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> X514 RADOEIZE (FEDTBH (CHITDIZEOH K ZRUTLD (1DEEIEI(TS5aIE
RV (CHBITDHMZERLUTULD)

» The responses listed on the slides indicate the decisions made in invalidation trials

at each country (The responses of Thailand indicate the decisions made in Pre-
grant opposition).

> el (I (CHBVWTHEHEFERADFTRIES DVIESFHEORINZERLU TS &
IRET Do
» Each question assumes that the demandant of a trial is asserting lack of novelty or

inventive step in the invalidation trial.

> FHIFERAD TR R ORI Tz iR U TWS SIRE T D.
» It is assumed that the demandant of a trial presents prior art documents and well-
known art.
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| Casel : Patented Invention - Antibody Medicament

sAKIE 1] mAY >\ DB AICTEEYT DE/ 20—F IV,

Claim 1] A monoclonal antibody that binds to m-protein A.
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> ZBE (17X BEE) HRET.

1 7= BZER /1-amino acid mutation m-proteinANVEE L. EEYE R
> Mutation (1-amino acid mutation)
@ gm J causes m-protein A to aggregate
and cause disease Y.

> EAUHR (BJ/ 207 =)L)

/
\ m® > )\ IAICHT Btk . m-proteinADREZEEL. &
. Antibody of m-protein A EBYHVEEH

aggregation and alleviates disease Y.

> The injected antibody (monoclonal
K‘/ 4 antibody) inhibits m-protein A
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I Prior art document 1 and Well-known technology

SiTaisZEk 1 Prior art document 1

I-lll

(=11 C

AINDEBEAZER I DIEODRFTHEERDOIY > /\OB AT OO0—F) s h s

WD (M INTBAICHUTHEE T DT EFEFH SN TLVERN) .
An anti-protein A monoclonal antibody for research use to detect protein A is

described. (But binding to m-protein A is not described.)

FEx¥4ts (si32) Well-known technology (Premise)

DD I)NITEBENNIDIZE. TDI )\ DB ITDE)OO0—FHI)inAE={Ek 9 D
iR MAE. B,

If a protein is publicly known, the technique of creating a monoclonal antibody to

that protein is itself well-known.
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| ‘Question 1] Claim 1, Novelty

[E5%R8 1] TRt 1 (CEDEEKRIEA 1 (CERDIRBAOFREEESELUEIH.

Based on the prior art document 1, is the novelty of the invention claimed in the claim 1 denied ?

&,/ Country
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#HE. +—— . Overview, Keywords

FILIREE, &

YES. O INOBAEMIIINOBA LG LV JBUNERSIRVNC ERENS, %/OD

SIVOBARITRL, mIVIIBAICERETDEVWSHEEERBI TLIERMNSL

Given that protein A differs from m-protein A by only 1-amino acid, it is extremely likely that the binding site (epitope) of
monoclonal antibody to protein A described in the prior art document 1 is also present in m-protein A.

. FRATHEANSERL(C (. MY )NOBAICEE T DT/ JO0—FILTANEE SN TUVRVD T, ik
l:ll:E_C =720\
The novelty cannot be denied because monoclonal antibody that binds to m-protein A is not described in the prior art
document 1.

YES. SATHRANSBRIDTURITS > )N OBAICIKEE T D EERDDONRITHD.

It is can be fairly assumed that the antibody in prior art document 1 binds to m-Protein A.

YES. m& > )\OBAD T = JEEECHIMN C DKL SIEFELUDE/ JO0—F I ZERE T DT DRAiEHE &6

(CL\%D“C355c_tb 5. 5@ ﬁlﬁl(zﬁ*%%ﬂﬂ@%ﬁ%ﬁ'lﬁ(i IEE—SJ’L%/\%T&%%O HE5LK. HEEHTHNIL,
The novelty of the invention claimed in the cIa|m 1 should be denled because the amino acid sequence of m-protein A is
known together with the knowledge to produce such a similar monoclonal antibody in place. Most likely, a person skilled

in the art is capable to produce such derivative monoclonal antibody.

YES.ENNDZEBRAGFEIEIAZN/RVRD . FEKIEL & RATHEAIGR L DA DEE ZE HEER TSR0\,
Without further experimental evidence, it is impossible to deduce the difference between antibody described in claim 1
with antibody described in the prior art document 1.

YES. 564780 1 (CEESSNIZE/ 2O0—FI)LIARDS 2 )\ OB ANDREEEML (TE =) (& m5>
JVOBAICEFEIDENZD,

It is said that the binding site (epitope) of monoclonal antibody to protein A which is described in the prior art document
1 is also present in m-protein A.
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| Question2] Claim1 Novelty

[5x¢fE] 2 ]

FATEATSER 1 (CEeESNTIZH >N

BACREIDE/JO0—FHIIIEIMY > )\ OB A (CER”E

3L AT ERREIRENESESHSRESNLISA. BRE 1 OFREESELESH,

If a third party, etc. provides the certified experiment results that a monoclonal antibody binding to protein A described in
the prior art document 1 also binds to m-protein A, is the novelty of the invention claimed in the claim 1 denied ?

BIE. F+—2—F_/0verview, Keywords

El,/Country

B/ country

SN

Japan

L

Korea

>R~

Smgapore

A
Thailand

F[E]
China

NhFA

Vietnham

YES.EBRAEIIREZ S I D &, STATHEANSGHR 1 (CEESSN/ZE/ JO0—F)ULIK(E. mY >/ NOE A (T
BIDENDIHEEZRA TL\D,

Taking into consideration the certified experiment results, the monoclonal antibody described in the prior art document 1
has the function of binding to m-protein A.

YES.EZE=BFMN R UTEEELDY, FeiTHdisdak 1 (Caeg&asnicy > )\ O BA(CHS
MY IIEBA] [CEREETBEVNDIEEERL TS,

Because the evidence presented by the third party, etc. is indicated that monoclonal antibody binding to protein A
described in the prior art document 1 also binds to “m-protein A”.

L, YES.JTZIZU. a) B=BNEMETHGERATHD. b) FERBRICIERSNTVSHGICIRS.

However, this is limited to cases where a) the third party is the demandant of a trial, b) this line of argument has been
originally presented at the beginning of proceeding.

YES. EBgEpkHaEIAZE (CKNUE. AT ER L (CEESHDE JO0—F) LR (EmS > )N IBAICE
fae Ca Do

Based on the verified experimental outcomes, the monoclonal antibody mentioned in prior art document 1 can bind to
m-protein A.

YES.EBRREIIAE Z22H 9 & 5BKIA 1 EETRAMG 1 OE/ O0—F) LITRICERE (TR0,
Taking into consideration the certified experiment results, there is no difference between the monoclonal antibody
claimed in the claim 1 and the monoclonal antibody described in the prior art document 1.

YES.:53KIE 1 DX E(L. B/ 0O0—F)UIAOBEICEIZEE R U TLWBADTIERL., #EE

The wording of claim 1 does not refer directly to structure of the monoclonal antibody but refer to protein it binds.

a9 3t/ o0—F)LinAan

9\ DEICE
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Description(excerpt)

SAUIINDEACIRFEAEREET. MY\ DUEBEAICEITRENCHESI ST/ UO0—
FILTAZERR L. HERETILY DRSS UIEEC A, FREY MBI ESNIEE I h sd s
=TV D,

The example are described in which disease Y was alleviated when the monoclonal
antibody, that specifically binds only to m-protein A and not to protein A,

administered to the mouse model.

[ MSENICKESI D] (CDLTDEH]

AHMECERS=ND FENCHEEI D] (F ENDFICEVFEEANME. #HERC ([ 1R
WD FLUNDDF EFEREN (RS UIRWCEZEK]RT D. ULIEH 2T, mAIINDEAIC
TFENCHEITDEE MY/ OBACSVRIMETRSL. F2/I\NIBAICIFEEMIC
faa bW EZ2EkT B,

[Description of “specifically binds”]

As used herein, the term “binds specifically to” means binding to a target molecule
with greater affinity, but substantially not binding to molecules other than the target
molecule. Thus, “binds specifically to m-protein A” means binding to m-protein A with

greater affinity, etc., but substantially not binding to protein A.
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| [Question 3] Requirements of Correction or Amendment

[E%f1 3] ATDETIE (##1E) (&, ETIE (JEIE) OBEGZ@IEUEI N ? MY\ TE A (TS
U, VINVBAICRERAEULRWVWE ) O—F )L,

[Corrected (Amended) claim 1] A monoclonal antibody that binds to m-protein A and does not bind to protein A.
ETE#oBERELI MY ) DBAICHEEL. AVINIBAICEESURVWE JO—F)LTK,

[Corrected (Amended) claim 1] A monoclonal antibody that binds to m-protein A and does not bind to protein A

L. F—9— ./ 0Overview, Keywords
SN YES.BRFZE(ZH > )\ IE A (CREM(C (S UV ZEH LU TVND EWVWR D,

Japan It can be said that the description describes an antibody that does not bind substantially to protein A.

YESFEKIAL(C/R22DFAE. [FHADFHMRFRA] (CiescNIEEIEDEBANTHIESNIED
CE{ES THDINH. WlEFEAZmZLUTULD,
Korea The amendment meets the requirements because the invention claimed in claim 1 is amended within the
scope of matters stated in the ‘detailed description of an invention.
> > HMm—=)L
Singapore

Sl _ _
Thailo NO. ETIE(ZEFRI SN TUVRLY, Corrections can’t be permitted.

] NO. RABEEBFBICOVLTITEIESNDH ., \EESEFHRICEVTIET\BIZSNR0,
The requirements of the correction are met in substantive examination and reexamination processes, but
not met in invalidation procedure.

NO. [RE, EFHFHETIE. RNFAERRMNBAET (CKDETIEERZRS. T1EEERH DN
N> A A A
Vietnam In principle, the correction is not allowed in invalidation procedure, except the case that the reason for
correction is made by IP Viet Nam.

YES.I21Z UMELEICRE I D EBEDTHDIBE. However, in case that it is related to amendments.

China
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[Question 4] : Corrected or Amended Claim31, Novelty

o] 4 ] LUT OFEKRIAICARDFEA(L. FATHRIMSEA 1 (Cx LT, FRMEDEBHSNE I HY,

Is the invention in the corrected (or amended) claims below found to be novel with respect to the prior art document 1?

CTE#DBREL]I MY\ DBAICFEEL. IVINIBAICERAEURVWE  O—F)LiK,

[Corrected (Amended) claim 1] A monoclonal antibody that binds to m-protein A and does not bind to protein A

[El,/ Country

#BE. F¥—— K./ Overview, Keywords

HA

Japan

I ES)
Korea

> HR—

)L

Singapore

el
Thailand

tE
China

NhF LA

Vietham

YES. [F9>2)\OBA([CHEE LRV B/ JO0—FHIAKTHDIRMRERERD,
The difference between the two is that the invention described in the prior art document 1 is a monoclonal
antibody which is “binds to protein A”.

YES. [F>2)\OBA (LS LRV B/ OO0—FHIUAKTHDISMRERERD.
The difference between the two is that the invention described in the prior art document 1 is a monoclonal
antibody which is “binds to protein A”.

YES.SeFeATHATHA 1 (F. &> /\OBADIFEER(THES UV Z IR U CULVRVRTHAKIAL
C(FFERD

Prior art document 1 is different from claim 1 in not disclosing any antibody that does not bind to non-mutant
Protein A.

YES.BAHEIFESIEDAR S S (L. ZTOFMRMEZ/RL. HEERICRARSNTULVRNWS EZ2RU TS,

The distinct binding value magnitude indicates its novelty and that it hasn't been disclosed previously.

YES. [F2)\OBAICHEE LRV B/ 7O0—FIWHNATHDIEMEERERD,
The difference between the two is that the invention described in the prior art document 1 is a monoclonal
antibody which is “binds to protein A”.

YES.
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| Claims, Prior art document 2 and Well-known technology

[35KIB 1 ImAY > /\DEA(CFEET DE ./ IJ0O0—F)Lindk.

[563K1E 3 [563K1E 1 (CEE&mE /OO0 —F)LinAzB3kn 9D, ImRYia
=i s ERES )% YR

[Claim 1] A monoclonal antibody that binds to m-protein A.

[Claim 3] A pharmaceutical composition for the treatment of disease Y, comprising the monoclonal
antibody described in the claim 1 as an active ingredient.

S1TMISZEk 2 Prior art document 2

AIINDEBEADEEKRTHDIMAI )\ DEADT = BEBEHIH ED:
778 A DREBE T DHURIC DUWLWTIFEEEH N TLVRLY)

SN CTULD (M > )\

The amino acid sequence of m-protein A, which is a mutant of protein A, is described.
(m-protein A’s function is not described.)

[E¥N$4ls  Well-known technology

5D INDENRIDIZE. €D I/\NTE(CHT DT/ IVO—F IV Z/Erk 9 D%
mEA&E. B,

If a protein is publicly known, the technique of creating a monoclonal antibody to
that protein is itself well-known.
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| ‘Question5] Claim 1, Inventive Step
AT ATk 2 ROVBAIRAM(C K> CTaRIB 1 DESHEEFBESNE I D

Is the inventive step for the claim 1 denied by the prior art document 2 and well-known technology ?

sEkIE 1. EFE 10

#BE. F¥—TJ—F_Overview, Keywords

[El/ Country

HA

Japan

LHES

Korea

> HR—

Slngapore

A
Thailand

FE]
China

2 arA

Vietnam

YES.m& > )\OBADT =/ BEECH (I FATRANSER 2 TRFTH D,

YESHTIRTHDMIVI/)I\OBANRRIHTHD., mAZ)I\UBANREREZEITDIZENS. A ZERETSE

DCENHEHSHNTHD.
Because m-protein A as antigen is publicly known and m-protein A has immunogenic, it is also clear that antibody can be
made.

INFNDAS > )\ DB T BDE/IOO0—F
JIiAZ 2SI I RMBAEN NI THD CENBHRE CTH D,

Amino acid sequence of m-protein A is known in the prior art document 2 and it is premised that the technique of
creating a monoclonal antibody to a known protein is itself well-known.

YES. BBXIDS 2 )NOE (mIIINDOBAZED) (T3 NMAZERET DI EFIEERICEODTHRR. £
L FHITEROENREE, BRELIOESE IEBESNS.

it would be obvious for the skilled person to make antibodies against known proteins (including m-Protein A).

And in the absence of unexpected effects, the inventive step of claim 1 is denied.

YES. mA > I)\OBADT = JBEEIINC DR DIRFELDTE / V0O —F) Uiz RiE 9 DIz DiFMiE#H s S BCN
HTHINS5THD. BTSYUEETHNETDLSBBEAE IOk EEE T3 AR TH S,

Since the amino acid sequence of m-protein A is known together with the knowledge to produce such a similar
monoclonal antibody. Most likely, a person skilled in the art is capable to produce such derivative monoclonal antibody .

YESHTURTHDIMAI\OBARRITHD, mII\OBANREREZEIDZEND. MAKRZERISTE
DCENPESHTHD.

Because m-protein A as antigen is publicly known and m-protein A has immunogenic, it is also clear that antibody can be made.

YES.BEETHNIE. mI 2 /I\TBADT = JEEERSI (CE DWW TEKRIA2 (R D FA=EER T2 E(EBH,
it is obvious for person skilled in the art to arrive the invention in the claim 2 based on the amino acid sequence of m-
protein A.
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| 'Question6] Claim 3, Inventive Step

FkIE 3. EFE 11

[5x¢f=] 6 ]

FeATHRATSCRA 2 BRI (C KD TEAKIA 3 DESEFETESNE I D

Is the inventive step for the claim3 denied by the prior art document 2 and well-known technology ?

€/ Country

_

#ME. F—I—F_Overview, Keywords

HA

Japan

CEES

Korea

>R~

Slngapore

1
Thailand

HhE
China

NhF A

Vietham

NO. MBI IVIBA LREY ORRIE. AERBECHV D TRVWESNEEDTH 3.

The relationship between m-protein A and disease Y was found for the first time in this invention.

NO. mA )\ DBALTRRBY EDEMRIE. FATRMD EZ(CHEREPOHECRFRHSNT . EL&HBRUN,

The relationship between m-protein A and disease Y was found for the first time in this invention, and no suggestions or
teachings are found or described anywhere in the prior art.

NO. BIBXEROVINE., IEEYE., BEARFTE(FFEEEARDODVNINTHDTE. I/ UBAED
%%&%iit@i@btm@mo

None of the cited documents discloses or suggests the relation between disease Y with Protein A, either mutant or non-
mutant.

YES.CDXDIBBREDHFRIEZRE I DICLTHE. TDFERE/VO0—FI/IL Iz ET D
MRS TLDIZH. ESHHENR,

Even though such claimed active ingredient is novel, but it lacks the inventive step since the technology to produce its
derivative monoclonal antibody has been disclosed.

NO. mB>)IBEA SEERY ORFG. ABERBICEVTHID TRV ESNEEDTHS.

The relationship between m-protein A and disease Y was found for the first time in this invention

YES.IP Viet Nam (3. [VEFRDEE] EUV\VD5EHIE. EERICHREZEES5 S0,

At IP Viet Nam office, the feature “treatment of disease Y” does not bring the novelty to pharmaceutical.
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| Claim and Description

sAokIE 1] mA >\ UEA [CHEETDE/ ZO—F)LindR.
sAoKIE 2] MY\ UEA (CRENICKRSI ST/ JO0—F )Lk,

Claim 1] A monoclonal antibody that binds to m-protein A.

Claim 2] A monoclonal antibody that specifically binds to m-protein A.

[ MFENICHESI D] (CDNTDEH]

AIRHZE CERATND FENCHEE T D] (. ERNDFICES VORI, BB 2
B FUNDODF EFEREN(CH/REURWCEZEKRT D, UIEMh>T. mP > J/NOEAI(IC
BENCEESITDEE. MAIV/I\OEBAICEVEHRIIETESE L. IVIINJBAIICIEEENIC

wEaURWCEZEEKT S,
[Description of “specifically binds”]

As used herein, the term “binds specifically to” means binding to a target molecule
with greater affinity, but substantially not binding to molecules other than the target
molecule. Thus, “binds specifically to m-protein A” means binding to m-protein A with

greater affinity, etc., but substantially not binding to protein A.
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| Quest|on 7] Claim 2, Novelty

(5% 7 ] 553KIA 2 (FFeATHAMGmR 1 (S U TR ZB L TLEIHY,

Is the invention in the claim 2 found to be novel with respect to the prior art document 17?

BIE. F—TJ—F_0verview, Keywords

PN YES. MFENCHEE I D] CEEBIREE [V )DEAICHREREG LRV CEZBKRT D EFREIND.

Where “binds specifically to m-protein A,” is understood from the description to mean “does not bind to e.g.,

protein A,”

YES.5B3KIE 2 (CEE&NIEFRBAIE. [mY I\ OBACHEN(CHES I D] E/0—FH)LivikTHdD., [4

CEIES 2INOBAICEEUIRV] EDTHD.

Korea The invention claimed in claim 2 is a monoclonal antibody that “specifically binds to m-protein A”, and “does
not bind to protein A”.

YES. FRATHRAMIXBALDTNAKR(E. 2 /I \OBADIREZEH(CI DITHIC. )\ TOBAEEREBR(CHEES

Japan

S HR—IL
Singa/p\ore L2570,
The antibodies in Prior art doc 1 must substantially bind to protein A to facilitate its detection.
YES.Z53KIE 2 (CEe&HDE/ 7O—FI)LiklE. I )\ DBAICHEE T D ERL [mBP )N IBEAICH
e 7 =PAN
Thailand ﬁE(L%DEIa_%J o
The monoclonal antibody mentioned in claim 2 "distinctly binds to m-protein A" without binding to protein A.
YES. TmA )\ OBAICHENICHE T D] &(E. mI 2 I\OBALSNDS > )\ DJE(C(EHES ULIRL)
hE EWSEIRTH D, FITHRINXEL & (FERD.
China Novelty of the invention claimed in the claim 2 is not denied with respect to the prior art document 1.
“Binds specifically to m-protein A” means the antibody does not bind to proteins other than m-protein A, so it
is different from the prior art document 1.
e [MRRNCHEAT D] CWSAEIERAELEISND. TR, FREIRRELT
Vietnam SN BTN 5 5.

The term “binds specifically’ can be considered as a vague term. So novelty may be still denied.
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| ‘Question 8] Claim 2, Inventive Step

[5%[E] 8 1563KIA 2 (FFe1THRANSIHA 2 (O U COESTEZB L TLDN,

Is the invention in the claim 2 found to be Inventive Step with respect to the prior art document 27

BZE, F—7— R _/Overview, Keywords

HA

Japan

e

Korea

> 2 HR—

Singapore

> at
Thailand

F[E]
China

N BT LI

Vietham

YES.m&Z> )\ OB A ICHENIHEE T DTAE T IHICE. I /IUBALDEMEY >V /NIBA ([CELIEET DR

RIBTEENEETS. COLIRTIRG. MI/ITEAEKRY COBFEEN> THHTITD @HMTISN3) ©
DTHD.

To obtain a monoclonal antibody that binds specifically to m-protein A, process of selecting an antibody that binds more strongly to m-
protein A than to protein A is necessary. Such a process is only attempted (and motivated) when the relationship between m-protein A
and disease Y is known.

YES. SeiT78iisaimt 2 (1. KDFINMEOS A EEIR T 38>, BRI /(UE (MY )\UBA) ([TEENICEES
DT/ OO—F)LTAZEIR T 3N ECEH AL TLVRU.

The prior art document 2 does not describe the motivation to select an antibody with greater affinity, or to select a monoclonal antibody
that specifically binds to a mutated protein (m-protein A).

VO ZEBNECHENRIWMZRIET D &3 RiTSEOEREN TS D, FEREERBSI )\ UBZXBITRI L
NEDENTHS.

The generation of antibodies specifically against a mutated antigen is within the common general knowledge. It is a common goal to
differentiate between wild type and mutant proteins.

YES.5eATHMER2(C(E. KOBIMEDB U \iAERIR S SR>, m& >/ \(UBACHEECHE T DT/ VO0—FILE
IR SRR FFR AL TU VRN,

The earlier document, Document 2, doesn't detail the rationale for choosing an antibody with a higher affinity or for selecting a
monoclonal antibody that distinctly binds to m-protein A.

YES.m& > )\OBAES ) \UéAd)}nE’F%Lb‘ BUL TV ENS, mIV/\DBAICHENICHEEI ST/ JO0—F)L
FREZIU——>I U TEB3TIRE. 2<OBNEETD. COLSIRTREG. My /UBAEKERYEOBGEELST
WBZECDHTOEDTH D

Given the similarity in antigen structures between m-protein A and protein A , the process of screening and obtaining monoclonal

antibodies specifically binding to m-protein A requires lots of efforts, Such a process is only attempted when the relationship between m-
protein A and disease Y is known.

OlZ&7/2 L No answer
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| Case?2 : Patented Invention - Antibody Medicament

{RABEH 1 D2 B  After publication of virtual case 1

CmIIIEA S m- -proteinA > RE (17X /BRERE) BRAT,
17 JBEZER /1-amino acid mutation

> Mutatlon (1-amino acid mutation)
causes m-protein A to aggregate
and cause disease Z.

m protemAb‘&E%b &8 Z & F

a > EAULETAR (/0073 —)Uin
&> )IHICHT Bk &) 1. m-proteinADEFEZHE
Antibody of m-protein A L. BEEZHEM

> The injected antibody
(monoclonal antibody) inhibits m-

[BNR(ICDNTDEES] TR ZNMERRY UMY )\ DEBA LBEEL TS EFINETAHI

SNTUWVEM DTz mI > I\TE AR,
J2EERX D

[Advantageous effect of invention] It was not previously known that disease Z is associated with
disease Y and m-protein A. The inventors herein were the first to discover that m-protein A is

associated with disease Z.

protein A aggregation and
alleviates disease Z.

REZEEELTWDCEZRIICER L. BN
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| Case 2 : Claims, Prior art document 2 and Well-known technology

Jinl

[(EKIE 1 ImA > /)\OE A CHENICEE T T/ 70— )Lk ZzB5 k70
E9D. FEIRZEEREZERYD.

[Claim 1] A pharmaceutical composition for the treatment of disease Z, comprising a
monoclonal antibody that specifically binds to m-protein A as an active ingredient.

S 1THlSZEk 3  Prior art document 3
{RABZEH 1 DRSFEF A TR

Japanese Patent Publication for hypothetical Case 1.

B4 (8i132) Well-known technology (Premise)

TREBY EIREBZ EDBELREME (IS TUNELY,
There is no known association between disease Y and disease Z.
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| ‘Question 9] Claim 1, Novelt

[%fE 9] m& > /\TEA (CTHEN(THRE I DIMAEKRUENZBND &9 DEFEMBRR AT 3 (CEoEk
SNTULDINS. FBKIE L [CRDIFEBOFREFTEESNETIN ?

Is the novelty of the invention claimed in the claim 1 denied because a monoclonal antibody that specifically binds to m-protein A and a
pharmaceutical composition comprising it as an active ingredient are described in the prior art document 37?

#ME. +¥——F_/0verview, Keywords

HA NO.JRIRY LI Z (38 T DR Chdicsh. MEIEERARDOEATIEET 3.
Japan Since disease Y and disease Z are different diseases, they differ in terms of pharmaceutical use.

CE{ES NO. SETRMSE3(CIE. [EEZ] ([CET3IBRYREBIIRYZS30\,

Korea In the prior art document 3, there is no teachings or suggestions are found with regard to ‘disease Z'.

o YES. R2BZDAER] (X, BEDOHEHEZEERT DCITT. FHEDOHRZEERIT DEDTIIR, #HDHE
>2AM—IL —THnE BRELEFHENS,
Singapore “For treating disease Z” only defines an inherent property but not any specific use. The claim is anticipated if the
composition is the same.

YES. TEZERAY] RO TmY 2 )\OBAICREN(CREE I 2T/ IO0—F)LiE] ELWSEEMNERESNT
et WBTENS, FRELGFRENZEDEEZZBSNS.
Thailand Given that the attributes of "pharmaceutical composition” and "a monoclonal antibody that specifically binds to m-
protein A" are disclosed, claim 1 is considered anticipated.

YES. EEMERIIN B —CTHhNIL. FITRME3 ([CZERRTaBE CE D ENHRTINTULRLS TE., BEH

P (CZIRIRDEEICAWND ZENTE S,
China If the pharmaceutical composition is the same, even if the prior art document 3 does not disclose that it can

treat Z disease, it can be objectively used for the treatment of Z disease.

NhF A

. [01Z 73 U/ No answer
Vietnam
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| ‘Question 10] Determination of novelty of the second pharmaceutical use.

[5%fel1 0] FELDFEKIBEIE_EZEREFREBE LU GrREZELEIN ?
Do the following claims have novelty as a second pharmaceutical use invention?
HIE  FUAX([ERFNT. ENZECEZERESLRIITN,. Z8FEEE U TEIR ST TLVRU,

Assumption: Antibody X is publicly known, and pharmaceuticals containing it are also publicly known,
but these are not known as a Z therapeutic drug.

e : BAX | BE |svit-n| HA E (XM FA
sAaKIA  Claim : : : .
Japan | Korea | Singapore | Thailand | China | Vietnam

1. IRBZODEEICERT UK
Xo
1. Ant|body X for use in NO. NO- NO. NO. NO- NO.

treatment of disease Z.

2. MAEXZESORBZDEEH

FEB%YD o

2. Composition comprising YES. YES. NO. YES. NO. NO.
antibody X for use in - - -

treatment of disease Z.

3. IRRBZDEREICH I DIARX
@@Fﬁo _ _ _
3. Use of antibody X for the YES. NO. NO.

treatment disease Z.
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| ‘Question 10] Determination of novelty of the second pharmaceutical use.
[5%fcl 1 0] FEacDsERIAFIE_EEMAEERE U CGRREZBLEIH ?

Do the following claims have novelty as a second pharmaceutical use invention?

HIE : A X (ERH T, ENZEOCERELIITH. Z8FRE UTEFISNTLVRUY,

Assumption: Antibody X is publicly known, and pharmaceuticals containing it are also publicly known,
but these are not known as a Z therapeutic drug.

SZRIA  Claim = * ﬁ@ UHR—IL . &I“d-l\

Japan Korea Singapore ' Vietnam

4. IREZDEBEBEDIEOHDERERE LT

DIUAXDIEH .

4. Use of antibody X as a —_ = NO. NO — NO.
medicament for the treatment of

disease Z.

5. IREBZZEBEITDCOHDIAXZS

OEFEBRYIDEEHE.

5. Process for manufacturing a

pharmaceutical composition YES. YES. NO. YES. NO. NO.
comprising antibody X for treating

disease Z.




HDORESTETNWEULE
Thank you




