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NPEAJNIOXEHME O NEPECMOTPE CTAHOAPTA BOUC ST.26

LokymeHm nodzomosneH MexxdyHapoOHbIM 6t0po

PE3IOME

1. Llenesas rpynna no nepevHam nocrnegoBatenbHocTen (Lenesas rpynna no SEQL)
npegnaraeTt BHECTM NONPaBKM B TeKyLLyo Bepcuto ctaHgapta BONC ST.26 ¢ uensto
ncnpaeneHns peaakLMoHHbIX OWNBOK, BbisiBNEHHbIX Lienesow rpynnon, n nobaeneHuns Tpex
HOBbIX NpuMepoB B nNpunoxeHue V1. Ha geeaTton ceccun Komnteta no craHgaptam BOUC
(KCB) MexpayHapoaHoe 610po 0TMeTUNo 06eCrnoKOeHHOCTbL BEOMCTB B CBSI3U C BHECEHUEM
JanbHenwmnx nameHeHmn B ctaHgapt BOUC ST.26 n npeacraBuna pekomeHgauunm
OTHOCUTENBbHO NOAX04A K BHECEHWNIO TaKUX U3MEHEHW.

CNPABOYHAA NHOOPMALINA

2. Ha cBoei BO30OHOBMNEHHOM YETBEPTOM ceccum, coctosiBulencsa B mapTte 2016 roga, KCB
npuHan ctaHgapT BOUC ST.26 (cm. nyHkT 52 nokymeHta CWS/4BIS/16), o3arnaeneHHbIN
«PekomeHayembIn cTaHAApT NpeacTaBneHns nepevyHen HyKNneoTUaHbIX 1 aMUHOKUCIOTHBIX
nocnegoBaTenbHOCTEN C Ucnonb3oBaHMeM a3bika XML (pacumpsieMoro si3bika pasMmeTKn)».
Llenesas rpynna no nepevyHam nocriefoBaTenbHOCTEN OTBETCTBEHHA 3a BHECEHWE MONpaBokK B
ctaHgapTt BONC ST.26 B pamkax 3agadnm Ned4, kotopasd chopMynupoBaHa CrieayoLmum
obpasom:

«QOkasaTtb nogaepxky MexagyHapogHomy 610po, Hanpaenss eMy MHopmaLmio 0
3anpocax U MHEHUsIX Nofb30BaTeNen 0 NPOrpaMMHOM CPEACTBE 41151 COCTaBNEHUS N MPOBEPKU
TeKcTa 3asiBOK B COOTBETCTBUM CO cTaHaapToM ST.26; oka3zaTb noaaepxky MexagyHapogHomy
Gtopo Npu nocnegytowem nepecMoTpe AGMUHUCTPATUBHON MHCTPYKUMK K PCT; n noarotoBuTb
Heobxoaumble nonpasku kK ctaHaapty BONC ST.26».

3. Monpasku B ctaHaapT BOUNC ST.26 6binv ogobpeHbl KCB Ha ero naTtown, wecTon,
ceabMOWN U BOCbMOW Ceccusix, B pesynbraTte Yero 6binm nogrotosneHsl sepcun 1.1, 1.2, 1.3 u
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1.4 cooTBeTCTBEHHO (CM. NYHKT 41 gokymeHTa CWS/5/22, nyHKT 112 gokymeHTa CWS/6/34,
nyHKT 133 gokymeHTa CWS/7/29 n nyHkT 49 nokymenta CWS/8/24). CoBcem HegaBHO, Ha
OeBATON ceccumn, coctosiBulencs B Hossope 2021 roga, KCB ogobpun psag pegakunoHHbIX U
CybCTaHTMBHbIX M3MEHEHWU 1 onybnukoBarn ux B Ka4ecTBe NocrnegHen Ha AaHHbIA MOMEHT
Bepcuun ctaHpgapta BOVC ST.26 — sepcun 1.5 (cM. nyHKT 63 gokymeHta CWS/9/25). B Tom
yucne BbINM BHECEHbI UBMEHEHUS, HAaNpPaBNEHHbIE HAa COXPaHEHNe COOTBETCTBUSA TpeboBaHUSM
KoHcopunyma «MexayHapoaHoe coTpyaHUYecTBO 6a3 AaHHbIX O HYKNEOTUOHbIX
nocnegosartenbHocTsax» (INSDC).

4, B xone nessaTon ceccun aeneraumm Bobipa3unm o6ecnokoeHHOCTb No NoBoay
noTeHuUnanbHbIX NOCNEACTBUN BHECEHNS n3MeHeHnn B ctangapt BOWC ST.26 nocne Toro, kak
BCe rocygapcTBa-yneHbl BHEAPWUIM AaHHbIN CTaHAAPT, B Cnyyae, Hanpumep, HeobXxoaAnMocTH
nepeHacTponkm nx UT-cuctem (cMm. nyHKT 62 gokymeHta CWS/9/25). MexxayHapoaHoe 6topo
coolLWwuno, 4YTo NpeacTaBuMT pekoMeHaaumMm no JaHHOMY BONPOCY Ha OeCATOW CECCUM.

5. Heckonbko peaakUMOHHbIX NONpaBok Obinu BHeECEHbI B NpunoxeHne VI n gononHeHue K
npunoxeHuto VII nocne Toro, kak 6binn BbisIBNEHbl HECKOMNBKO OLLMOOK C OTChINKaMm
NPUMEHUTENBHO K aeHTUdKUKaTopam nocrneaoBaTesibHOCTEN N HEBEPHLIMU YKa3aHMUsIMN
MECTOMONOXEHNSA XapakTEePUCTMK NOCrie NnepecMmoTpa, NPoBeAEHHOro Ha AEBATON ceccum. ATn
nonpasku GbINN BHECEHDbI 1 onybnnkoBaHbl B Mae 2022 roaa.

NPEANATAEMbBIE USMEHEHWA B CTAHOAPT BONC ST.26

6. Llenesag rpynna no nepeyHam nocrnegoBaTenbHOCTEN NOAroToBMNA NpeasiokeHme no
nepecmoTpy ctaHgapta BONC ST.26 ansa paccmMoTpeHus u, Npu ycrioBum LienecoobpasHocTy,
yrBepxaeHus KCB. 3auepkHyTbI TEKCT yKa3biBaeT Ha U3BMEHEHWS, B TO BPEMS KaK
Bbl4EMNEHHbIN XXNPHbIM LWPUATOM TEKCT 0603Ha4vaeT gobaBneHue.

7. Mpeanaraemblie N3MEHEHMSI B OCHOBHOM YacTu (TEKCTA Ha aHITIMNCKOM s13bIKe) CTaHdapTa
BOWC ST.26 MoxHO pe3tommpoBaTb crnegytowmm obpasom:

(a) OB6HOBUTL NYHKT 44, 4TOGLI MOANMUNPOBATL 3HAYEHME MMEHN hanna Tak, YToOLI B
HEM BMECTO «_» UCMONb30Barncs 3Hak «-»: «filename="US11-405455-SEQL.xml"», Tak
kak HekoTopble BUC He gonyckaloT ncnonb3oBaHne 3Haka NnoayvepkUBaHns «_» B UMEHM
noaaBaeMblX 3N1EKTPOHHBLIX (PaNIoB;

(b) O6HOBUTL NYHKT 45, 4TOGLI YTOUHUTL Oonpeaenenne anemeHTa ApplicationNumberText
cnegyowmm obpasom: «The application number as provided by the office of filing (e.g.,
PCT/IB2013/099999).» (Homep 3aaBkM, NpeacTaBreHHbI Be4OMCTBOM Nogayu
(Hanpumep, PCT/IB2013/099999));

(c) OBHoBUTL NYHKT 73 ans obecrneyeHns ero COOTBETCTBUS ONMCAHNIO pasgerna 6 nytem
nobaeneHus cnepyowen gppasbl BO BTOPOKM NOMIOBMHE NEPBOro NpeanioKeHUs:
«'Section 8 provides the exclusive listing of qualifiers, and their specified value
formats, if any, for each amino acid sequence feature key.» (B pasgene 8 cogepxutca
e0VHbI NepeYveHb KBanngnkaTtopos, U UX yKa3aHHble hopMaTbl 3Ha4YeHUN, ecnum
TaKOBble UMEIOTCH, 115 KaXXA0ro yHKLMOHANbHOrO Ko4Ya aMUHOKUCITOTHOM
nocrnenoBaTensHOCTN.);

(d) OBHOBUTL NYHKT 76, BKINOYMB B HErO HOBOE onpeaenexHve atpubyta «id» ans
3aBUCUMBIX OT S3blka KBanndmkaTtopos B CBOOOOHOM hopmaTte B KayeCTBE HOBOW,
4YeTBEPTOM CTPOKN NpuBoAuMoN Tabnuubl. OnMcaHue BbirnaguT crnegyowmm obpasom:
«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 «g» and continue with any positive integer. «id» values do not
need to be numbered consecutively but an «id» attribute must be unigue to one
INSDQualifier element, i.e., the attribute value must only be used once in a sequence
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listing file.» (KnaccmudukaTtop ¢ 3aBUCALLMM OT si3blka CBOOOHBIM TEKCTOM MOXET ObITb
YHUKaNbHO MAEHTUMUMPOBaAH C NOMOoLb0 Heobs3aTenbHoro XML-atpmnbyTa «id» B
anemeHTe INSDQualifier). 3HaueHne aTpmbyTta «id» OMmKHO HauYMHaTLCS € ByKBbI «q»,
3a KOTOPbIM JOIDKHO credoBaTh Moboe uernoe nonoXnterbHOe YNCOo. 3HaYeHns «id»
He 06s13aTeNbHO AOMKHbI ObITb NPOHYMEPOBaHbI NocnefoBaTeNnbHO, OAHAKO aTpubyT
«id» pormkeH 6bITb YHUKanNbHbIM ANnsa kaxgoro anemeHTta INSDQualifier, T.e. 3Ha4eHne
aTpubyTa He JOIMKHO MCMONb30BaTbCA B hanne nepeyvHsi nocriegoBatenbHocTen bonee
OQHOro pasa.);

(e) OBHOBUTL NYHKT 77, no6aBmnB Npoben 1 3Hak " Mexay «organismy» («opraHnam») u «fory»

(f)

(«ans») B nepeon cTpoke: «...and “organism" for amino acid sequences...» (...n
«organism» aAns aMMHOKUCITOTHbIX NOCNeaoBaTENbHOCTEMN. . .);

O6HOBUTL NpuMep 2 B NyHKTe 79: UCkniouMTb Npoben nepen «mol_typey;

(g) O6HoBUTE NYHKT 86 cneaytowmm obpasom: «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.» (Micnonb3oBaHme cBo60AHOro TEKCTA AOMKHO OblTb OrpaHNYeHo
HECKOMNbKUMU KOPOTKMMW TEPMUHAMM, HEOBXOOUMBIMU A5 MOHUMAHUS XapaKTepUCTUK
nocnegoBaTtenbHOCTU. [N Kaxxgoro kBanugukatopa, Kpome KBanudukaropa
«translation», cBo60ogHbIN TEKCT He gormkeH npebiwaTtb 1000 3HakoB (CMMBOSOB).);

(h) O6HoBUTL Hauarno nyHkTa 87 (d), M3ameHnB ero cnegyowmm obpasom: «For qualifiers

with a language-dependent free text value, ...» (na kBanudunkaTopoB CO 3HAYEHNEM
cBOOOOHOrO TEKCTA, 3aBUCSALLLErO OT A3biKa, ...); U

lMomeHATb Bce crioBocodeTaHna «industrial property» («npoMbllneHHasa
cobcTBEeHHOCTbY») Ha «intellectual property» («MHTennekTyanbHas cobCTBEHHOCTbY), TaK
Kak Ha aessTon ceccmm KCB 6b1no ogobpeHo o6HOBRNEHUE C Lenbio paclunpeHmns
chepsbl npumeHeHns CnpaBo4vHmnka BONC.

8. Mpennaraemble n3ameHeHns B npunoxexusx ctaHgapta BOMC ST.26 (TekcT Ha
AHITIACKOM 513bIKE) MOXHO PE3OMMPOBaTh CrieayrLmnM 06pa3om:

(@)

(b)

()

(d)

()

(f)

MpunoxeHwue |, pasgen 6: o06HOBUTL Tabnuuy 5, Bknoume «frequency» («4acTtotar») B
KayecTBe kBanudukaTopa co 3Ha4yeHneMm cBoboaHOro TeKcTa, 3aBUCALLErO OT A3bIKa;

MpunoxeHwue |, pasgen 6.21: 06HOBUTL 06A3aTeNbHbIA OpPMAaT 3HaYeHUs!, yKkasas, YTO
kBanudukatop «frequency» («4actoTar») 3aBUCUT OT A3bIKa;

MpunoxeHwue |, pasgen 6: o0OHOBUTL Ha3BaHMe Tabnuubl 5 cnegyrowmm obpasom: «List
of qualifiers values for nucleotide sequences with language dependent free text values»
(Cnmncok 3HauyeHun kBannmkaTopoB A5 HYKNEOTUAHbIX NOCreaoBaTensHOCTEN C
3aBNCUMbIMU OT sI3blKa 3HAYEHUAMKN CBOOOAHOrO TEKCTA);

MpunoxeHwue |, pasgen 6 n 8: o6HOBUTL NpuMeYaHne, 4obaBuB CroBo «international»
(«MexxagyHapOoaHbIX»), Tak Kak B HacTosLLee BpeMsi B HEM YKa3aHO TONbKO cneayollee:
«national or regional procedures» («HaunoHanbHbIX NN PerroHasnbHbIX Npoueayp»);

Mpunoxenwue |, pasgen 6.77: yépatb B npumepe npobenbl nocrne 3Ha4YeHNs aHTUKOAOHA,
HO nepeps CUMMBONOM «MEHbLLEY;

MpunoxeHwue |, pasgen 8: 06HOBUTL NpUMeYaHme, YTobbl OHO COOTBETCTBOBASIO
npumeydaHuto B pasgene 6. O6HoBneHHoe NnpuMeYdaHune byaeT HauYMHaATLCS CrneayoLnm
obpasom: «Any qualifier value provided for a qualifier with a language dependent “free
text” value format may require translation...» (Jlloboe 3Ha4yeHne kBanudgukaTopa,
npeaycMoOTpeHHOe AN KeanudukaTopa ¢ 3aBUCUMbIM OT si3blka 3Ha4YeHneM gopmara
«free text» («cBOGOOHBIV TEKCTY), MOXET NoTpeboBaTb Nnepesoaa...);
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(h)

(i)

0

(k)

()
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MpunoxeHwue Il: BkNtounTb B onpegeneHue tuna gokymeHta (DTD) cnegytowee
3amMevaHue AN pasbsCHEHWS TOro, Kakoe 3HaYeHue JOoMmKHO 6biTb NpeacTaBneHo B
aTpubyTe «fileName»: «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» (Mo ymonyaHuto 310 3Ha4YeHne 6yaeT COOTBETCTBOBATb
3Ha4veHuo Ha3BaHusA npoekta B WIPO Sequence. CnefyeTt oTMeTUTb, YTO, ecnuv
3Ha4YeHne MOeHTMYHO hakTmyeckomMy HasBaHuo darna XML ctaHgapTta ST.26,
BEAOMCTBA MOIyT NMPUMEHATb CBOM TpeboBaHMS K NCNOMb3yeMOMy Ha3BaHuo channa,
COrnacHoO KOTopbiM MOTYT BBOAUTLCSA OrPaHUYEHUS B OTHOLLEHUN AONYCTUMbIX 4115
NpeAcCTaBnEHHbIX 3NEKTPOHHbIX (hanfnoB cMMBOSOB. [lononHuTenbHas nHpopmaums o
npasunax Be4OMCTB MO NPUCBOEHUIO UMEH 3NIEKTPOHHbBIM dhannam cogepxmutca B base
3HaHui no WIPO Sequence n ctangapty ST.26.);

MpunoxeHue VI, npumep 3(c)-1, Bonpoc 3: ncnpaBuTb TEPMUH «aLUNUPOBaHNE» Ha
«aueTunmpoBaHue;

MpunoxeHue VI, npumep 3(k)-2, sonpoc 3: ncnpaesutb ccoinky Ha SEQ ID NO. 12 B
TpeTbeM ab3aue cnegyowmm obpasom: «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” and the second would be “c”» (...cnegyeT ncnonb3oBaTb
dyHKLMOHanNbHbIN KNtod «misc_difference» ¢ mectononoxeHnem «10» COBMECTHO C
ABYMs KBanudukatopamm «replace», roe 3HadeHne ans ogHoro 6yaeT «gk» 1 3HadeHune
Ansi BToporo 6yaer «c».);

Mpunoxenune VI, npumep 7(b)-4 n 7(b)-5: ncnpasmte SEQ ID NO. 89, SEQ ID NO.90 1
NO. 91 Ha SEQ ID NO. 90, SEQ ID NO. 91 1 SEQ ID NO. 92;

MpunoxeHune VI 1 gononHeHne k npunoxeHuto VI: 0obaBuTb CEPUIO U3 TPEX HOBbLIX
npumepos: npumep 94-2, npumep 30-2 n npumep 12-1. HoBble NpumMepbl B MONHOM BUAE
npvBeaeHbl B Ka4ecTBe NpUNoXeHns | K HacTosLeMy JOKYMEHTY;

MpunoxeHue VI, cueHapun 4: 3aMeHNTb NEPBOE NPEeaNnoXeHne criegyowmmM TEKCTOM:
"For both nucleotide sequences and amino acid sequences, ST.26 has the mandatory
feature key "source with two mandatory qualifier.» (Kak gns HykneoTnaHbix
nocnegoBaTenbHOCTEN, Tak M ANA aMUHOKUCITOTHBIX NOCneaoBaTeNbHOCTEN, CTaHaapT
ST.26 npegycmaTtpumBaeT 006a3aTeNbHbIN K04 XapakTEPUCTUKM «Source ¢ ABYyMS
00s3aTenbHbIMK KBanudmukaTopamu. );

(m) Annex VII, cueHapuii 4: 3aMeHUTb TEKCT noanucu K Tabnuue «HykneotnaHble

(n)

(0)

nocrnegoBaTensHOCTUY Ha criegylowmnn: «ST.26 - feature key 5.37 source; mandatory
qualifier 6.39 mol_type (see ST.26 paragraph 75)» (ST.26 — pyHKUMOHANbLHbLIN KoY
5.37 «source»; obaszatenbHbIn kBanudukatop 6.39 «mol_type» (cM. ST.26 nyHKT 75));

MpunoxeHwue VI, cueHapuin 4: 3aMeHUTb TEKCT NOANUCK K Tabnuue « AMUHOKUCIIOTHbIE
nocrnegoBaTenbHOCTUY Ha criegytoLyto: «ST.26 - feature key 7.30 source; mandatory
qualifier 8.1 mol_type (see ST.26 paragraph 75)» (ST.26 — pyHKUMOHaNbHbIN Koy 7.30
«sourcey; obasatenbHbIi kBanudukatop 8.1«mol_type» (cM. ST.26 nyHKT 75);

MpwunoxeHune VII, cueHapui 8: 06HOBUTE CTpoKy 18 npueBogmmon Tabnuukl, o6asmB B
4YeTBEPTYHO KOJNTOHKY crnepytomii TekeT: «TATA_signal and (if <223> present):»
(TATA_signal u (ecnu ectb <223>):), a TakKe UCKIIOYUTb U3 NPUMEYAHUSA Criefyowmnn

TEKCT: «{H<223>present)» ({ecAn-ectb<223>}); 1
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(p) OononHeHune k npunoxeHuto VI: nobble COOTBETCTBYIOLINE U3MEHEHMS, HEOOXOANUMbIE B
cBsi3n ¢ obHoBNeHnem npunoxexust VI. lononHeHne k npunoxenuto VI npusoauTcs B
npunoxeHun Il K HacToALLEMY JOKYMEHTY.

PYKOBOOAWME NMPUHLNIMbBbI OBHOBJIEHNA BEPCUW CTAHOAPTA ST.26

9. Kak yka3aHo Bbilwe, Ha gesdaton ceccumn KCB MexayHapogHoe 61opo 0TMEeTUI0
03ab04YEHHOCTbL OTHOCUTESNBLHO perynsipHbix 06HoBneHnn ctangapta BOUC ST.26 u nx
NOTEHLMANbHOro BANAHMA (CM. NYHKT 4 HACTOSALWLEro JOKYMeEHTa).

10. Cnepnyet oTMeTUTb, 4YTO cTaHgapT BOUC ST.26 6yaeT o6HOBNATLCA HE Yalle 04HOro
pa3sa B rog no mepe Heobxoanmoctn n ¢ ogodpexmst KCB. B npeanaraemoin nepecMoTpeHHON
pedakumu, npeacTtaBneHHon Ha aecatomn ceccum KCB, Obinn caenaHbl Kak peaakLMOoHHbIE, Tak
n cybCcTaHTMBHbIE Nonpasku. PefakumoHHble M3MEHEHUS B OCHOBHOM TEKCTE He OOSMKHbI
oKasaTb BMMsiHMS Ha nonb3oBartenen, Bknovast BUC. CyGcTaHTMBHbIE MUBMEHEHMS B
npunoxeHusx VI n VIl Takke He gormkHbel noenuaTb Ha BUC v nonb3osaTenen.

11. B 6yaywwmx Bepcusix ctangapta BOMC ST.26 MexayHapogHoe Giopo OyaeT ykasbiBaTb
COOTBETCTBYOLLMI HOMEP Bepcuu, X.Y, 4To OyaeT nHpopmMmpoBaTb Norb3oBaTenen craHaapTa
0 TOM, SIBNSIeTCH N1 AaHHasa Bepcust obpaTtHO COBMECTUMOW € npeablaylen. HeaHaumTenbHble
obHoBneHust ctaHgapTa BONC ST.26 6yayT o603Ha4aTbCs yBENUYEHNEM TONBbKO BTOPON
umdpbl («Y»), Takne Bepcumn 6yayT cumTaTbCcs 06paTHO COBMECTUMbLIMU. KpynHble 06HOBNEHMS,
o603HaYaemble yBennyeHnem nepBom umgpbl («X»), BEpOSTHO, ByayT okasbiBaTb BNNAHME Ha
NT-cuctembl n moryt notpeboBaTb UX NnepeHacTponkn. Homep Bepcun onpeaenenuns Tuna
pokymeHTa (DTD) moxeT oTnnyaTbCcsl OT HOMepa BEPCMM OCHOBHOIO TEKCTa CTaHZapTa u
OPYrnX MpUNOXeHUN.

12. [MockonbKy B HOBOW BEPCUMN HUKAKMX M3MEHEHMWI K ONpPeaeneHunio Tuna 4OKyMeHTa
ctaHgapTta BONC ST.26 npeanoxeHo He ObIo, 3a UCKoYeHMEM O00aBNEHUS 3aMeYaHus, n
N3MeHeHWs, NpeanaraemMble K OCHOBHOMY TEKCTY M NPUNOXEHUAM CTaH4apTa HOCAT B
OCHOBHOM peAaKUMOHHbIN XapaKTep Unv npegHasHadeHbl Ans pa3bsaCHEHWUsi, HOMepP BEPCUmn
DTD B gaHHOM criyqae octaHeTcst npexHum — 1.3, a Homep Bepcum camoro ctaHgapTa byget
obHoBreH go Bepcun 1.6.

13. Ecnu npeanaraemas Bepcus 6yaet ogobpeHa KCB, MexayHapogHoe 6topo, B
COTpyAHU4YecTBe C LleneBon rpynnoin no nepeyHsm nocrnenoBaTtenbHOCTEN BKIHOYNT
yTBEpXaeHHoe cogepxaHue B ctaHagapT BONC ST.26 n onybnukyet ero B 2022 roay.

14. KCB npednazaemcs:

(@) npuHaMb K
ceedeHU UHGopMayuro,
colepkawiytocsi 8 HaCmMosweM
OOKyMeHme U rpusioXeHusix K
Hemy; u

(b) paccmompems u
ymeepdums ripednazaembie
usmeHeHus 8 cmaHlapm BOVC
ST. 26, komopble U3I0XEHbI 8
nyHkmax 7 u 8 ebiwe u
npunoxerusix | u Il k
Hacmosiuemy OOKyMeHmy.
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[MpunoxeHue | (npegnaraembie HOBbIE
npumepbl 4ngd npunoxenuns VI)
cnenyeT]
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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

I

atggataatgaagaagttaacgaagaatgtatgagattatttttcaagaacgctegtgcgoatctggataaacatctaacatcaaggttgacatgegatyg

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

ccaatg

-]

pieeet

pCIRC1

roorilbiearerebereorvreebiliioviobeberboqoiaibbeioeioqeeeohodeorieebbirbbioo1i1obiebeocaiboreoaeavaivobieeere

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 “212*1”, 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 |, Section 5, Feature Key 5.15
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