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B UL B TR EH) filename fH, FHEE ‘-7 FMARE ¢ 7 . filename= “US11-405455-
SEQL. xml” H

(b) BEH5E 45 B, ¥ ApplicationNumberText )€ X i N: ‘The application number as
provided by the office of filing (e.g., PCT/IB2013/099999)." ;

(c) ¥ 73 B, 5 —HMEEE AL NS, PAEAR S 375804 1 BB A — 2.
‘Section 8 provides the exclusive listing of qualifiers, and their specified

value formats, if any, for each amino acid sequence feature key.’ ;

(d) BEHEE 76 B, v ‘id” EYHARME—NEE 3 B THERAEOCH B BSCARRE R, 1EAFTE
AP BT — 3. iZURITR: ‘A qualifier with language dependent free
text may be uniquely identified by using the optional XML attribute 'id’ in the
element INSDQualifier. The value of the *id’ attribute must start with the letter
’q’ and continue with any positive integer. ’id’ values do not need to be numbered
consecutively but an ' id’ attribute must be unique to one INSDQualifier element

)

i.e., the attribute value must only be used once in a sequence listing file.’ ;

(e) EHreh 77 B, £ —4T ‘organism’ Ml ‘for’ Z[HMMANZTHM—2N" : ¢ ...and

“organism” for amino acid sequences...’
() BHTEE 79 B, 7nfil 2: MIBR ‘mol type” HIHIZSHE;

(g) 5% 86 EXH#rN:  ‘The use of free text must be limited to a few short terms
indispensable for the understanding of a characteristic of the sequence. For each
qualifier other than the “translation” qualifier, the free text must not exceed
1000 characters.’ ;

(h) ¥26 87 (d) X I 3L# 0 8N ‘For qualifiers with a language—dependent free text

value, ...
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(b) BF—, 28 6.21 #4p: SEHTLTAEMKN, LRI IR ER SRR,

(c) MifE—, EBNEkor: R 5 MFRBEH N ‘List of qualifiers values for nucleotide
sequences with language dependent free text values’ ;

(d) BHfF—, SEANFIEE\E S PNERUES ‘B , Hif R ‘BRARSBLS

(e) BHF—, 58 6. 77 B3 ZBR/RBIIE R BAS T JEBLE/N TS5 Z BT 25

() B —, 28\ SRR, 2 5575 PR — 3. SRR MR LI T X

HHUE:  ‘Any qualifier value provided for a qualifier with a language dependent

“free text” value format may require translation...’ ;

(g) Mt —: £ DD AIABCLF VL, CABIBARIAE fileName JEVEPEEHALMIME: By default
this will be set to the value provided for the project name in WIPO Sequence. If
the value is identical to the actual ST.26 XML filename, it should be noted that
Offices may enforce their requirements for the filename used which may restrict
which characters are allowable for submitted electronic files. Please refer to
the WIPO Sequence and ST. 26 Knowledge Base for further details on Offices’ naming

conventions for electronic files’ ;
(h) BHE7S, 7Bl 3(e) -1, I 3: FARIE Bk’ Sk Ol
(1) BHE7S, wB 3(k)-2, M 3: K =B REIKF A4S 12 S5 HSCN: “the

feature key “misc difference” with feature location “10” should be used

together with two “replace” qualifiers where the value for one would be “gk”

N E)

and the second would be “¢”’ ;

(3) BN, 7= 7(b) 4 A1 7 (b)=5: #5514 89+ 90 Al 91 BUNFFHI4 5 90 91 Fl 92;

(k) BHEASFIMESIIM S, IAN=AFoRE], BURE] 94-2. -4 30-2 FURE] 12-1, X EHIR
B A SCAF R B A — A SR A3t

(1) M, 54 BB —AESNLL R CA:  ‘For both nucleotide sequences and amino

acid sequences, ST.26 has the mandatory feature key ”source with two mandatory
qualifier.’ ;
(m) fHEt, e 4. BEZEBRFVROREMSN:  ‘ST.26 - feature key 5.37 source:

mandatory qualifier 6.39 mol type (see ST.26 paragraph 75) " ;

(n) MHE-tE, 5t 4. BEAEBFI RO ESCN ‘ST.26 - feature key 7.30 source;
mandatory qualifier 8.1 mol type (see ST.26 paragraph 75)° ;

(o) BFEG, H5c 8: TS RAGME 18 17, 7EZBVURAIEINLL R CA:  ‘TATA_signal and
(if <223> present):’ , [FBFMIEREFMIFRLL T CA: £ <223> present)” ;
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PROPOSED NEW EXAMPLES FOR ANNEX VI OF STANDARD ST.26

Paragraph 94 — Variant sequence disclosed as a single sequence with enumerated alternative
residues

Example 94-2 — Representation of single sequence with enumerated alternative amino
acids that may be modified amino acids

A patent application describes the following polypeptide:
Leu-Glu-Tyr-Cys-Leu-Lys-Arg-Trp-Xaa-Glu-Thr-lle-Ser-His-Cys-Ala-Trp
where Xaa can be lle, Ala, Phe, Tyr, alle, Melle, or Nle.

Question 1. Does ST.26 require inclusion of the sequence(s)?

YES

The enumerated peptide provides 16 specifically defined amino acids. Therefore, the
sequence must be included in a sequence listing as required by ST.26 paragraph (7)(b).

Question 3: How should the sequence(s) be represented in the sequence listing?

The most restrictive ambiguity symbol that can encompass “lle, Ala, Phe, Tyr, alle,
Melle, or Nle” is “X”. Therefore, the sequence must be included in a sequence listing as:

LEYCLKRWXETISHCAW (SEQ ID NO: xx)

ST.26 paragraph 30 requires that “[a] modified amino acid must be further described in
the feature table”. However, paragraph 30 does not require any specific feature key be
used to describe modified amino acids. While paragraph 30 describes the use of feature
keys “CARBOHYD”, “LIPID”, “MOD_RES”, and “SITE”, these feature keys are more
appropriate for scenarios where the modified amino acid is not within a list of alternatives
for a specific location. In this example, the feature key “VARIANT” satisfies the
requirement of paragraph 30 since it allows for the inclusion of all of the alternatives for
the variant site. So, the feature key “VARIANT” with the qualifier “note” and a qualifier
value “lle, Ala, Phe, Tyr, alle, Melle, or Nle” should be used to describe the variant site at
position 9. The use of a second feature key such as “SITE” with a qualifier “note” may
be used to further identify the modified amino acids found at position 9.

Relevant ST.26 paragraph(s): 3(a), 7(b), 27, 30, 94, 96, and Annex |, Section 4, Table 4
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Paragraph 30 — Annotation of a modified amino acid

Example 30-2 — Post-translationally modified amino acids
A patent application describes the following polypeptide:
Leu-Glu-Tyr-Cys-Leu-Lys-Arg-Trp-Glu-Thr-lle-Ser-His
wherein the Arg at position 7 may be post-translationally deiminated to citrulline.

Question 1. Does ST.26 require inclusion of the sequence(s)?

YES

The enumerated peptide provides 13 specifically defined amino acids. Therefore, the
sequence must be included in a sequence listing as required by ST.26 paragraph (7)(b).

Question 3: How should the sequence(s) be represented in the sequence listing?

According to ST.26 paragraph 29, a modified amino acid should be represented in the
sequence as the corresponding unmodified amino acid whenever possible.

Therefore, the sequence should be included in a sequence listing as:
LEYCLKRWETISH (SEQ ID NO: xx)
where the symbol “R” is used to represent the arginine at position 7.

A further description indicating that the arginine at position 7 may be modified to citrulline
is required. The modification of arginine to citrulline is a post-translational modification.
Therefore, the feature key “MOD_RES” should be used together with the mandatory
qualifier “note” to indicate that the arginine may be deiminated to form citrulline. The
location descriptor in the feature location element is the residue position number of the
modified arginine.

Relevant ST.26 paragraph(s): 3(a), 7(b), 30, and Annex |, Section 7, Feature Key 7.18
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Paragraph 12 — Circular nucleotide sequence
Example 12-1: Circular nucleotide sequence

A patent application contains the following figure, disclosing the DNA sequence of
plasmid pCIRC1.:

atggataatgaagaagttaacgaagaatgtatgagattatttttcaagaacgctcgtgecgecatctggataaacatctaacatcaaggttgacatgcgatg

e

pCIRC1

ccaatg

FEEEEE
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Question 1. Does ST.26 require inclusion of the sequence(s)?
YES

The enumerated nucleotide sequence has more than 10 specifically defined nucleotides.
Therefore, the sequence must be included in a sequence listing as required by ST.26
paragraph (7)(a).

Question 3: How should the sequence(s) be represented in the sequence listing?

According to ST.26 paragraph 12, when nucleotide sequences are circular in
configuration, the applicant must choose the nucleotide in residue position number 1.
For the purposes of this example, the “a” residue identified by the arrow in the figure will
be used as position 1. However, any residue may be chosen as position 1. With the
residue indicated by the arrow as position 1, the sequence should be included in a
sequence listing as:

atggataatgaagaagttaacgaagaatgtatgagattatttttcaagaacgctcgtgcgcatctggat
aaacatctaacatcaaggttgacatgcgatgaaaatgaaaatgcatatatcacgttcagatgcttcctg
gatggaatacatcgcaaatctactaggtttctcgaagagctacttttgaaacaagaaaatatgtaccac
caatg (SEQ ID NO: xx)

The sequence should be further described using feature key “misc_feature” with a
location of “21221”, which indicates that the last residue in the sequence, position 212, is
linked to residue 1. A “note” qualifier must be included with a value indicating that the
molecule is circular.

Relevant ST.26 paragraphs: 7(a), 12, and Annex I, Section 5, Feature Key 5.15
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