 418 F.2d

540, 163 USPQ 689 (CCPA 1969); Ex parte Stevens,:

16 USPQ2d 1379 (Bd. Pat. App. & Inter. 1990); Ex
parte Busse; 1 USPQ2d 1908 (Bd. Pat. App. & Inter.
1986); Ex parte Krepelka, 231 USPQ 746 (Bd. Pat.
App. & Inter. 1986); Ex parte Jovanovics, 211 USPQ
907 (Bd. Pat. App. & Inter. 1981). The fact that there
is no known cure for @ disease, however, canfiot 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 re Sichert, 566
F.2d 1154, 196 USPQ 209 (CCPA 1977); In re Jolles,
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628 E2d 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 prormulgated 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 fegu-
lations. is' the recognition that experts qualified to
evaluate the effectiveness of therapeutics can and
oftén 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 crediblé.

2111  Claim Iriterpretatidn; Broadest

Reasonable Interpretatmn

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 than is 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 angmented by pencil
and paper markings. The court agreed that the claim
was not limited to using a machine to. carry out the
process since the claim did not explicitly set forth the
machine. The court explained that “reading a claim in
light of the specification, to thereby interpret 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 matfer 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 PTO 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 “PTO
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 art, 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 mterpretatlon of the clalms
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 Zletz, 893 F.2d
319, 321, 13 USPQ2d 1320, 1322 (Fed. Cir. 1989)
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(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 in interpreting claim language. In re Vogel, 422
F2d 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 plus 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 F3d
1189, 26 USPQ2d 1845 (Fed Cir. 1994) (see. MPEP
§ 2181- § 2186). : .

In In re Zletz, supra, the examiner and the Board
had ihterpreted' claims reading “normally solid
polypropylepe” and “normally solid polypropylene
having a crystalline polypropylene content™ as being
limited to “normally solid linear high homopolymers
of propylene which have a crystalline polypropylene
content.” The court ruIed that limitations, not present
in the claims, were improperly 1mported 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 thercin are to be
interpreted in light of the specification in giving them
their ‘broadest reasonable interpretation’.” 710 E2d at
802, 218 USPQ at 292 (quoting In re Okuzawa,
537 F.2d 545, 548, 190 USPQ 464, 466 (CCPA 1976))
(emphasis in original). The court looked to the speci-
fication.to construe “essentially free of alkali metal”
as including unavoidable levels of impurities but no
more.). Compare In re Weiss, 989 F2d 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 art 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-
preting 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 specxflcatlon 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.)

“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 spec1flcat10n '

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 F2d 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 dlameter “This definition of “flexible” was
also advanced in an aff1dav1t The prior art, however,
described 1.5 inch pipe as ﬂex1ble The court held that
the speaﬁcatlon and the evidence (the prior art) failed

to support the gloss appellants sought to put on the

term “flexible.” Note that applicant had not defmed
“flexible plasuc plpe in the spec1ﬁcat10n) 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 radlcal ’
Accordlngly we must presume that the phrase was
used in its commonly accepted techmcal sense..
[Apphcants] 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
chtlonary] qmte plainly defines phenyl as ‘the
monovalent radical... denved from benzene or phe-
nol %, ‘

APPLICANT ‘MAY BE OWN LEXICOGRA-
PHER '

Apphcant may be h1s or her own 1ex1cographer 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 person of
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experience in the field of the invention.” Multiform
Desiccants Inc. v. Medzam Lid., 133 F.3d 1473, 1477,
45 USPQ2d 1429, 1432 (Fed. Cir. 1998).

211102 " Wéi'ght of .Preah}ble |

“[A] claim preamble has the import that the claim
as a whole ‘suggests for it.” Bell Communications
Research, Inc. v. Vitalink Communications Corp.,
55 F.3d 615, 620, 34 USPQ2d 1816, 1820 (Fed. Cir.
1995). “If the 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 alio of use as-abrasive grains and a binder is not
an ‘abrasive article.”” Therefore, the preamble served
to further define the structure of the articie pro-
duced.).

LIMITING

PREAMBLE.  STATEMENTS

STRUCTURE

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 B2d 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-Tec Inc. v. Amer-
ace Corp., 903 F2d 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 F2d 751, 4 USPQ2d 1071 (Ped. Cir.
1987). (The claim at issue was directed to a driver for
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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 limiting the claim. The court
found that the collar structure could not be ignored.
While the claim was not directly limited to the collar,
the collar structure recited in the preamble did limit
the structure of the driver. “[T]he framework - the
teachings of the prior art - against which patentability
is measured is not all drivers broadly, but drivers suit-
able for use in combination with this collar, for the
claims are so limited.” Id. at 1073, 828 F.-2_d at 754.}.

PREAMBLE STATEMENTS RECITING PUR-
POSE OR INTENDED USE

The blajm_preamble' must be read in the context of
the entire claim. The determination of whether pream-
ble recitations.are structural limitations 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 actvally. invented and
intended to. encompass by the claim.” Corning Glass
Works, 868 F2d 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 limita-
tions, then the preamble is not considered a limitation
and is of no significance to claim construction. Pitney
Bowes, Inc. v. Hewlett-Packard Co., 182 F3d 1298,
1305, 51 USPQ2d 1161, 1165 (Fed. Cir. .1999). See
also Rowe v. Dror, 112 F3d 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 limitation”); Kropa v. Robie, 187 E2d at 152,
88 USPQ2d at 480-81 (preamble is not a limitation
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 LLC. w
Brine, 211 F3d 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 for a lacrosse
stick was not a claim limitation). - -
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During examination, statements. in the preamble
reciting the purpose. or intended use of the claimed
invention must be evaluated to determine whether the
recited purpose or intended use results in a structural
difference (or, in the case of process claims, manipu-
lative d1fference) between the claimed invention and
the prior art. If so, the recitation serves to limit the
claim. See, e.g., In re Otto, 312 F2d 937, 938,
136 USPQ 458, 459 (CCPA 1963) (The claims were
dxrected to a core member for hair curlers and a pro-
cess of makmg a core member for hair curlers. Court
held that the 1ntended use of hair curling was of no
s1gmf1cance 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 performing
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 therem See also. MPEP
§ 2112 - § 2112.02.

2111.03 Transitional Phrases

LERE TS

_ The, trans1t10nal phrases compnsmg consmtmg
essentlally of”’ and “consisting of”’ define the scope of
a claim with respect to what unrec1ted additional com-
ponents or steps, if any, are excluded from the scope
of the claim. .

- The transitional - term ‘“‘comprising”, whlch is- syn-
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 E3d 495, 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 F2d
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 1ngred1ents even - in major
amounts”)

: The trans1t10na1 phrase consmtmg of”. excludes
any element, step, or ingredient not specified i in 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 1nclu31on of matenals other than those recited
except for impurities ordinarily assomated there-
with.”). A claim which depends from : a claim wh1ch

“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
unmedlately 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 essentlally 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 F2d 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
appéellants’ specification indicated the claimed com-
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 drafted in a ‘compiising’ 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. duPont de Nem-
ours & Co., 750 F2d 1569, 224 USPQ 409 (Fed. Cir.
1984); In re Janakirama-Rao, 317 F2d 951, 137
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USPQ 893 (CCPA 1963), Water Technologies Corp.
vs. Calco, Ltd., 850 E2d 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 additienal 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 F2d 870,143 USPQ 256 (CCPA 1964).
See also Ex parte Hoffiman, 12 USPQ2d 1061, 1063-
64 (Bd. Pat. App. & Inter. 1989) (“Although ‘consist-
ing essentially 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. . . [rendéring] the claim
open ‘only for the inclusion of steps which do not
materially affect the basic and novel charactetistics of
the claimed method. To determine the steps included
versus excluded the claim must be read in light of the
specification. . . . [IJt 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

Trans1t10na1 phrases such -ag’ “havmg must be
intérpreted in light of the specification to determine
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 terminology, allowing the inclusion of 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-
nal IG 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 E3d 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 WHICH 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 inherency and
rejections under 35 U.S.C. 103.
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A REJECTION UNDER 35 US.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 102/103 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 n4, 195 USPQ 430, 433 n4
(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. 102/103 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 sufficient.” ™ 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 disclosé a separate third fastening ele-
-ment, either expressly or inherently.).
~“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 d11at1on
catheter balloon (a. tube which expands upon infla-
tion) used, for example in clearing the blood vessels
of heart patients). The examiner applied a U.S. patent
to Schjeldahl which disclosed _injection moldmg a
tubular_ preform and then injecting air into the preform
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 ﬂemble inelastic, h1gh ten-
sile strength, biaxially oriented synthetlc plastic mate-
rial.” Id. at 1462 (emphasm 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 reasomng to Support the conclusmn of
mherency ). '

In In re Schreiber, 128 F3d 1473, 44 USPQZd 1429
(Fed Cit.’ 1997), the court affirmed a fmdmg ‘that a
pnor patent to a conical spout used pnmanly to dis-
pense oil from- an il can 1nherent1y performed the
functxons recited in apphcant s claim toa conical con-
tainer top for dispensing popped popcorn. The exam-
iner had as_serted 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

. (Fg. 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 con¢luding that
the opening of a conically shapedtop as disclosed by Harz -

is inherently of a size sufficient to ‘allow { ] several ker-

nels of popped popeorn 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 enly ‘a few Kernels at a shake of a package
.- 'when the top is mounted to the container.” The examiner
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- therefore correctly found that Harz established a prima -
.facie case of a.nue1pat10n

In re Schreiber, 128 F3d at 1478 44 USPQZd 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

“[Tihe PTO can require an applicant to prove that
the prior art products do not necessarily or inher_e_ntly
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
: In re Fitzgerald,
619 F2d 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 Fitzgérald;'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 fastener to melt a thermoplastic blank which
is pressed against the metal. After the thermoplastic
adheres to the metal fastener, the end product is
cooled by quenching in water. The examiner made a
rejection based on a U.S. patent to Barnes. Barnes
taught a self-locking fastener in which the patch of
thermoplastic was made by depositing 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.1, 619 F2d at 70 n.l. The
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court then noted that the Board had found that Barnes’
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 depéndent on the cool . down rate
and that the cool down ratc of Barnes was much
stower 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. 102/103 prtma facie case.

In In re Schreiber, 128 F3d 1473, 1478,
44 USPQ2d 1429, 1432 (Fed.Cir.1997), the court held
that applicant’s declaration failed to overcome a
prima facie 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 hmited to nse 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 IDENTI-
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-
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tion, or ar¢ produced by identical or substantially
identical processes, a prima facie 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 E.2d 705,
709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). There-
fore, the prima facie case can be rebutted by evidence
showing that the prior art products do not necessarily
possess the characteristics of the claimed pfoduct. 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.).

Sec 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 pancls 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 ant1c1pated by Menget. Menget taught a
parachute having three cucumferentlal panels sepa-
rated by tie lines. The court upheld the rejection find-
ing that apphcant had failed to show that Menget did
not - possess the functional characteristics of the
claims.); Northam Warren Corp. v. D. F. Newfield Co.,
7 E Supp- 773, 22 USPQ 313 (ED.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 pecessarily present. fn re Spada, 911 F2d
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 and 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 CLA]NIED PROCESS IF TI-IE DE.
VICE CARRIES OUT THE PROCESS DURING
NORMAL OPERATION

Under the principles of mherency, 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
as a 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 with silver 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 specification disclosed 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

August 2001

MANUAL OF PATENT EXAMINING PROCEDURE

facie case of anticipation was made out. /d. 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 Iight.). See also In re
Best, 562 F2d 1252, 1255, 195 USPQ 430, 433
(CCPA .1977) (Applicant claimed a process for pre-
paring a hydrolyticaily-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 proteeting
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 had stated 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 F2d 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, then the claim is anticipated. /n re May,
574 F.2d 1082, 1090, 197 USPQ 601, 607 (CCPA
1978) (Claims 1 and 6, directed to a method of effect-
ing nonaddictive analgesia (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 new property of the
compound 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
F2d 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 F2d 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

“[Elven 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
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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 US.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” than 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 different process, the
burden shifts to applicant to come forward with evi-
dence establishing an 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 engineering 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 an unobvi-
ous difference was presented. The Board stated: that
the dispositive issue-is whether the claimed factor
exhibits any unexpected propértics compared with the
factor disclosed by the prior art. The Board further
stated that the applicant should have made some com-
parisoni - between - the: two factors to establish unex-
pected properties since the materjals appeared to be
identical or only slightly different.). - -

THE USE OF.35 U.S.C. 102/103 REJECTIONS
FOR PRODUCT-BY-PROCESS -CLAIMS "HAS
BEEN APPROVED BY TI-IE COURTS '

[T]he lack of phys1ca1 descnpuon 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 and not 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 oanly slightly different than a product
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 ait products and-make
physical - comparisons :'therewith.”. In re  Brown;
459 F.2d 531, 535, 173 USPQ 685,:688 (CCPA 1972).

2114 App‘arat_ﬁs : and Article 'Cla'ir;_ls'_..' -
Functional Language

;_For at discussion of case flaW which prosfides guid-
ance in interpreting the functional 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 structure rather than
function. In re Danly, 263 F.2d 844, 847, 120 USPQ
528, 531 (CCPA 1959). “[Alpparatus claims' cover
what a device is, not what a device does.” Hewlett-
Packard Co. v. Bausch & Lomb-Inc. 909 F.2d 1464,
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1469, 15 USPQ2d 1525, 1528 (Fed C1r 1990)
(emphasrs in ongmal) :

MANNER OF OPERAT]NG THE DEVICE
DOES. NOT - DIFFERENTIATE - APPARATUS
CLAIM FROM THE PRIOR ART

A claim contalmng a rec1tat10n w1th respect to the
manner in which a clarmed apparatus is intended to be
employed does not dlfferentlate the cla.lmed apparatus
from a prior art apparatus if the prior art apparatus
teaches all the structural limitations of the claim. Ex
parte Masham, 2 USPQ2d 1647 (Bd. Pat. App. &
Inter 1987) (The preamble of claim 1 rec1ted that the
apparatus was “for mixing flowing developer mate-
rial” and the body of the claim recited “means for
mixing ..., said mixing means being statlonary and
completely submerged in the developer matenal”
The claim was rejected over a reference Wthh taught
all the structural hrmtatlons of the claim for the
intended use of mlxmg flowing developer However,
the mixer was only partially submerged in the devel-
oper matenal The Board held that the amount of sub-
mersion is 1mmaterlal to the structure of the mixer and
thus the cla_rm was proper}y r_e]eeted ).

A PRIOR ART DEVICE CAN PERFORM ALL
THE FUNCTIONS OF THE APPARATUS
CLAIM AND STILL NOT ANTICIPATE TI-]E
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 structural difference. It
should be noted, however, that means plus function
limitations are met by structures which are equivalent
to the correspondinig structures 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, 16 F.3d 1189, 29 USPQ2d 1845 (Fed. Cir, 1994),
See alsoIn re Roberison, 169 F3d 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 elements that could perform the same function as
the three fastening elements in the claims. The
court construed the claims to requiré three separate
elements and held that the reference did not disclose a
separate third fastening element either expressly or
inherently.). S
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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, “lilnclusion 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 Onto, 312 F.2d 937, 136 USPQ 458, 459 (CCPA
1963)).

In In re Young, a claim to a machme for makmg
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 F2d 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). '
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2116  Material Manipulated 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
(Bd. App. 1974). .

2116.01 Novel, Unbbvious 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 E3d 1565, 37 USPQZd 1127 (Fed.
Cir. 1995) and - In re Brouwer,. 77 F3d 422,
37 USPQ24d 1663 (Fed. Cir. 1996) addressed the issue
of whether an otherwise conventional process could
be patented if it were limited to making or using a.
nonobvious product: In both cases, the Federal Circuit
held that the use of per se rules is improper in apply-
ing the test for obviousness under 35 U.S.C. 103.
Rather, 35 U.S.C. 103 requires a highly fact-depen-
dent analysm involving taking the claimed subject
matter as a whole and comparing it to the prior art. To
support a rejection under 35 U.S.C. 103, the collective
teachings of the prior art must have suggested to one
of ordinary skill in the art that, at the time the 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. This,
proper claim construction requlres 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 rejéction 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 elther type of claim.
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As noted in-Brouwer, 77 F.3d at 425, 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 B2d 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 oné novel,
nonobvious material to obtain another novel, nonob-
vious material was claimed. The process-was held
obvious because the reduction reaction was-old.); In
re Kanter, 399 F.2d 249, 158 USPQ 331 (CCPA 1968)
(Process of silicohizing 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 R2d 823, 15 USPQ2d 1738
(Fed. Cir. 1990) (Methods of bondlng polymer and
filler using a ‘novel silane Couplmg agent held patent—
able even though methods of bonding ‘using other
silane couplmg 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. gatent_able
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 crackmg hydrocarbons with ZK-22 as a
catalyst must be determined w1thout reference to
knowledge of ZK-22 and its properties.” 475 F.2d at
664-665, 177 USPQ at 255.); and In re Mancy, 499
F.2d 1289, 182 USPQ 303 (CCPA 1974) (Claim to a
process for the production of a known antibiotic by
cultivating a novel, unobvious microorganism was
found to be patentable.).
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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 obv1ous 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 rebuiting the presumptron of
operability. In re Sasse, 629 F.2d 673, 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
CONTAINED IN

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,
288 E.2d 708, 129 USPQ 227 (CCPA 1961).

2'_'1_21.01” 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 F2d
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
Donochue, 766 F2d 531, 226 USPQ 619 (Fed. Cir
1985).
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I. 35 US.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 F2d 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 US.C. 103 REJECTIONS AND USE OF
' INOPERATIVE PRIOR ART

“Bven if a reference discloses an inoperative
device, it is prior art for:all that it teaches.” Beckman
Instruments v. LKB Produkrer 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 F2d 269, 158 USPQ 596 (CCPA
1968). Note, however, that a reference is presumed
operable until applicant provides facts rebuitting 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 ev1dent1ary stan-
dard to be applied.
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A REFERENCE DOES NOT CONTAIN AN “EN-
ABLING DISCLOSURE” IF ATTEMPIS AT
MAKING THE COMPOUND OR COMPOSI-
TION WERE UNSUCCESSFUIL 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°rejéction based on that publication. In re
Donohue, 766 F2d 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 well known. The court distinguished Wiggins, in
which a very similar rejection was reversed. In Wig-
gins, attempts to make the compounds using the prior
art methods were all unsuccessful.). Compare In re
Hoeksema, 399 F2d 269, 158 USPQ 596 (CCPA
1968) (A claiim to a compound was rejected over a
patent to De Boer which disclosed compounds similar
in structure to.those claimed (obvious homologs) and
a process of making these compounds. Applicant
responded with an affidavit by an expert named Wiley
which stated that there was no indication in the De
Boer patent that the process disclosed in De Boer
could be.used to produce the claimed compound and
that he did not believe that the process disclosed in De
Boer could be adapted to the production of the
claimed compound. The court held that the facts
stated in this affidavit 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

Constltutes Enabllng Prior Art

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

. . When the claims are drawn to plants, the reference

comblned with knowledge in. .the prior art, .must
enable one of ordinary skill in the art to reproduce the
plant. In re LeGrice, 301 F.2d 929, 133 USPQ 365
(CCPA 1962) (National Rose Society. Annual -of
England and various other catalogues showed.color
pictures of the claimed roses and disclosed that appli-
cant had raised the roses. The pubhcauons were pub-
lished more than 1 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 required 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 roseof In
re LeGrice wis the only evidence in that case. There
was no evidénce 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 cotion cultivar based on the publ1cat1ons and the
ava11ab1hty of the seeds.).

2121 04 Apparatus and Artlcles What
Constltutes Enabling Prlor Art |

PICTURES MAY CONSTITUTE AN

“ENA-
BLING DISCLOSURE” '

P1ctures and drawings may be sufﬁmently enablmg

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-
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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 MPEP §.2125 for a dis-
cussion of drawings as prior art.

2122 . Discussion of Utlllty in the
: Prlor Art

UTILITY NEED NOT BE DISCLOSED IN REF-
ERENCE

In order to consutute ant1c1patory prior art, a refer-
ence must 1dent10a11y disclose the claimed compound,
but no utility need be d1sclosed by the reference. In re
Schoenwald 964 F.2d 1122, 22 USPQZd 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, 22 USPQ2d at 1673. It is
enough that the claimed compound is taught by the
reference) : .

2123 Rejection Over Prlor Art’s Broad
Disclosure Instead of Preferred
Embodlments

PATENTS ARE RELEVANT AS PRIOR ART
FOR ALL THEY CONTAIN

“The use of patents as references. is not limited to
what the patentees describe ds their own inventions of
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 F2d 1331, 1332-33,
216 USPQ 1038, 1039 (Fed. Cir. 1983) (quoting In
re Lemelson, 397 E2d 1006, 1009; 158 USPQ 275,
277 (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 E3d 1354, 1361,
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47 USPQ2d 1516, 1522-23 (Fed. Ci.- 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.”): - :

NONPREFERRED EMBODIMENTS CONSTI—
TUTE PRIOR ART

Disclosed examples and preferred embodiments do
not constitute a teaching away from a broader disclo-
sure or nonpreferred embodiments. /n 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 E3d 551, 554, 31 USPQ2d 1130, 1132
(Fed. Cir. 1994) (The invention was directed to an
EPOXY 1mpregnated fiber—remforced prmted cucmt
material. The applied prior art reference taught a
printed circuit material similar to that of. the clalms

but impregnated with polyester~1m1de resin 1nstead 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 ﬂex1b111ty, 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.” 27F. 3d at
554 31 USPQ2d at 1132 ).

2124 Exceptlon to the Rule That the
~ Critical Reference Date Must
Precede the Flhng Date '

IN SOME CIRCUMSTANCES 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
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include situations where the facts shown in the refer-:
ence are evidence “that, as-of an .applicatign’s filing:
date, undue experimentation:- would have. been.
required, In re Corneil, 347 F2d 563, 568, 145 USPQ
702, 705 (CCPA .1965), or that a parameter absent.
from, the claims: was or was not critical, In re Rainer,.
305 F2d. 505, 507 n. 3 134 USPQ 343, 345 n.3.
(CCPA 1962), or that a statement in the Spec1flcat1on_
was inaccurate, In re Marzocchi, 439 F2d 220, 223
n.4, 169 USPQ 367, 370 n4 (CCPA 1971), or that the
invention was inoperative or lacked utility,. In re
Langer, 503 F.2d 1380, 1391 183 USPQ 288
297 (CCPA 1974) or that a claim was indefinite, In re
Glass, 492 F.2d 1228,1232 n.6, 181 USPQ 31, 34 n6
(CCPA 1974) or that charactensucs of prior art prod- '
ucts were known, In re Wilson, 311 F2d 266, 135
USPQ 442 (CCPA 1962).” In re Koller, 613 F.2d 819,
823 n.5, 204 USPQ 702, 706 1 n.5 (CCPA 1980) (quot—
ing In're Hogan 559 F.2d 595, 605 n.17, 194 USPQ’
527, 537 n. 17 (CCPA 1977) (empha51s in orlgmal))
However it is impermissible to use a later factual ref-’
etence to determine whether the application is enabled
or described as required under 35 U.S.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 time the invention was made. Ex parte Erlich,
22 USPQ 1463 (Bd* Pat' App. & Int'er" 1992).

2125 Dravnngs as Prlor Art '

DRAW]N GS CAN BE USED AS PRIOR ART

Drawmgs and plctures can-antlmpate. claims if they.
clearly show the structure which is claimed. In: re
Mraz, 455 F2d 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 F2d.812 (2d Cir. 1928). The origin of
the drawingis 1mmatena1 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 -specification. 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 pnor art
drawmgs as “enabled dlsclosures :

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 drang features
are of little value. See Hockerson-Halberstads, Inc. v.

Avia Group Int’l, 222 F3d 951, 956, 55 USPQ2d

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 particular 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 F2d 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
pomts to the use 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 E2d
at 1127, 193 USPQ at 335-36.) :
2126 Availability of a Document as a
“Patent” for Purposes of Rejection
~ Under 35 U.S.C. 102(a), (b), and (d)

THE NAME “PATENT” ALONE DOES NOT
MAKE A DOCUMENT  AVAILABLE AS A
PRIOR ART PATENT UNDER 350, S C. 102(3)
or (b)
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What a foreign country designates to be a patent
may not be a patent for purposes of rejection under
35 U.S.C. 102(a) and (b); it is the: substance of the
rights conferred and the way information within the
“patent” is controlled that is determinative. 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 US.C. 102(a) or (h)
UNTIL IT IS AVAILABLE TO THE PUBLIC
BUT IT MAY BE AVA]_LABLE UNDER 35 U.S.C.
102(d) AS OF GRANT DATE

Secret patents arc 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 pubhcatlon
are located in "MPEP § 2128 - §2128.01.

Even if a patent grants an exclusmnary 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 constltute prior
art. The patent is sufﬂ01ent1y available to the publlc
for the purposes of 35 U.S.C. 102(a) or (b) if it is laid
open for pubhc 1nspect10n or disseminated in printed
form. See, e.g., In re Carison, 938 F2d at 1037,
25U0SPQ2d at 1211 (“We recognize that
Geschmacksmuster on: display for public view in
remote cities in a far-away land may create a burden
of dlscovery 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 1mposcd upon the
hypothetical person of ordinary skill in the art who is
charged with knowledge of all contents of the relevant
prior art.”). The date that the patent is made available
to the public 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. /n re Katha-.

wala, 9 F3d 942, 28 USPQ2d 1789 (Fed. Cir.'1993).

See MPEP § 2135 - § 2135.01 for more: information

on 35 US.C. 102().

2126.01
~ asa Reference

DATE FOREIGN PATEN T 1S EFFECTIVE AS A '

REFERENCE USUALLY THE DATE

PATENT RIGHTS ARE FORMALLY AWARDED )

TO ITS APPLICANT o

The date the patent is av‘ailable as a reference is
generally the date that the patent becomes enforce-
able.- This- dateis the date the sovereign formally
bestows patents rights to-the applicant. In re Monks,

588 F.2d 308, 200 USPQ 129 (CCPA '1_978):-‘Thefe s
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 § 901.05 summarizes in tabular
form dates of patenting for many foreign patents
Chisum, Patents § 3.06[4] n.2 gives a good summary
of decisions which specify reference avallablhty dates
for specific classes of fore1gn ‘patents.” A copy of

Chisum is kept in the law library of the Solicitor’s:

Office and in" the LutreIle E. Parker Sr

"Memorial
Law lerary located i in CPKI 520 -

2126 02 Scope of Reference’s Dlsclosure '

Which Can Be Used to Reject’

Claims When the Reference Is a _'

“Patent” but N ot a “Publlcatlon”

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

When the patented document isused as a patent and:
not-as a publication, the examiner is not restricted -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-
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tion was germane to the claimed invention and upheld
the -examiner’s 35 U.5.C.. 102(b) rejection.); Ix .re.
Kathawala, 9 F3d 942, 28 USPQ2d 1785 (Fed. Cir..
1993) (The clanns at -issue. where rejected under_:
35U8.C 102(d) by applicant’s own parent apphca-'
tions in Greece and Spain, The apphcant 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 inhibition of.cholesterol biosynthesis] ;
and claims-1 and 2 were.directed: fo the compoungds
themselves.”-9 F.3d at 944, 28 USPQ2d at 1786. The:
Federal Circuit held, that “when. an applicant files a
forelgn application fully dlsclosmg his 1nvent1on and
having the potential to claim his invention in a num-
ber of ways, the reference in‘séction 102(d) fo ‘inven-
tion ... patented’ necessarily includes all dlsclosed i
aspects of  the 'invention.” 9 iF.3d at - 945—46'5
28 USPQ2d at 1789:) - =

In re Fuge, 272 F.2d 954; 957, 124 USPQ 105, 107
(CCPA 19539), ‘does not conflict with the above deci-°
sions, This decision simply states “that, at the least,
the scope of the patent embraces everything included
1n the [claim].” (emphas1s added) , :

‘Note that the  courts have 1nterpreted the phrase,
1nvent_10n_ - patented” in 1(_)_2(_a) (b), .and (d) the
same wdy 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 seeim to matter to which subsection of 102 the
cases are directed; the court' decisions are inter¢hange-
able as to this issue.

2127 Domestlc and Forelgn Patent
Appllcatlons as Prior Art

L. ABANDONED APPLICATIONS, INCLUD-
. ING PROVISIONAL APPLICATIONS

Abandoned’ Appltcanons Disclosed to the Publw‘
Can Be Used as Prwr Art

“An abandoned patent apphcauon may become ev1—r
dence of prior art only when it has been appropriately
disclosed, as, for example, when the abandoned patent.
[application] is reference[d] in the disclosureé of
another patent, in a publication, or by voluntary dis-
closure under [fomer Defensive Publication rule]
37CFR 1.139." Lee Pharmaceutical v.. Kreps,

August 2001



2127

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
gams access to it. See 37 CFR 1.14(e) (2). However,
the subject matter of an abandoned apphcatlon
mcludmg both provisional and nonprov1S1ona1 appli-
cations, referred (o 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 pate’nt'whieh was a continuation-in-
part of an abandoned apphcaﬂon Apphcant 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. Sec MPEP § 2136.02 and § 2136.03 for the
5 US.C 102(e) date of a U.S. patent cla.lmmg prior-
ity under 3B US.C 119 or 120

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

A 35 U.S.C. 102(e) Rejection Cannot Rely on Matter
Which Was Canceled from the Apphcatwn 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
35U.S.C..102(e). Ex Parte Stalego, 154 USPQ 52,
53 (Bd. App. 1966). The canceled matter - only
becomes available as prior art as of the date the appli-
cation issues into a patent since this is the date the
apphcatlon file wrapper becomes availablé to the pub-

lic. In re Lund, 376 E2d 982, 153 USPQ 625 (CCPA

1967). For more information on available prior art for

MANUAIL OF PATENT EXAMINING PROCEDURE

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

Laid Open Apphcatwns May Cansatute “Pubhshed”
Documents

When the specification is not issued in printed form
but is announced in an official journal and anyone can
ingpect or obtaln copies, it is sufficiently accessible to
the public to constitute a “publication” within the
meaning of 35 U.S.C. 102(a) and (b). See In re Wyer,
655 F.2d 221, 210 USPQ 790 (CCPA 1981).

Older cases have held that laid open patent applica-
tions are not “published” and cannot constitute prior
art. Ex parte Haller, 103 USPQ 332 (Bd. App. 1953).
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 Wyer, 655 F.2d 221,
226, 210 USPQ 790, 794 (CCPA 1981) (Laid open
Anstrahan patent apphcanon held to be a “printed
pubhcatlon 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.c., 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 1.11(b)). 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

use in 35 U.S5.C. 102(e) rejections see MPEP  circumstances. For instance, when the claims between
§ 2136.02, the two applications are not independent or distinct, a
August 2001 2100-64
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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 over 35 U.S:C. 102(e) or 103 is:

made when appropriate. See MPEP .§. 706.02(f),
§ 706.02(k), § 706.02(1)(1), and § 706.02()(3).

See MPEP 8 706. 02(a) § 804and § 2136 et seq for
information pertaining to Tfejections relymg on U S
apphcauon pubheatwns

2128 “Prmted Publrcatlons” as Prior Art
A REFERENCE IS A “PRINTED  PUBLICA-
TION” IF IT IS ACCESSIBLE TO THE PUBLIC

A reference is proven to be a prmted publrcatmn

“upon a satisfactory -showing. that such document has
been disseminated or otherwise made available to. the

extent that persons interested and ordinarily skilled in
the subject matter- or. art, exercising reasonable dili-
gence, can locate it.” In re: Wyer, 655 F.2d 221,
210 USPQ 790 (CCPA 1981) (quoting I.C.E. Corp. v.

Armco Steel Corp., 250 F. Supp. 738,743, 148 USPQ.
337, 540 (SDNY 1966)) (“‘We agree that ‘printed pub-:
lication’ sheuld 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 ‘probabjlity 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 . pubhcation -to. mean. ‘probability of

dissemination’ and ‘public accessibility’ respectively,.
now secms to, render their ‘use.in the phrase ‘printed
publication’: somewhat redundant.”’) In- re _ijer
655 F.2d at 226, 210 USPQ at 794. '

Seec also Carella v. -Starlight Archery, 804 F.2d 135
231 USPQ 644 (Fed. Cir. 1986) (Starlight Archery
argued that Carella’s patent claims to-an’archery sight
were anticipated under 35 U.S.€. 102(a) by an adver-

tisement in a Wisconsin Bow Hunter. Association:

(WBHA) magazine and a WBHA mailer. preparéed
prior-tg Carella’s filing date: However, there was no
evidence as to when the mailer was received by any of

the: addresseces. Plus, the magazine had not béen

mailed. until 10 days after Carella’s filing date. The
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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 rejeeuon under: 35 U. S C. 102(a) )i '

ELECTRONIC PUBLICATIONS AS PRIOR;I
ART.

Status as a ‘Tr_t':t?ed Publication” o

-~ An electronic "publication, including anon-line’
database or Internet publication, is considered to be a-
“printed publication’ within' the meaning of 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 Wyer, 655 F.2d 221, 227,
210 USPQ. 790, 795 (CCPA.1981) .(“Accordingly,
whether information is. printed, handwritten, or on.
microfilm or;a magnetic disc or tape, etc., the one who
wishes_to charactenze the information, in whatever.
form it may be, as a ‘printed pubhcatlon’ ok should‘
produce sufﬁc1ent proof of its d1ssem1nat10n or that 1t‘
has otherw1se been ava11able and accessible to persons
concerned with the art to which the document relates
and thus most likely to ‘avail themselves of its con-
tents.” " (citationis omitted).). Seé also Amdazon.com v.
Barhesandnoble.com, 73 F.° Supp. 2d 1228,
53 USPQ2d. 1115, 1119 (W.D. 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 which-were not
themseives prior art publications were pr0perly relied
as providing evidence that the software products. ref-
erenced therein were . “first. mstalled” or. “released”
more than one year pnor to applrcant $ ﬁhng date ) '

The Ofﬁce pohcy requmng recordation of the ﬁeld;
of search and search results (see MPEP § 719. 03)
weighs in favor of finding. that Internet and on-line
database. references cited by the examrner are “acces-'
sible to pefsons concerned with the art to which the
document relates and thus most likely to avail them-
selves of rts contents.” beer, 655 F.2d at 221, _
210 USPQ at 790. Office copies ‘of an electronic doc-
ument must be retained if the ‘satne” docuinent’ may:
not be available for retiieval in the future.This is
especially important for sources such as the Intemet-
and online databases.
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2128.01
Date of Avatklbzhty

Pnor art dlsclosures on the Intemet Or on an on-

line database are considered to be publicly available-

ag of the date the 1tem 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 evidénce regarding the state of
the art. Examiners may ask the SC1_ent1ﬁc and -Techni-
cal Information Center to find the earliest date of pub-
'hcatlon ‘See MPEP § 901. 06(a) paragraph IV G .

Extent of Teachmgs Relzed Upon

An electromc publication; like any pubhcatlon

may be relied upon for all that it would have reason-
ably suggested to one having ordmary skill in the art.’

See MPEP § 2121.01 and § 2123. Note, however, that
if an electronic document whlch is the abstract of a
patent or printed pubhcatlon is telied upon in a rejec-
tion under 35U0S. C. 102 or 103, only the text of the
abstract (and not the underlymg document) may be
relied upon to support the rejection. In. situations

where the electronic version and the published paper.

version of the same or a corresponding patent’ or
printed publication differ appreciably, each may need
to be cited and relied upon as mdependent references
based on what they disclose. - ‘ 3

Intemet Usage Pohcy

* See MPEP § 904, 02(0) for the portlons of the Inter-

net Usage Policy perta:lmng to Intemet scarching’ and_

documentmg search strategles ‘See MPEP § 707.05
for the _prqper eltatlon of electrome documents '

EXAMINER NEED NOT PROVE ANYONE AC-

TUALLY LOOKED AT THE DOCUMENT

One need not prove someone actually looked at a

pubhcatlon ‘when that pubhcatxon is accessible to the
public through a hbrary or patent office. See In re
Wyer, 655 E2d 221, 210 USPQ 790 (CCPA 1981); In
re. Hall, 781 F2d 897, 228 USPQ 453 (Fed Cir.
1986).
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2128.01 - Level of Public ACCESS]b]llty
' ‘ '_ Requlred ;

A THESIS PLACED IN A UNIVERSITY LI-
BRARY  MAY BE PRIOR ART IF SUFFI-
CIENTLY ACCESSIBLE TO THE PUBLIC

A doctoral thesis indexed and shelved in a library is
sufficiently access1ble to the pubhc to constitute prior
art as a “printed publication.” In re Hall, 781 F2d
897, 228 USPQ 453 (Fed. Cir. 1986). Even if access
to the library is restricted, a reference will constitute a

prmted pubhcatzon as long as a presumptlon is
raised that. the portion of the public concerned with
the art Would know of the invention. /n re Bayer,
568 F.2d 1357, 196 USPQ 670 (CCPA 1978).

1In In‘re-Hall, general library cataloging and shelv-
ing ‘practices showed that a doctoral thesis deposited
in university library would have 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 and
kept ini a shoe box in the chemistry library. The index’
cards only listed the student name and title of the the-

“sis. Two-of three judges held that the students’ theses

were not accessible to the public. The court reasoned
that the ‘theses had mot been -either cataloged or
indexed in a meaningful way since thesis could only
be found if the researcher’s name was known, but the
name bears no relationship to the subject of the thesis.
One judge, however, held that the fact that the theses
were shelved in the library was enough 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 F2d 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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