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date on which the product involved re-
ceives permission for commercial mar-
keting or use. If within that 60-day pe-
riod the patent owner or its agent files 
an application for extension under 
§§ 1.740 and 1.741 including any addi-
tional information required under 35 
U.S.C. 156(d)(1) not contained in the ap-
plication for interim extension, the 
patent shall be further extended in ac-
cordance with the provisions of 35 
U.S.C. 156. 

[60 FR 25619, May 12, 1995]

Subpart G—Biotechnology 
Invention Disclosures

DEPOSIT OF BIOLOGICAL MATERIAL

SOURCE: 54 FR 34880, Aug. 22, 1989, unless 
otherwise noted.

§ 1.801 Biological material. 
For the purposes of these regulations 

pertaining to the deposit of biological 
material for purposes of patents for in-
ventions under 35 U.S.C. 101, the term 
biological material shall include mate-
rial that is capable of self-replication 
either directly or indirectly. Rep-
resentative examples include bacteria, 
fungi including yeast, algae, protozoa, 
eukaryotic cells, cell lines, 
hybridomas, plasmids, viruses, plant 
tissue cells, lichens and seeds. Viruses, 
vectors, cell organelles and other non-
living material existing in and repro-
ducible from a living cell may be de-
posited by deposit of the host cell capa-
ble of reproducing the non-living mate-
rial.

§ 1.802 Need or opportunity to make a 
deposit. 

(a) Where an invention is, or relies 
on, a biological material, the disclo-
sure may include reference to a deposit 
of such biological material. 

(b) Biological material need not be 
deposited unless access to such mate-
rial is necessary for the satisfaction of 
the statutory requirements for patent-
ability under 35 U.S.C. 112. If a deposit 
is necessary, it shall be acceptable if 
made in accordance with these regula-
tions. Biological material need not be 
deposited, inter alia, if it is known and 
readily avaliable to the public or can 
be made or isolated without undue ex-

perimentation. Once deposited in a de-
pository complying with these regula-
tions, a biological material will be con-
sidered to be readily available even 
though some requirement of law or reg-
ulation of the United States or of the 
country in which the depository insti-
tution is located permits access to the 
material only under conditions im-
posed for safety, public health or simi-
lar reasons. 

(c) The reference to a biological ma-
terial in a specification disclosure or 
the actual deposit of such material by 
an applicant or patent owner does not 
create any presumption that such ma-
terial is necessary to satisfy 35 U.S.C. 
112 or that deposit in accordance with 
these regulations is or was required.

§ 1.803 Acceptable depository. 

(a) A deposit shall be recognized for 
the purposes of these regulations if 
made in 

(1) Any International Depositary Au-
thority (IDA) as established under the 
Budapest Treaty on the International 
Recognition of the Deposit of Micro-
organisms for the Purposes of Patent 
Procedure, or 

(2) Any other depository recognized 
to be suitable by the Office. Suitability 
will be determined by the Commis-
sioner on the basis of the administra-
tive and technical competence, and 
agreement of the depository to comply 
with the terms and conditions applica-
ble to deposits for patent purposes. The 
Commissioner may seek the advice of 
impartial consultants on the suit-
ability of a depository. The depository 
must: 

(i) Have a continuous existence; 
(ii) Exist independent of the control 

of the depositor; 
(iii) Possess the staff and facilities 

sufficient to examine the viability of a 
deposit and store the deposit in a man-
ner which ensures that it is kept viable 
and uncontaminated; 

(iv) Provide for sufficient safety 
measures to minimize the risk of los-
ing biological material deposited with 
it; 

(v) Be impartial and objective; 
(vi) Furnish samples of the deposited 

material in an expeditious and proper 
manner; and 
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(vii) Promptly notify depositors of its 
inability to furnish samples, and the 
reasons why. 

(b) A depository seeking status under 
paragraph (a)(2) of this section must di-
rect a communication to the Commis-
sioner which shall: 

(1) Indicate the name and address of 
the depository to which the commu-
nication relates; 

(2) Contain detailed information as to 
the capacity of the depository to com-
ply with the requirements of paragraph 
(a)(2) of this section, including infor-
mation on its legal status, scientific 
standing, staff and facilities; 

(3) Indicate that the depository in-
tends to be available, for the purposes 
of deposit, to any depositor under these 
same conditions; 

(4) Where the depository intends to 
accept for deposit only certain kinds of 
biological material, specify such kinds; 

(5) Indicate the amount of any fees 
that the depository will, upon acquir-
ing the status of suitable depository 
under paragraph (a)(2) of this section, 
charge for storage, viability state-
ments and furnishings of samples of 
the deposit. 

(c) A depository having status under 
paragraph (a)(2) of this section limited 
to certain kinds of biological material 
may extend such status to additional 
kinds of biological material by direct-
ing a communication to the Commis-
sioner in accordance with paragraph (b) 
of this section. If a previous commu-
nication under paragraph (b) of this 
section is of record, items in common 
with the previous communication may 
be incorporated by reference. 

(d) Once a depository is recognized to 
be suitable by the Commissioner or has 
defaulted or discontinued its perform-
ance under this section, notice thereof 
will be published in the Office Gazette 
of the Patent and Trademark Office.

§ 1.804 Time of making an original de-
posit. 

(a) Whenever a biological material is 
specifically identified in an application 
for patent as filed, an original deposit 
thereof may be made at any time be-
fore filing the application for patent 
or, subject to § 1.809, during pendency 
of the application for patent. 

(b) When the original deposit is made 
after the effective filing date of an ap-
plication for patent, the applicant 
must promptly submit a statement 
from a person in a position to corrobo-
rate the fact, stating that the biologi-
cal material which is deposited is a bi-
ological material specifically identified 
in the application as filed. 

[54 FR 34880, Aug. 22, 1989, as amended at 62 
FR 53202, Oct. 10, 1997]

§ 1.805 Replacement or supplement of 
deposit. 

(a) A depositor, after receiving notice 
during the pendency of an application 
for patent, application for reissue pat-
ent or reexamination proceeding, that 
the depository possessing a deposit ei-
ther cannot furnish samples thereof or 
can furnish samples thereof but the de-
posit has become contaminated or has 
lost its capability to function as de-
scribed in the specification, shall no-
tify the Office in writing, in each appli-
cation for patent or patent affected. In 
such a case, or where the Office other-
wise learns, during the pendency of an 
application for patent, application for 
reissue patent or reexamination pro-
ceeding, that the depository possessing 
a deposit either cannot furnish samples 
thereof or can furnish samples thereof 
but the deposit has become contami-
nated or has lost its capability to func-
tion as described in the specification, 
the need for making a replacement or 
supplemental deposit will be governed 
by the same considerations governing 
the need for making an original deposit 
under the provisions set forth in 
§ 1.802(b). A replacement or supple-
mental deposit made during the pend-
ency of an application for patent shall 
not be accepted unless it meets the re-
quirements for making an original de-
posit under these regulations, includ-
ing the requirement set forth under 
§ 1.804(b). A replacement or supple-
mental deposit made in connection 
with a patent, whether or not made 
during the pendency of an application 
for reissue patent or a reexamination 
proceeding or both, shall not be accept-
ed unless a certificate of correction 
under § 1.323 is requested by the patent 
owner which meets the terms of para-
graphs (b) and (c) of this section. 
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(b) A request for certificate of correc-
tion under this section shall not be 
granted unless the certificate identi-
fies: 

(1) The accession number for the re-
placement or supplemental deposit; 

(2) The date of the deposit; and 
(3) The name and address of the de-

pository. 
(c) A request for a certificate of cor-

rection under this section shall not be 
granted unless the request is made 
promptly after the replacement or sup-
plemental deposit has been made and 
the request: 

(1) Includes a statement of the reason 
for making the replacement or supple-
mental deposit; 

(2) Includes a statement from a per-
son in a position to corroborate the 
fact, and stating that the replacement 
or supplemental deposit is of a biologi-
cal material which is identical to that 
originally deposited; 

(3) Includes a showing that the pat-
ent owner acted diligently— 

(i) In the case of a replacement de-
posit, in making the deposit after re-
ceiving notice that samples could no 
longer be furnished from an earlier de-
posit; or 

(ii) In the case of a supplemental de-
posit, in making the deposit after re-
ceiving notice that the earlier deposit 
had become contaminated or had lost 
its capability to function as described 
in the specification; 

(4) Includes a statement that the 
term of the replacement or supple-
mental deposit expires no earlier than 
the term of the deposit being replaced 
or supplemented; and 

(5) Otherwise establishes compliance 
with these regulations. 

(d) A depositor’s failure to replace a 
deposit, or in the case of a patent, to 
diligently replace a deposit and 
promptly thereafter request a certifi-
cate of correction which meets the 
terms of paragraphs (b) and (c) of this 
section, after being notified that the 
depository possessing the deposit can-
not furnish samples thereof, shall 
cause the application or patent in-
volved to be treated in any Office pro-
ceeding as if no deposit were made. 

(e) In the event a deposit is replaced 
according to these regulations, the Of-
fice will apply a rebuttable presump-

tion of identity between the original 
and the replacement deposit where a 
patent making reference to the deposit 
is relied upon during any Office 
proceeeding. 

(f) A replacement or supplement de-
posit made during the pendency of an 
application for patent may be made for 
any reason. 

(g) In no case is a replacement or 
supplemental deposit of a biological 
material necessary where the biologi-
cal material, in accordance with 
§ 1.802(b), need not be deposited. 

(h) No replacement deposit of a bio-
logical material is necessary where a 
depository can furnish samples thereof 
but the depository for national secu-
rity, health or environmental safety 
reasons is unable to provide samples to 
requesters outside of the jurisdiction 
where the depository is located. 

(i) The Office will not recognize in 
any Office proceeding a replacement 
deposit of a biological material made 
by a patent owner where the depository 
could furnish samples of the deposit 
being replaced. 

[54 FR 34880, Aug. 22, 1989, as amended at 62 
FR 53202, Oct. 10, 1997]

§ 1.806 Term of deposit. 

A deposit made before or during 
pendency of an application for patent 
shall be made for a term of at least 
thirty (30) years and at least five (5) 
years after the most recent request for 
the furnishing of a sample of the de-
posit was received by the depository. In 
any case, samples must be stored under 
agreements that would make them 
available beyond the enforceable life of 
the patent for which the deposit was 
made.

§ 1.807 Viability of deposit. 

(a) A deposit of biological material 
that is capable of self-replication ei-
ther directly or indirectly must be via-
ble at the time of deposit and during 
the term of deposit. Viability may be 
tested by the depository. The test must 
conclude only that the deposited mate-
rial is capable of reproduction. No evi-
dence is necessarily required regarding 
the ability of the deposited material to 
perform any function described in the 
patent application. 
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(b) A viability statement for each de-
posit of a biological material defined in 
paragraph (a) of this section not made 
under the Budapest Treaty on the 
International Recognition of the De-
posit of Microorganisms for the Pur-
poses of Patent Procedure must be filed 
in the application and must contain: 

(1) The name and address of the de-
pository; 

(2) The name and address of the de-
positor; 

(3) The date of deposit; 
(4) The identity of the deposit and 

the accession number given by the de-
pository; 

(5) The date of the viability test; 
(6) The procedures used to obtain a 

sample if the test is not done by the de-
pository; and 

(7) A statement that the deposit is 
capable of reproduction. 

(c) If a viability test indicates that 
the deposit is not viable upon receipt, 
or the examiner cannot, for scientific 
or other valid reasons, accept the 
statement of viability received from 
the applicant, the examiner shall pro-
ceed as if no deposit has been made. 
The examiner will accept the conclu-
sion set forth in a viability statement 
issued by a depository recognized under 
§ 1.803(a).

§ 1.808 Furnishing of samples. 
(a) A deposit must be made under 

conditions that assure that: 
(1) Access to the deposit will be avail-

able during pendency of the patent ap-
plication making reference to the de-
posit to one determined by the Com-
missioner to be entitled thereto under 
§ 1.14 and 35 U.S.C. 122, and 

(2) Subject to paragraph (b) of this 
section, all restrictions imposed by the 
depositor on the availability to the 
public of the deposited material will be 
irrevocably removed upon the granting 
of the patent. 

(b) The depositor may contract with 
the depository to require that samples 
of a deposited biological material shall 
be furnished only if a request for a 
sample, during the term of the patent: 

(1) Is in writing or other tangible 
form and dated; 

(2) Contains the name and address of 
the requesting party and the accession 
number of the deposit; and 

(3) Is communicated in writing by the 
depository to the depositor along with 
the date on which the sample was fur-
nished and the name and address of the 
party to whom the sample was fur-
nished. 

(c) Upon request made to the Office, 
the Office will certify whether a de-
posit has been stated to have been 
made under conditions which make it 
available to the public as of the issue 
date of the patent grant provided the 
request contains: 

(1) The name and address of the de-
pository; 

(2) The accession number given to the 
deposit; 

(3) The patent number and issue date 
of the patent referring to the deposit; 
and 

(4) The name and address of the re-
questing party.

§ 1.809 Examination procedures. 
(a) The examiner shall determine 

pursuant to § 1.104 in each application 
for patent, application for reissue pat-
ent or reexamination proceeding if a 
deposit is needed, and if needed, if a de-
posit actually made is acceptable for 
patent purposes. If a deposit is needed 
and has not been made or replaced or 
supplemented in accordance with these 
regulations, the examiner, where ap-
propriate, shall reject the affected 
claims under the appropriate provision 
of 35 U.S.C. 112, explaining why a de-
posit is needed and/or why a deposit ac-
tually made cannot be accepted. 

(b) The applicant for patent or patent 
owner shall reply to a rejection under 
paragraph (a) of this section by— 

(1) In the case of an applicant for pat-
ent, either making an acceptable origi-
nal, replacement, or supplemental de-
posit, or assuring the Office in writing 
that an acceptable deposit will be 
made; or, in the case of a patent owner, 
requesting a certificate of correction of 
the patent which meets the terms of 
paragraphs (b) and (c) of § 1.805, or 

(2) Arguing why a deposit is not need-
ed under the circumstances of the ap-
plication or patent considered and/or 
why a deposit actually made should be 
accepted. Other replies to the exam-
iner’s action shall be considered non-
responsive. The rejection will be re-
peated until either paragraph (b)(1) of 
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this section is satisfied or the examiner 
is convinced that a deposit is not need-
ed. 

(c) If an application for patent is oth-
erwise in condition for allowance ex-
cept for a needed deposit and the Office 
has received a written assurance that 
an acceptable deposit will be made, ap-
plicant will be notified and given a pe-
riod of time within which the deposit 
must be made in order to avoid aban-
donment. This time period is not ex-
tendable under § 1.136(a) or (b) if set 
forth in a ‘‘Notice of Allowability’’ or 
in an Office action having a mail date 
on or after the mail date of a ‘‘Notice 
of Allowability’’ (see § 1.136(c)). 

(d) For each deposit made pursuant 
to these regulations, the specification 
shall contain: 

(1) The accession number for the de-
posit; 

(2) The date of the deposit; 
(3) A description of the deposited bio-

logical material sufficient to specifi-
cally identify it and to permit exam-
ination; and 

(4) The name and address of the de-
pository. 

(e) Any amendment required by para-
graphs (d)(1), (d)(2) or (d)(4) of this sec-
tion must be filed before or with the 
payment of the issue fee (see § 1.312). 

[54 FR 34880, Aug. 22, 1989, as amended at 66 
FR 21092, Apr. 27, 2001]

APPLICATION DISCLOSURES CONTAINING 
NUCLEOTIDE AND/OR AMINO ACID SE-
QUENCES

SOURCE: Sections 1.821 through 1.825 appear 
at 55 FR 18245, May 1, 1990, unless otherwise 
noted.

§ 1.821 Nucleotide and/or amino acid 
sequence disclosures in patent ap-
plications. 

(a) Nucleotide and/or amino acid se-
quences as used in §§ 1.821 through 1.825 
are interpreted to mean an unbranched 
sequence of four or more amino acids 
or an unbranched sequence of ten or 
more nucleotides. Branched sequences 
are specifically excluded from this defi-
nition. Sequences with fewer than four 
specifically defined nucleotides or 
amino acids are specifically excluded 
from this section. ‘‘Specifically de-
fined’’ means those amino acids other 

than ‘‘Xaa’’ and those nucleotide bases 
other than ‘‘n’’ defined in accordance 
with the World Intellectual Property 
Organization (WIPO) Handbook on In-
dustrial Property Information and Doc-
umentation, Standard ST.25: Standard 
for the Presentation of Nucleotide and 
Amino Acid Sequence Listings in Pat-
ent Applications (1998), including Ta-
bles 1 through 6 in Appendix 2, herein 
incorporated by reference. (Hereinafter 
‘‘WIPO Standard ST.25 (1998)’’). This 
incorporation by reference was ap-
proved by the Director of the Federal 
Register in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51. Copies of 
WIPO Standard ST.25 (1998) may be ob-
tained from the World Intellectual 
Property Organization; 34 chemin des 
Colombettes; 1211 Geneva 20 Switzer-
land. Copies of ST.25 may be inspected 
at the Patent Search Room; Crystal 
Plaza 3, Lobby Level; 2021 South Clark 
Place; Arlington, VA 22202. Copies may 
also be inspected at the Office of the 
Federal Register, 800 North Capitol 
Street, NW, Suite 700, Washington, DC. 
Nucleotides and amino acids are fur-
ther defined as follows: 

(1) Nucleotides: Nucleotides are in-
tended to embrace only those nucleo-
tides that can be represented using the 
symbols set forth in WIPO Standard 
ST.25 (1998), Appendix 2, Table 1. Modi-
fications, e.g., methylated bases, may 
be described as set forth in WIPO 
Standard ST.25 (1998), Appendix 2, 
Table 2, but shall not be shown explic-
itly in the nucleotide sequence. 

(2) Amino acids: Amino acids are 
those L-amino acids commonly found 
in naturally occurring proteins and are 
listed in WIPO Standard ST.25 (1998), 
Appendix 2, Table 3. Those amino acid 
sequences containing D-amino acids 
are not intended to be embraced by 
this definition. Any amino acid se-
quence that contains post-
translationally modified amino acids 
may be described as the amino acid se-
quence that is initially translated 
using the symbols shown in WIPO 
Standard ST.25 (1998), Appendix 2, 
Table 3 with the modified positions; 
e.g., hydroxylations or glycosylations, 
being described as set forth in WIPO 
Standard ST.25 (1998), Appendix 2, 
Table 4, but these modifications shall 
not be shown explicitly in the amino 
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acid sequence. Any peptide or protein 
that can be expressed as a sequence 
using the symbols in WIPO Standard 
ST.25 (1998), Appendix 2, Table 3 in con-
junction with a description in the Fea-
ture section to describe, for example, 
modified linkages, cross links and end 
caps, non-peptidyl bonds, etc., is em-
braced by this definition. 

(b) Patent applications which contain 
disclosures of nucleotide and/or amino 
acid sequences, in accordance with the 
definition in paragraph (a) of this sec-
tion, shall, with regard to the manner 
in which the nucleotide and/or amino 
acid sequences are presented and de-
scribed, conform exclusively to the re-
quirements of §§ 1.821 through 1.825. 

(c) Patent applications which contain 
disclosures of nucleotide and/or amino 
acid sequences must contain, as a sepa-
rate part of the disclosure, a paper or 
compact disc copy (see § 1.52(e)) dis-
closing the nucleotide and/or amino 
acid sequences and associated informa-
tion using the symbols and format in 
accordance with the requirements of 
§§ 1.822 and 1.823. This paper or compact 
disc copy is referred to elsewhere in 
this subpart as the ‘‘Sequence List-
ing.’’ Each sequence disclosed must ap-
pear separately in the ‘‘Sequence List-
ing.’’ Each sequence set forth in the 
‘‘Sequence Listing’’ must be assigned a 
separate sequence identifier. The se-
quence identifiers must begin with 1 
and increase sequentially by integers. 
If no sequence is present for a sequence 
identifier, the code ‘‘000’’ must be used 
in place of the sequence. The response 
for the numeric identifier <160> must 
include the total number of SEQ ID 
NOs, whether followed by a sequence or 
by the code ‘‘000.’’

(d) Where the description or claims of 
a patent application discuss a sequence 
that is set forth in the ‘‘Sequence List-
ing’’ in accordance with paragraph (c) 
of this section, reference must be made 
to the sequence by use of the sequence 
identifier, preceded by ‘‘SEQ ID NO:’’ 
in the text of the description or claims, 
even if the sequence is also embedded 
in the text of the description or claims 
of the patent application. 

(e) A copy of the ‘‘Sequence Listing’’ 
referred to in paragraph (c) of this sec-
tion must also be submitted in com-
puter readable form (CRF) in accord-

ance with the requirements of § 1.824. 
The computer readable form must be a 
copy of the ‘‘Sequence Listing’’ and 
may not be retained as a part of the 
patent application file. If the computer 
readable form of a new application is to 
be identical with the computer read-
able form of another application of the 
applicant on file in the Office, ref-
erence may be made to the other appli-
cation and computer readable form in 
lieu of filing a duplicate computer 
readable form in the new application if 
the computer readable form in the 
other application was compliant with 
all of the requirements of this subpart. 
The new application must be accom-
panied by a letter making such ref-
erence to the other application and 
computer readable form, both of which 
shall be completely identified. In the 
new application, applicant must also 
request the use of the compliant com-
puter readable ‘‘Sequence Listing’’ 
that is already on file for the other ap-
plication and must state that the paper 
or compact disc copy of the ‘‘Sequence 
Listing’’ in the new application is iden-
tical to the computer readable copy 
filed for the other application. 

(f) In addition to the paper or com-
pact disc copy required by paragraph 
(c) of this section and the computer 
readable form required by paragraph 
(e) of this section, a statement that the 
‘‘Sequence Listing’’ content of the 
paper or compact disc copy and the 
computer readable copy are the same 
must be submitted with the computer 
readable form, e.g., a statement that 
‘‘the sequence listing information re-
corded in computer readable form is 
identical to the written (on paper or 
compact disc) sequence listing.’’

(g) If any of the requirements of 
paragraphs (b) through (f) of this sec-
tion are not satisfied at the time of fil-
ing under 35 U.S.C. 111(a) or at the time 
of entering the national stage under 35 
U.S.C. 371, applicant will be notified 
and given a period of time within 
which to comply with such require-
ments in order to prevent abandon-
ment of the application. Any submis-
sion in reply to a requirement under 
this paragraph must be accompanied 
by a statement that the submission in-
cludes no new matter. 
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(h) If any of the requirements of 
paragraphs (b) through (f) of this sec-
tion are not satisfied at the time of fil-
ing an international application under 
the Patent Cooperation Treaty (PCT), 
which application is to be searched by 
the United States International 
Searching Authority or examined by 
the United States International Pre-
liminary Examining Authority, appli-
cant will be sent a notice necessitating 
compliance with the requirements 
within a prescribed time period. Any 
submission in reply to a requirement 
under this paragraph must be accom-
panied by a statement that the submis-
sion does not include matter which 
goes beyond the disclosure in the inter-
national application as filed. If appli-
cant fails to timely provide the re-
quired computer readable form, the 
United States International Searching 
Authority shall search only to the ex-
tent that a meaningful search can be 
performed without the computer read-
able form and the United States Inter-
national Preliminary Examining Au-
thority shall examine only to the ex-
tent that a meaningful examination 
can be performed without the computer 
readable form. 

[63 FR 29634, June 1, 1998, as amended at 65 
FR 54680, Sept. 8, 2000]

§ 1.822 Symbols and format to be used 
for nucleotide and/or amino acid se-
quence data. 

(a) The symbols and format to be 
used for nucleotide and/or amino acid 
sequence data shall conform to the re-
quirements of paragraphs (b) through 
(e) of this section. 

(b) The code for representing the nu-
cleotide and/or amino acid sequence 
characters shall conform to the code 
set forth in the tables in WIPO Stand-
ard ST.25 (1998), Appendix 2, Tables 1 
and 3. This incorporation by reference 
was approved by the Director of the 
Federal Register in accordance with 5 
U.S.C. 552(a) and 1 CFR part 51. Copies 
of ST.25 may be obtained from the 
World Intellectual Property Organiza-
tion; 34 chemin des Colombettes; 1211 
Geneva 20 Switzerland. Copies of ST.25 
may be inspected at the Patent Search 
Room; Crystal Plaza 3, Lobby Level; 
2021 South Clark Place; Arlington, VA 
22202. Copies may also be inspected at 

the Office of the Federal Register, 800 
North Capitol Street, NW, Suite 700, 
Washington, DC. No code other than 
that specified in these sections shall be 
used in nucleotide and amino acid se-
quences. A modified base or modified 
or unusual amino acid may be pre-
sented in a given sequence as the cor-
responding unmodified base or amino 
acid if the modified base or modified or 
unusual amino acid is one of those list-
ed in WIPO Standard ST.25 (1998), Ap-
pendix 2, Tables 2 and 4, and the modi-
fication is also set forth in the Feature 
section. Otherwise, each occurrence of 
a base or amino acid not appearing in 
WIPO Standard ST.25 (1998), Appendix 
2, Tables 1 and 3, shall be listed in a 
given sequence as ‘‘n’’ or ‘‘Xaa,’’ re-
spectively, with further information, 
as appropriate, given in the Feature 
section, preferably by including one or 
more feature keys listed in WIPO 
Standard ST.25 (1998), Appendix 2, Ta-
bles 5 and 6. 

(c) Format representation of nucleo-
tides. (1) A nucleotide sequence shall be 
listed using the lower-case letter for 
representing the one-letter code for the 
nucleotide bases set forth in WIPO 
Standard ST.25 (1998), Appendix 2, 
Table 1. 

(2) The bases in a nucleotide sequence 
(including introns) shall be listed in 
groups of 10 bases except in the coding 
parts of the sequence. Leftover bases, 
fewer than 10 in number, at the end of 
noncoding parts of a sequence shall be 
grouped together and separated from 
adjacent groups of 10 or 3 bases by a 
space. 

(3) The bases in the coding parts of a 
nucleotide sequence shall be listed as 
triplets (codons). The amino acids cor-
responding to the codons in the coding 
parts of a nucleotide sequence shall be 
typed immediately below the cor-
responding codons. Where a codon 
spans an intron, the amino acid symbol 
shall be typed below the portion of the 
codon containing two nucleotides. 

(4) A nucleotide sequence shall be 
listed with a maximum of 16 codons or 
60 bases per line, with a space provided 
between each codon or group of 10 
bases. 

(5) A nucleotide sequence shall be 
presented, only by a single strand, in 
the 5 to 3 direction, from left to right. 
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(6) The enumeration of nucleotide 
bases shall start at the first base of the 
sequence with number 1. The enumera-
tion shall be continuous through the 
whole sequence in the direction 5 to 3. 
The enumeration shall be marked in 
the right margin, next to the line con-
taining the one-letter codes for the 
bases, and giving the number of the 
last base of that line. 

(7) For those nucleotide sequences 
that are circular in configuration, the 
enumeration method set forth in para-
graph (c)(6) of this section remains ap-
plicable with the exception that the 
designation of the first base of the nu-
cleotide sequence may be made at the 
option of the applicant. 

(d) Representation of amino acids. (1) 
The amino acids in a protein or peptide 
sequence shall be listed using the 
three-letter abbreviation with the first 
letter as an upper case character, as in 
WIPO Standard ST.25 (1998), Appendix 
2, Table 3. 

(2) A protein or peptide sequence 
shall be listed with a maximum of 16 
amino acids per line, with a space pro-
vided between each amino acid. 

(3) An amino acid sequence shall be 
presented in the amino to carboxy di-
rection, from left to right, and the 
amino and carboxy groups shall not be 
presented in the sequence. 

(4) The enumeration of amino acids 
may start at the first amino acid of the 
first mature protein, with the number 
1. When presented, the amino acids pre-
ceding the mature protein, e.g., pre-se-
quences, pro-sequences, pre-pro-se-
quences and signal sequences, shall 
have negative numbers, counting back-
wards starting with the amino acid 
next to number 1. Otherwise, the enu-
meration of amino acids shall start at 
the first amino acid at the amino ter-
minal as number 1. It shall be marked 
below the sequence every 5 amino 
acids. The enumeration method for 
amino acid sequences that is set forth 
in this section remains applicable for 
amino acid sequences that are circular 
in configuration, with the exception 
that the designation of the first amino 
acid of the sequence may be made at 
the option of the applicant. 

(5) An amino acid sequence that con-
tains internal terminator symbols (e.g., 
‘‘Ter’’, ‘‘*’’, or ‘‘.’’, etc.) may not be 

represented as a single amino acid se-
quence, but shall be presented as sepa-
rate amino acid sequences. 

(e) A sequence with a gap or gaps 
shall be presented as a plurality of sep-
arate sequences, with separate se-
quence identifiers, with the number of 
separate sequences being equal in num-
ber to the number of continuous 
strings of sequence data. A sequence 
that is made up of one or more non-
contiguous segments of a larger se-
quence or segments from different se-
quences shall be presented as a sepa-
rate sequence. 

[63 FR 29635, June 1, 1998]

§ 1.823 Requirements for nucleotide 
and/or amino acid sequences as 
part of the application. 

(a)(1) If the ‘‘Sequence Listing’’ re-
quired by § 1.821(c) is submitted on 
paper: The ‘‘Sequence Listing,’’ setting 
forth the nucleotide and/or amino acid 
sequence and associated information in 
accordance with paragraph (b) of this 
section, must begin on a new page and 
must be titled ‘‘Sequence Listing.’’ The 
pages of the ‘‘Sequence Listing’’ pref-
erably should be numbered independ-
ently of the numbering of the remain-
der of the application. Each page of the 
‘‘Sequence Listing’’ shall contain no 
more than 66 lines and each line shall 
contain no more than 72 characters. A 
fixed-width font should be used exclu-
sively throughout the ‘‘Sequence List-
ing.’’ 

(2) If the ‘‘Sequence Listing’’ re-
quired by § 1.821(c) is submitted on 
compact disc: The ‘‘Sequence Listing’’ 
must be submitted on a compact disc 
in compliance with § 1.52(e). The com-
pact disc may also contain table infor-
mation if the application contains 
table information that may be sub-
mitted on a compact disc 
(§ 1.52(e)(1)(iii)). The specification must 
contain an incorporation-by-reference 
of the Sequence Listing as required by 
§ 1.52(e)(5). The presentation of the 
‘‘Sequence Listing’’ and other mate-
rials on compact disc under § 1.821(c) 
does not substitute for the Computer 
Readable Form that must be submitted 
on disk, compact disc, or tape in ac-
cordance with § 1.824. 

(b) The ‘‘Sequence Listing’’ shall, ex-
cept as otherwise indicated, include the 
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actual nucleotide and/or amino acid se-
quence, the numeric identifiers and 
their accompanying information as 
shown in the following table. The nu-
meric identifier shall be used only in 
the ‘‘Sequence Listing.’’ The order and 
presentation of the items of informa-
tion in the ‘‘Sequence Listing’’ shall 
conform to the arrangement given 
below. Each item of information shall 
begin on a new line and shall begin 

with the numeric identifier enclosed in 
angle brackets as shown. The submis-
sion of those items of information des-
ignated with an ‘‘M’’ is mandatory. 
The submission of those items of infor-
mation designated with an ‘‘O’’ is op-
tional. Numeric identifiers <110> 
through <170> shall only be set forth at 
the beginning of the ‘‘Sequence List-
ing.’’ The following table illustrates 
the numeric identifiers.

Numeric identifier Definition Comments and format Mandatory (M) or optional (O). 

<110> ................... Applicant ................. Preferably max. of 10 names; one name 
per line; preferable format: Surname, 
Other Names and/or Initials.

M. 

<120> ................... Title of Invention ..... .................................................................. M. 
<130> ................... File Reference ........ Personal file reference ............................ M when filed prior to assignment of appl. 

number. 
<140> ................... Current Application 

Number.
Specify as: US 07/999,999 or PCT/

US96/99999.
M, if available. 

<141> ................... Current Filing Date Specify as: yyyy–mm–dd ........................ M, if available. 
<150> ................... Prior Application 

Number.
Specify as: US 07/999,999 or PCT/

US96/99999.
M, if applicable include priority docu-

ments under 35 USC 119 and 120. 
<151> ................... Prior Application Fil-

ing Date.
Specify as: yyyy–mm–dd ........................ M, if applicable. 

<160> ................... Number of SEQ ID 
NOs.

Count includes total number of SEQ ID 
NOs.

M. 

<170> ................... Software ................. Name of software used to create the Se-
quence Listing.

O. 

<210> ................... SEQ ID NO:#: ......... Response shall be an integer rep-
resenting the SEQ ID NO shown.

M. 

<211> ................... Length ..................... Respond with an integer expressing the 
number of bases or amino acid resi-
dues.

M. 

<212> ................... Type ........................ Whether presented sequence molecule 
is DNA, RNA, or PRT (protein). If a 
nucleotide sequence contains both 
DNA and RNA fragments, the type 
shall be ‘‘DNA.’’ In addition, the com-
bined DNA/RNA molecule shall be fur-
ther described in the <220> to <223> 
feature section.

M. 

<213> ................... Organism ................ Scientific name, i.e. Genus/ species, Un-
known or Artificial Sequence. In addi-
tion, the ‘‘Unknown’’ or ‘‘Artificial Se-
quence’’ organisms shall be further 
described in the <220> to <223> fea-
ture section.

M 

<220> ................... Feature ................... Leave blank after <220>. <221–223> 
provide for a description of points of 
biological significance in the se-
quence..

M, under the following conditions: if ‘‘n,’’ 
‘‘Xaa,’’ or a modified or unusual L-
amino acid or modified base was used 
in a sequence; if ORGANISM is ‘‘Arti-
ficial Sequence’’ or ‘‘Unknown’; if mol-
ecule is combined DNA/RNA’’

<221> ................... Name/Key ............... Provide appropriate identifier for feature, 
preferably from WIPO Standard ST.25 
(1998), Appendix 2, Tables 5 and 6.

M, under the following conditions: if ‘‘n,’’ 
‘‘Xaa,’’ or a modified or unusual L-
amino acid or modified base was used 
in a sequence. 

<222> ................... Location .................. Specify location within sequence; where 
appropriate state number of first and 
last bases/amino acids in feature.

M, under the following conditions: if ‘‘n,’’ 
‘‘Xaa,’’ or a modified or unusual L-
amino acid or modified base was used 
in a sequence. 

<223> ................... Other Information ... Other relevant information; four lines 
maximum.

M, under the following conditions: if ‘‘n,’’ 
‘‘Xaa,’’ or a modified or unusual L-
amino acid or modified base was used 
in a sequence; if ORGANISM is ‘‘Arti-
ficial Sequence’’ or ‘‘Unknown’’; if mol-
ecule is combined DNA/RNA. 

<300> ................... Publication Informa-
tion.

Leave blank after <300> ......................... O. 
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Numeric identifier Definition Comments and format Mandatory (M) or optional (O). 

<301> ................... Authors ................... Preferably max of ten named authors of 
publication; specify one name per line; 
preferable format: Surname, Other 
Names and/or Initials.

O. 

<302> ................... Title ......................... .................................................................. O. 
<303> ................... Journal .................... .................................................................. O. 
<304> ................... Volume ................... .................................................................. O. 
<305> ................... Issue ....................... .................................................................. O. 
<306> ................... Pages ..................... .................................................................. O. 
<307> ................... Date ........................ Journal date on which data published; 

specify as yyyy–mm–dd, MMM–yyyy 
or Season-yyyy.

O. 

<308> ................... Database Accession 
Number.

Accession number assigned by data-
base including database name.

O. 

<309> ................... Database Entry 
Date.

Date of entry in database; specify as 
yyyy–mm–dd or MMM–yyyy.

O. 

<310> ................... Patent Document 
Number.

Document number; for patent-type cita-
tions only. Specify as, for example, 
US 07/999,999.

O. 

<311> ................... Patent Filing Date ... Document filing date, for patent-type ci-
tations only; specify as yyyy–mm–dd.

O. 

<312> ................... Publication Date ..... Document publication date, for patent-
type citations only; specify as yyyy–
mm–dd.

O. 

<313> ................... Relevant Residues FROM (position) TO (position) ................ O. 
<400> ................... Sequence ............... SEQ ID NO should follow the numeric 

identifier and should appear on the 
line preceding the actual sequence.

M. 

[63 FR 29636, June 1, 1998, as amended at 65 
FR 54681, Sept. 8, 2000]

§ 1.824 Form and format for nucleotide 
and/or amino acid sequence submis-
sions in computer readable form. 

(a) The computer readable form re-
quired by § 1.821(e) shall meet the fol-
lowing requirements: 

(1) The computer readable form shall 
contain a single ‘‘Sequence Listing’’ as 
either a diskette, series of diskettes, or 
other permissible media outlined in 
paragraph (c) of this section. 

(2) The ‘‘Sequence Listing’’ in para-
graph (a)(l) of this section shall be sub-
mitted in American Standard Code for 
Information Interchange (ASCII) text. 
No other formats shall be allowed. 

(3) The computer readable form may 
be created by any means, such as word 
processors, nucleotide/amino acid se-
quence editors’ or other custom com-
puter programs; however, it shall con-
form to all requirements detailed in 
this section. 

(4) File compression is acceptable 
when using diskette media, so long as 
the compressed file is in a self-extract-
ing format that will decompress on one 
of the systems described in paragraph 
(b) of this section. 

(5) Page numbering must not appear 
within the computer readable form 
version of the ‘‘Sequence Listing’’ file. 

(6) All computer readable forms must 
have a label permanently affixed there-
to on which has been hand-printed or 
typed: the name of the applicant, the 
title of the invention, the date on 
which the data were recorded on the 
computer readable form, the operating 
system used, a reference number, and 
an application number and filing date, 
if known. If multiple diskettes are sub-
mitted, the diskette labels must indi-
cate their order (e.g. ‘‘1 of X’’). 

(b) Computer readable form submis-
sions must meet these format require-
ments: 

(1) Computer Compatibility: IBM PC/
XT/AT or Apple Macintosh; 

(2) Operating System Compatibility: 
MS–DOS, MS-Windows, Unix or Mac-
intosh; 

(3) Line Terminator: ASCII Carriage 
Return plus ASCII Line Feed; and 

(4) Pagination: Continuous file (no 
‘‘hard page break’’ codes permitted). 

(c) Computer readable form files sub-
mitted may be in any of the following 
media: 

(1) Diskette: 3.50 inch, 1.44 Mb stor-
age; 3.50 inch, 720 Kb storage; 5.25 inch, 
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1.2 Mb storage; 5.25 inch, 360 Kb stor-
age. 

(2) Magnetic tape: 0.5 inch, up to 
24000 feet; Density: 1600 or 6250 bits per 
inch, 9 track; Format: Unix tar com-
mand; specify blocking factor (not 
‘‘block size’’); Line Terminator: ASCII 
Carriage Return plus ASCII Line Feed. 

(3) 8mm Data Cartridge: Format: 
Unix tar command; specify blocking 
factor (not ‘‘block size’’); Line Termi-
nator: ASCII Carriage Return plus 
ASCII Line Feed. 

(4) Compact disc: Format: ISO 9660 or 
High Sierra Format. 

(5) Magneto Optical Disk: Size/Stor-
age Specifications: 5.25 inch, 640 Mb. 

(d) Computer readable forms that are 
submitted to the Office will not be re-
turned to the applicant. 

[65 FR 54681, Sept. 8, 2000]

§ 1.825 Amendments to or replacement 
of sequence listing and computer 
readable copy thereof. 

(a) Any amendment to a paper copy 
of the ‘‘Sequence Listing’’ (§ 1.821(c)) 
must be made by the submission of 
substitute sheets and include a state-
ment that the substitute sheets include 
no new matter. Any amendment to a 
compact disc copy of the ‘‘Sequence 
Listing’’ (§ 1.821(c)) must be made by 
the submission of a replacement com-
pact disc (2 copies) in compliance with 

§ 1.52(e). Amendments must also be ac-
companied by a statement that indi-
cates support for the amendment in the 
application, as filed, and a statement 
that the replacement compact disc in-
cludes no new matter. 

(b) Any amendment to the paper or 
compact disc copy of the ‘‘Sequence 
Listing,’’ in accordance with paragraph 
(a) of this section, must be accom-
panied by a substitute copy of the com-
puter readable form (§ 1.821(e)) includ-
ing all previously submitted data with 
the amendment incorporated therein, 
accompanied by a statement that the 
copy in computer readable form is the 
same as the substitute copy of the 
‘‘Sequence Listing.’’

(c) Any appropriate amendments to 
the ‘‘Sequence Listing’’ in a patent; 
e.g., by reason of reissue or certificate 
of correction, must comply with the re-
quirements of paragraphs (a) and (b) of 
this section. 

(d) If, upon receipt, the computer 
readable form is found to be damaged 
or unreadable, applicant must provide, 
within such time as set by the Commis-
sioner, a substitute copy of the data in 
computer readable form accompanied 
by a statement that the substitute 
data is identical to that originally 
filed. 

[63 FR 29638, June 1, 1998, as amended at 65 
FR 54681, Sept. 8, 2000]
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APPENDIX A TO SUBPART G TO PART 1—SAMPLE SEQUENCE LISTING
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[63 FR 29639, June 1, 1998]

Subpart H—Inter Partes Reexam-
ination of Patents That Issued 
From an Original Application 
Filed in the United States on or 
After November 29, 1999

SOURCE: 65 FR 76777, Dec. 7, 2000, unless 
otherwise noted.

PRIOR ART CITATIONS

§ 1.902 Processing of prior art cita-
tions during an inter partes reexam-
ination proceeding. 

Citations by the patent owner in ac-
cordance with § 1.933 and by an inter 
partes reexamination third party re-
quester under § 1.915 or § 1.948 will be 
entered in the inter partes reexamina-
tion file. The entry in the patent file of 
other citations submitted after the 
date of an order for reexamination pur-
suant to § 1.931 by persons other than 
the patent owner, or the third party re-
quester under either § 1.915 or § 1.948, 
will be delayed until the inter partes re-
examination proceeding has been ter-
minated. See § 1.502 for processing of 
prior art citations in patent and reex-
amination files during an ex parte reex-
amination proceeding filed under 
§ 1.510.

REQUIREMENTS FOR Inter Partes 
REEXAMINATION PROCEEDINGS

§ 1.903 Service of papers on parties in 
inter partes reexamination. 

The patent owner and the third party 
requester will be sent copies of Office 
actions issued during the inter partes 
reexamination proceeding. After filing 
of a request for inter partes reexamina-
tion by a third party requester, any 
document filed by either the patent 
owner or the third party requester 
must be served on every other party in 
the reexamination proceeding in the 
manner provided in § 1.248. Any docu-
ment must reflect service or the docu-
ment may be refused consideration by 
the Office. The failure of the patent 
owner or the third party requester to 
serve documents may result in their 
being refused consideration.

§ 1.904 Notice of inter partes reexamina-
tion in Official Gazette. 

A notice of the filing of an inter 
partes reexamination request will be 
published in the Official Gazette. The 
notice published in the Official Gazette 
under § 1.11(c) will be considered to be 
constructive notice of the inter partes 
reexamination proceeding and inter 
partes reexamination will proceed.

§ 1.905 Submission of papers by the 
public in inter partes reexamination. 

Unless specifically provided for, no 
submissions on behalf of any third par-
ties other than third party requesters 
as defined in 35 U.S.C. 100(e) will be 
considered unless such submissions are 
in accordance with § 1.915 or entered in 
the patent file prior to the date of the 
order for reexamination pursuant to 
§ 1.931. Submissions by third parties, 
other than third party requesters, filed 
after the date of the order for reexam-
ination pursuant to § 1.931, must meet 
the requirements of § 1.501 and will be 
treated in accordance with § 1.902. Sub-
missions which do not meet the re-
quirements of § 1.501 will be returned.

§ 1.906 Scope of reexamination in inter 
partes reexamination proceeding. 

(a) Claims in an inter partes reexam-
ination proceeding will be examined on 
the basis of patents or printed publica-
tions and, with respect to subject mat-
ter added or deleted in the reexamina-
tion proceeding, on the basis of the re-
quirements of 35 U.S.C. 112. 

(b) Claims in an inter partes reexam-
ination proceeding will not be per-
mitted to enlarge the scope of the 
claims of the patent. 

(c) Issues other than those indicated 
in paragraphs (a) and (b) of this section 
will not be resolved in an inter partes 
reexamination proceeding. If such 
issues are raised by the patent owner 
or the third party requester during a 
reexamination proceeding, the exist-
ence of such issues will be noted by the 
examiner in the next Office action, in 
which case the patent owner may de-
sire to consider the advisability of fil-
ing a reissue application to have such 
issues considered and resolved.
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