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AR CC DD EE FF

AA  Reduction gel image

BB Molecular weight

CC Human MASP-2

DD Mouse MASP-2

EE Rat MASP-2

FF Cynomelgus monkey MASP-2
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F8, MASP—2¢t MbbiADC 4 b ikaE kT 2 EEFRME

B MebUg HLBH T 2 R TR P 25 ik IC50(nM)

h3H6 HIK1 h3H6 H1 h3H6 K1 0.014

h3H6 H2K 1 h3H6 H2 h3H6 K1 0.086

h3H6 H3K1 h3H6 H3 h3H6 K1 0.017

h3H6 H4K1 h3H6 H4 h3H6 K1 0.090

h28014 HIK1 h28014 H1 h28014 K1 0.083

h28014 H2K 1 h28014 H2 h28014 K1 0.324

h28014 H3K1 h28014 H3 h28014 K1 0.064

h28014 H4K1 h28014 H4 h28014 K1 0.338

hl16B11 HIK1 h16B11 H1 hl16B11 K1 0.020

h16B11 HIK2 h16B11 H1 h16B11 K2 0.051

h16B11 HIK3 h16B11 H1 h16B11 K3 0.021

h16B11 H2K1 h16B11 H2 h16B11 K1 0.020

h16B11 H2K?2 h16B11 H2 h16B11 K2 0.032

h16B11 H2K3 h16B11 H2 h16B11 K3 0.012

h16B11 H3K1 h16B11 H3 h16B11 K1 0.098

h16B11 H3K2 h16B11 H3 h16B11 K2 1.691

h16B11 H3K3 h16B11 H3 h16B11 K3 0.440

xf HAPTIA 0.909
Oo00Ooaogao
oo0ooooobooooodd
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#9, MASP—2¢Et MeBUEDC 3 b it x4 5 HEEME
bt Medik o B A 25 Ak R A ] 25 ik 1C50(nM)
h3H6 HIK h3H6 H1 h3H6 K1 0.030
h3H6 H2K 1 h3H6 H2 h3H6 K1 0.151
h3H6 H3K 1 h3H6 H3 h3H6 K1 0.034
h3H6 H4K 1 h3H6 H4 h3H6 K1 0.151
h28014 HIK1 h28014 H1 h28014 K1 0.146
h28014 H2K 1 h28014 H2 h28014 K1 0.483
h28014 H3K 1 h28014 H3 h28014 K1 0.161
h28014 H4K 1 h28014 H4 h28014 K1 0.506
h16B11 HIK1 hi6B11 Hl hl16B11 K1 0.014
h16B11 HIK?2 h16B11 H1 h16B11 K2 0.040
hl6B11 HIK3 hl6B11 HI hl16B11 K3 0.023
hl16B11 H2K3 hl6B11 H2 hl16B11 K3 0.018
hl16B11 H2K1 hi6B11 H2 hl6B11 K1 0.017
h16B11 H2K?2 h16B11 H2 h16B11 K2 0.028
h16B11 H3K1 hl16B11 H3 h16B11 K1 0.060
hl16B11 H3K?2 hi6B11 H3 h16B11 K2 0.399
hl16B11 H3K3 hl6B11 H3 h16B11 K3 0.112
hl16B11 HIK4 hi6B11 HI hl16B11 K4 0.015
h16B11 HIKS hi6B11 Hl h16B11 K5 0.024
h16B11 HIK6 hi16B11 H1 h16B11 K6 0.018
hl16B11 H2K4 hl16B11 H2 hl16B11 K4 0.015
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hl6B11 HIK2 5.00E+06 1.46E-06 2.92E-13 9.36E+06 1.18E-01 1.26E-08
hl6B11 HIK3 6.35E+06 1.91E-07 3.01E-14 6.88E+06 3.71E-02 5.39E-09
h16B11 HIK4 4.33E+06 4.97E-05 1.15E-11 5.00E+06 8.47E-03 1.69E-09
h16B11 HIKS 3.81E+06 1.40E-04 3.69E-11 6.24E+06 6.42E-02 1.03E-08
h16B11 HIK6 4.60E+06 5.74E-05 1.25E-11 5.88E+06 2.16E-02 3.68E-09
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JP 2023-554081 A 2023.12.26

Tnternational application No.
PCT/CN2021/138447

A, CLASSIFICATION OF SUBJECT MATTER

CO7K 16/402006.01)i; COTK 1646(2006.01)i; C12N 15/13(2006.01); CI2N 15/63(2006.01)i; AGLK 39/385(2006.01)i

According to International Patent Classification (IPC) or to both national classification and [PC

B. FIELDS SEARCHED

CO07K; C12N; A61K

Minimwmn documentation searched (classification system followed by classification symbols)

Diocumentation searched other than minimum documentation to the extent that such documents are included in the fields searched

Electronic data base consulted during the international search (name of data base and, where practicable, search terms nsed)
CNTXT. WPABS, WPABSC, ENTXTC; DWPI, VEN; CNKI; 18T, ELESEVER; NCRL, PUBMED; GOOGLE; GenBank;
EMBL; STN; 7i /7; WANFANG; F EHEF ALY FFIRR REURIRE, Chinese Patent Biological Sequence Retrieval System
Database D: masp-2, HERHE SHEZ < 2 ABE AR, 54, antibody, SEQ ID NOS: 5-14

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category * Citation of document, with indication, where appropriate, of the relevant passapes Relevant to claim No.

A AU 2013201779 Al (OMEROS CORP) 04 April 2013 (2013-04-04) 1-13 (in part)
see entire document

A AT 2011265532 Al (UNIV LEICESTER et al.) 02 February 2012 (2012-02-02) 1-13 (in part)
see entire document

A W0 2012151481 Al (OMERQOS CORP et al.) 08 November 2012 (2012-11-08) 1-13 (in part)
see entire document

A WO 2019246367 Al (OMEROS CORP) 26 December 2019 (2019-12-26) 1-13 (in part)
see entire document

A CN 102781471 A (OMEROS CORPORATION: UNIVERSITY OF LEICESTER) 14 1-13 (in part)

November 2012 (2012-11-14)

see entire document

D Further documents are listed in the continmation of Box C.

See patent famnily annex.

#  Special categories of cited documents:
“A™ document defining the genaral state of the art which is not considered
ta be of particular relevance
«g= earlier application ot patent but published on or after the international
filing date
“L» document which may throw doubts on priority claimgs) or which is
cited to establish the publication date of another citatien or cther
special reason {as specified)
“{)” document referring to an oral disclosure, use, exhibidon or other
means
P documnent published prior to the international filing date but later than
the priority date claimet

T later document published &fter the internaticnal filing date or pricrity
date and not in conflict with the application but cited to understand the
principle or theory nnderlying the invention

«x» document of particular relevance; the claimed invention cannot be
considered novel or cannot be considered to involve an inventive step
when the document is taken alone

“y* document of partieuler relevance; the claimed invention cannot be
considered to involve zn inventive step Wl the document is
combined with cne or mere other such decuments, such combination
being obvious to a person skilled in the art

“&= document member of the same patent family

Date of the actual completion of the international search

10 March 2022

Date of mailing of the international search report

16 March 2022

Name and mailing address of the ISA/CN

China National Intellectual Property Administration (ISA/
CN)

No. 6, Xitucheng Road, Jimengiao, Haidian District, Beijing
100088, China

Facsimile No. (86-10)62019451

Authorized officer

Telephone No.

Form PCT/ISA210 (second sheet) (January 2015)
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INTERNATIONAL SEARCH REPORT Tnternational application No.
PCT/CN2021/138447
Box No. I Nucleotide and/or amino acid sequence(s) (Continuation of item 1.c of the firsi sheet)

1. With repard to any nncleotide and/or amino acid sequence disclosed in the intemational application, the international search was
carried out on the basis of a sequence listing:
a. forming part of the international application as filed:

in the form of an Annex C/8T.25 text file.

D on paper or in the form of an image file.

b. D furnished together with the intemational application under PCT Rule 13zer.1(a} for the purposes of intemnational search
ouly in the form of an Annex C/ST.25 text file,

C. D furnished subsequent to the international filing date for the purposes of international search only:
D in the form of an Annex C/ST.25 text file (Rule 13ter.1(a)).
D on paper or in the form of an image file (Rule 13zer.1(b) and Administrative lnstructions, Section 713).

2. D In addition, in the case that more than one version or copy of a sequence listing has been filed or furnished, the required
staternents that the information in the subsequent or additional copies is identical to that forming part of the application as
filed or does not go beyond the application as filed, as appropriate, were furnished.

3. Additional comments:

Form PCT/ISA/210 (continuation of first sheet) (Tannary 2015)
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INTERNATIONAL SEARCH REPORT Tnternational application No.
PCT/CN2021/138447

Box No. IIT Observations where unity of invention is lacking (Continnation of item 3 of first sheet)

1

[2]

[3]

[4]

151

[6]

7

[8]

9

[10]

[11]

This International Searching Authority found multiple inventions in this international application, as follows:

Group 1: claims 1-13 (in part), which set forth the technical solution relating to an antibody or antigen binding
portion thereof of which a HCVR and a LCVR are respectively as shown in SEQ ID NOs: 5 and 10, or having
the sequences of 6 CDR regions.

Groups 2-4: claims 1-13 (in part), which set forth the technical solution relating to an antibody or antigen
binding portion thereof of which a HCVR and a LCVR are respectively as shown in SEQ ID NOs: 15 and 19,
24 and 29, and 34 and 39, or having the sequences of 6 CDR regions.

Group 5: claims 1-13 (in part), which set forth the technical solution relating to an antibody or antigen binding
portion thereof of which a HCVR and a LCVR are respectively as shown in SEQ ID NOs: 44 and 48, 58 and
61, 73 and 75, and 77 and 80, or having the sequences of 6 CDR regions.

Group 6: claims 1-13 (in part), which set forth the technical solution relating to an antibody or antigen binding
portion thereof of which a HCVR and a LCVR are respectively as shown in SEQ ID NOs: 83 and 87, 83 and
89, or having the sequences of 6 CDR regions.

Groups 7-13: elaims 1-13 (in part), which set forth the technical solution relating to an antibody or antigen
binding portion thereof of which a HCVR and a LCVR are respectively as shown in SEQ ID NOs: 53 and 35,
63 and 68, 92 and 97, 102 and 106, 111 and 115, 119 and 121, 124 and 129, or having the sequences of 6 CDR
regions.

Group 14: claims 1-13 (in part), which set forth the technical solution relating to an antibody or antigen binding
portion thereof of which a HCVR and a LCVR are respectively as shown in SEQ ID NOs: 134 and 129 or the
HCVR is selected from SEQ ID NOGs: 181, 184, 186, 188, 190, 193, 195, and 197 and the LCVR is selected
from SEQ ID NO: 214, or having the sequences of 6 CDR regions.

Group 15: claims 1-13 (in part), which set forth the technical solution relating to an antibody or antigen binding
portion thereof of which a HCVR and a LCVR are respectively as shown in SEQ ID NOs: 139 and 142 or the
HCVR is selected from SEQ ID NOs: 175, 177, and 179 and the LCVR 1is selected from SEQ ID NOs: 199,
203, 205, 208, 210, and 212, or having the sequences of 6 CDR regions.

Groups 16-17: claims 1-13 (in part), which set forth the technical solution relating to an antibody or antigen
binding portion thereof of which a HCVR and a LCVR are respectively as shown in SEQ ID NOs: 147 and 132,
163 and 166, or having the sequences of 6 CDR regions.

Group 18: claims 1-13 (in part), which set forth the technical solution relating to an antibody or antigen binding
portion thereof of which a HCVR and a LCVR are respectively as shown in SEQ ID NOs: 157 and 159, 169
and 171, or having the sequences of 6 CDR regions.

Group 19: claims 1-13 (in part), which set forth the technical solution relating to an antibody or antigen binding
portion thereof of which a HCVR and a LCVR or the sequences of 6 CDR regions are different from those in
the groups 1-18.

The common technical feature among the groups 1-19 is that the antibody or anfigen binding portion thereof
binds to masp-2; however, the prior art document AU2013201779A1 (published on 04 April 2013, see the
claims) discloses an anti-MASP-2 human monoclonal antibody. Therefore, the technical feature cannot
constitute a special technical feature distingnished from the prior art. No corresponding experimental data is
provided in the description to prove that the antibody of group 19 can also bind to masp-2 and has the same
function as the antibodies of groups 1-18. Therefore, the group 19 and groups 1-18 do not share a same or
corresponding special technical feature and do not comply with PCT Rules 13.1 and 13.2. Regarding groups
1-18, it is known in the art that except a camel antibody, the binding of antibodies from other sources to
antigens depends on a combined action of 6 CDRs, the 6 CDRs together constitute a functional unit, and
different antibodies involved in groups 1-18 do not have exactly the same 6 CDR sequences, and therefore,
the 18 groups of inventions do not have a special technical feature that makes a contribution over the prior art,
cannot be linked to each other, and do not comply with PCT Rules 13.1 and 13.2.

Form PCT/ISA/210 (continuation of first sheet) (Tannary 2015)
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Box No. IIT Observations where unity of invention is lacking (Continnation of item 3 of first sheet)

1. D As all required additional search fees were timely paid by the applicant, this international search report covers all searchable
claims.

2. D As all searchable claims conld be searched without effort justifying additional fees, this Authority did not invite payment
of additional fees.

3. D As only some of the required additional search fees were timely paid by the applicant, this international search report covers
only those claims for which fees were paid, specifically claims Nos.:

4. No required additional search fees were timely paid by the applicant. Consequently, this internarional search report is restricted
to the invention first mentioned in the claims; it is covered by claims Nos.: claims 1-13 (in part), which set forth the
technical solution relating to an antibody or antigen binding portion thereof of which a HCVR and a LCVR are
respectively as shown in SEQ ID NOs: 5 and 10, or having the sequences of 6 CDR regions.

Remark on Protest D The additional search fees were accompanied by the applicant’s protest and, where applicable, the
payment of a protest fee.

D The additional search fees were accompanied by the applicant’s protest but the applicable protest fee
was not paid within the time limit specified in the invitation.

D No protest accompanied the payment of additional search fees.

Form PCT/ISA/210 (continuation of first sheet) (Tannary 2015)
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citizt?:;:;:w;nr:;tm &?ﬁiﬁfﬁ?ﬁ?ﬁ?ﬁ; Patent family member(s) (I:;::ﬁf;ﬁf;:;:)
AU 2013201779 Al 04 April 2013 AU 2005270480 Al 21 Janvary 2016
AU 2015270480 B2 28 September 2017
AU 2013201779 B2 07 Janvary 2016
AU 2011265532 Al 02 February 2012 AU 2011265532 B2 24 April 2014
WO 2012151481 Al 08 November 2012 RU 2020120539 A 23 December 2021
DK 2704743 T3 25 May 2020
Al 2012250627 Al 21 March 2013
AU 2012250627 B2 07 Janvary 2016
CA 3131223 Al 08 November 2012
ZA 201308943 B 27 May 2015
KR 20180086208 A 30 July 2018
KR 102024016 Bl 04 November 2019
PL 2704743 T3 24 Augnst 2020
BR 112013028429 A2 21 July 2020
L 220208 A 25 March 2021
KR 20160087917 A 22 Tuly 2016
KR 1018382830 Bl 31 July 2018
HR P20200887 Tl 04 September 2020
EP 3725811 A2 21 October 2020
EP 3725811 A3 27 Janvary 2021
RS 60541 Bl 31 August 2020
NZ 715226 A 28 Tuly 2017
MX 361175 B 20 November 2018
NZ 733310 A 24 December 2021
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CL 2013003140 Al 23 May 2014
uUs 2016002340 Al 07 Jannary 2016
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MX 333580 B 29 September 2015
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CN 107011443 A 04 Angust 2017
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14, WFERI-13 (F4) , EREPE RHCVRAILCVRAFINSEY 1D NO:134R112988HCVRI% B SEQ
ID NO:181. 184, 186, 188, 190. 193, 195, 197HILCVRIE BSEQ ID No:2145¢ B e CDRE F IRy
PEHREAH A E,

#015; WFIEHK1-13 (F) , FRESPH FHCYRFILCYRABIINSEQ 1D NO: 139142 REEHCVRIE A
SEQ ID NO:175, 177. 179FNLCVRiE ASEQ ID NO:199, 203, 205, 208, 210. 21288 EH H6MDREF
FIRP R AT RS S A NE AT 2

H16-17. FAIEHRI-13 (F4) , BREPE ZHCVRAILOVRA S LISEQ 1D NO: 147H1152, 163016657
TEAT LR FF i kS LR & &5 0 A £

#H18: BAIERI-13 (P . FRRG 5 FHCVRFILCVRZMHIH0SEQ 1D NO: 1571159, 169MI1TLHT R
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