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

(ii) Asserting an argument of patent-

ability.
A prima facie case of unpatentability
is established when the information
compels a conclusion that a claim is
unpatentable under the preponderance
of evidence, burden-of-proof standard,
giving each term in the claim its
broadest reasonable construction con-
sistent with the specification, and be-
fore any consideration is given to evi-
dence which may be submitted in an
attempt to establish a contrary conclu-
sion of patentability.

(c) Individuals associated with the
filing or prosecution of a patent appli-
cation within the meaning of this sec-
tion are:

(1) Bach inventor named in the appli-
cation;

(2) Each attorney or agent who pre-
pares or prosecutes the application;
and

(3) Every other person who is sub-
stantively involved in the preparation
or prosecution of the application and
who is associated with the inventor,
the applicant, an assignee, or anyone
to whom there is an obligation to as-
sign the application.

(d) Individuals other than the attor-
ney, agent or inventor may comply
with this section by disclosing infor-
mation to the attorney, agent, or in-
ventor.

(e) In any continuation-in-part appli-
cation, the duty under this section in-
cludes the duty to disclose to the Office
all information known to the person to
be material to patentability, as defined
in paragraph (b) of this section, which
became available between the filing
date of the prior application and the
national or PCT international filing
date of the continuation-in-part appli-
cation.

[67 FR 2034, Jan. 17, 1992, as amended at 65
FR 54666, Sept. 8, 2000; 77 FR 48818, Aug. 14,
2012]

§1.57 Incorporation by reference.

(a) Subject to the conditions and re-
quirements of this paragraph, if all or
a portion of the specification or draw-
ing(s) is inadvertently omitted from an
application, but the application con-
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tains a claim under §1.55 for priority of
a prior-filed foreign application, or a
claim under §1.78 for the benefit of a
prior-filed provisional, nonprovisional,
or international application, that was
present on the filing date of the appli-
cation, and the inadvertently omitted
portion of the specification or draw-
ing(s) is completely contained in the
prior-filed application, the claim under
§1.55 or §1.78 shall also be considered
an incorporation by reference of the
prior-filed application as to the inad-
vertently omitted portion of the speci-
fication or drawing(s).

(1) The application must be amended
to include the inadvertently omitted
portion of the specification or draw-
ing(s) within any time period set by
the Office, but in no case later than the
close of prosecution as defined by
§1.114(b), or abandonment of the appli-
cation, whichever occurs earlier. The
applicant is also required to:

(i) Supply a copy of the prior-filed
application, except where the prior-
filed application is an application filed
under 35 U.S.C. 111;

(ii) Supply an English language
translation of any prior-filed applica-
tion that is in a language other than
English; and

(iii) Identify where the inadvertently
omitted portion of the specification or
drawings can be found in the prior-filed
application.

(2) Any amendment to an inter-
national application pursuant to this
paragraph shall be effective only as to
the United States, and shall have no ef-
fect on the international filing date of
the application. In addition, no request
under this section to add the inadvert-
ently omitted portion of the specifica-
tion or drawings in an international
application designating the TUnited
States will be acted upon by the Office
prior to the entry and commencement
of the national stage (§1.491) or the fil-
ing of an application under 35 U.S.C.
111(a) which claims benefit of the inter-
national application. Any omitted por-
tion of the international application
which applicant desires to be effective
as to all designated States, subject to
PCT Rule 20.8(b), must be submitted in
accordance with PCT Rule 20.

(3) If an application is not otherwise
entitled to a filing date under §1.53(b),



U.S. Patent and Trademark Office, Commerce

the amendment must be by way of a
petition pursuant to this paragraph ac-
companied by the fee set forth in
§1.17(f).

(b) Except as provided in paragraph
(a) of this section, an incorporation by
reference must be set forth in the spec-
ification and must:

(1) Express a clear intent to incor-
porate by reference by using the root
words ‘‘incorporat(e)’” and ‘‘reference”
(e.g., ““‘incorporate by reference’’); and

(2) Clearly identify the referenced
patent, application, or publication.

(c) ‘““Essential material” may be in-
corporated by reference, but only by
way of an incorporation by reference to
a U.S. patent or U.S. patent applica-
tion publication, which patent or pat-
ent application publication does not
itself incorporate such essential mate-
rial by reference. ‘‘Essential material”’
is material that is necessary to:

(1) Provide a written description of
the claimed invention, and of the man-
ner and process of making and using it,
in such full, clear, concise, and exact
terms as to enable any person skilled
in the art to which it pertains, or with
which it is most nearly connected, to
make and use the same, and set forth
the best mode contemplated by the in-
ventor of carrying out the invention as
required by 35 U.S.C. 112(a);

(2) Describe the claimed invention in
terms that particularly point out and
distinctly claim the invention as re-
quired by 35 U.S.C. 112(b); or

(3) Describe the structure, material,
or acts that correspond to a claimed
means or step for performing a speci-
fied function as required by 35 U.S.C.
112(f).

(d) Other material (‘‘Nonessential
material’’) may be incorporated by ref-
erence to U.S. patents, U.S. patent ap-
plication publications, foreign patents,
foreign published applications, prior
and concurrently filed commonly
owned U.S. applications, or non-patent
publications. An incorporation by ref-
erence by hyperlink or other form of
browser executable code is not per-
mitted.

(e) The examiner may require the ap-
plicant to supply a copy of the mate-
rial incorporated by reference. If the
Office requires the applicant to supply
a copy of material incorporated by ref-

65

§1.58

erence, the material must be accom-
panied by a statement that the copy
supplied consists of the same material
incorporated by reference in the ref-
erencing application.

(f) Any insertion of material incor-
porated by reference into the specifica-
tion or drawings of an application must
be by way of an amendment to the
specification or drawings. Such an
amendment must be accompanied by a
statement that the material being in-
serted is the material previously incor-
porated by reference and that the
amendment contains no new matter.

(g) An incorporation of material by
reference that does not comply with
paragraphs (b), (¢), or (d) of this section
is not effective to incorporate such ma-
terial unless corrected within any time
period set by the Office, but in no case
later than the close of prosecution as
defined by §1.114(b), or abandonment of
the application, whichever occurs ear-
lier. In addition:

(1) A correction to comply with para-
graph (b)(1) of this section is permitted
only if the application as filed clearly
conveys an intent to incorporate the
material by reference. A mere ref-
erence to material does not convey an
intent to incorporate the material by
reference.

(2) A correction to comply with para-
graph (b)(2) of this section is only per-
mitted for material that was suffi-
ciently described to uniquely identify
the document.

[69 FR 565639, Sept. 21, 2004, as amended at 72
FR 51563, Sept. 10, 2007; 77 FR 46624, Aug. 6,
2012]

§1.58 Chemical and mathematical for-
mulae and tables.

(a) The specification, including the
claims, may contain chemical and
mathematical formulae, but shall not
contain drawings or flow diagrams. The
description portion of the specification
may contain tables, but the same ta-
bles may only be included in both the
drawings and description portion of the
specification if the application was
filed under 35 U.S.C. 371. Claims may
contain tables either if necessary to
conform to 35 U.S.C. 112 or if otherwise
found to be desirable.

(b) Tables that are submitted in elec-
tronic form (§§1.96(c) and 1.821(c)) must
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