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R B XEEEZ AL TEDLT, — RIS RICKDG
5N57, BLETEICBREHE—OREDE DN RS
INB, DD, Ky TEEFHDOGE. FeFHMEGREME
DEITHEINRT OREEN IR B0 H TEIFERN,

—Ji. INAFXEEFOENK G2 T EEEDESIC
DTENIFFICREEMEMEZELTHEY., B
PaZ PO MRS E R 2B U TAENc K EbEE NS e »
SN DB, TOXIEFMICKD, NAAEIEFEDOER
B, 72/ BRYIDNE—DEDTH -7 LT, Hid
SIS THWC R ZMEOLONEEE NS, TN
MELY 3V 7 TEINNA A EIRFADZFEBIC DN TIEN
AF T TIT—" FLD EMENBFTLLTHS,



(=51]

{EFERERS
B TFALEM

NMAERS
BAFEIVIE

fEF & aTaE

{EFEmNERE /T olhE

-
> (RIS 8E)
> B{CTFHERARSTE AT TERE

PSR DHERNL T DES 7% TH)] ITIRZDFEIFIANRZ D
HBIC RO EENBRETHBI, DD B LORE
TR Z B NA K EHENCD VT, AR FIESM DG & D
FNTH MM DREZ LR ETRIE I 272 TR
DT ENIZWGENH D,

KETIE 2017 FFl2, 71— L ERREN R RBID A DM
HEh, #lENREIhTOiah >/ Amgen ¢E{RA DL
HRFFFICDWT, KRR AT (CAFC) ARl
fF (Written description requirement) Z 78 LW &R
U7 (Amgen v. Sanofi, 872 F.3d 1367 (Fed. Cir. 2017)),
UKL, KEREFE FRRICHE N RFE SN T ED >
TG D HARRFFFCOWTIE, WEF 12 HICHIM &G
W (AR, UR-PEALWVD) ZFRETEHEVIE
OKEE G EWOHRZ T Uiz G @ ECERL 29 4 (17
4110225, I HOT R 29 4 (1777)10226). %535,
KETIE, TOBMBTOREREFICHBNT, FFAICEKD
Written description requirement 78/ & DWW FENT
B, ARHER RCTHIRIEHEE L TR,

AR TIEHKROF BT 25 AT OEN RS L
DD, D BHAROHN EECHIRZ G %,

#2 BEROYR—FEHFICDOVT

HAR DK FFE 36 5645 6 THEE 1 51d. Kratag RO
PHORLHA THRFRF2 32T &5 &9 2 FEM A FEIH OFEM 72 55
HICRLHEL7cE D THEHL] LOEMITHAETEHEDT
BIHNEERSBEVEHEL TV, OB, BHZR
9 B REE LTS M2 59 % &S Kl B O fiie
ZHRTHHEL LT, YR—FELIFEN TN, &
FENCB AR D EMEDH D, KETI& Written description
requirement, BRI T Support requirement 7&EEFrE
TWBM, HIREEXSET LTS,

HATIE, e REORED TOERRHMHFICH T

TMT ANNOCIALEN NOWNIOULOT

A LIRLD XS AR ENTHB T T, YR—
FEEKIZFDNENE VI EIIBEHBEFEEL TV
M. K 15 FFOBRBERBESCEL TR 17T HF 11 A 11 HD
KM SRR CFRR 17 4 (7)) 55 10042 5,
WO TOVLFHE) ZRE LT, FEREICRDFE
BHDSFEIA DOFEMZRRHAIC I W T THRIADIED IR TES
TERYEBDNRMTE RIS NIHPA Z /A%
LD THAEME MRS 2T T R—NEFOFE D
FEMNTHIBI ENSEBICEHEIN TV S, FlZE, R—
NELEORRIE LT, (EAYIOEIIYIDE T BHEEE - Rk
L L Z O OMEE & DOBRZ PR % T & SRR i o B
DFEINTDOWVT, FEREITT THER ORI RIS
LCh, aiRIEICRZFHOHIPAE T, FIHO MR FH
ICBIRENTZNBZ LR RO LRI TEZ WV ARV
Bl WRENTVD, HUkKEREDINAFBEFEHICBNT,
TOXIRFERNCEL Y 3 2 A e R— MR R, R
FERROFPHICEC RO FEIHE O LLEE T, Z DOFEIHDOEF
LR BREERDTREFIH TEN UK RIS TH S,

HATIE, JURORICK > TEANTIES NS HifkIC
DNTIE, FiEDPHFHTIZAHNE, THIFHA LHEETS
FiA Xo ) OXIIT, FEFFREROHPHIC BV TEEZTUA X
ZRET 2D T AL, MEMICHIR A ZR0E T 5 HKBEN
RHENT VD, —DOHENSELNLTUAN —DTH
NEPIREZRFE T NIV T THEH, FEISIZFRT
iz O T BRI OTIANEONS, COHETE,
FHEHNCBNT FBER THEHADIB—D (x1 £95)
OMPEEMF TR T UL, x2, x3 &7 fthd Ff
WEZ O FEFNCEIR LR TE. TNSOH AL B L
& x1 LRROBEEER T 5720, EidERICES T 5Ll
TYR—PEMREREEINDTEIFITTR,

DD, HADIHBICEBOTIE. FEHOIEMERENSH
HORED RN TEZ L Y EENEHRTET T AT N,
TR CTHIHOEMNF 22 HAD —DDHRENT
7z LTH, HEERHICETEL TW i o T2 Z DO AL T
WETBR5MD TR RDENG S,

%3 KEDWritten description requirementicD
WT

KERFFHE TR, HAROYR—EF L b E N TR
Jéfhg Written description requirement {CDWCTLL FD&
BORESNTWS,

CHTMIE &, sede. WINE, f H D LR IC R -
T, #EPKRCZOFREWZEE, B9 2 FEKRTTED




FHHZ Z ATV ARTNIE R SRV ([thhe specification
shall contain a written description of the invention ... in
such full, clear, concise, and exact terms as to enable any
person skilled in the art to which it pertains ... to make
and use the same ..)(35 US.C. §112)

COLEMIANK, FRFEEMZ T DEFTH-
T, L= LS A OME ISR RSN TV 2RO EH]
TNEVELETHHTzh, 1997 4D Eli Lilly FIik (Regents
of the University of California v. Eli Lilly & Co., 119 F.3d
1559 (Fed. Cir. 1997)) LI, Z7L— LA S H1 D S4fIE
ENTh 2D, FER TRENIFEAICOWT,
Z O MIBERICEEFNA ROV TEY) R A2 RD 5T
BOWILEEND RN TEoTe, T DFHEIZRIE R A
% (MPEP) IC/RENTHD, AN L—LENTFHEYZ
HIFEREIC TAlRF) LT\ /=C& (applicant was in possession
of the invention that is claimed) A ELE Jé"hgo

FRCHUAIC DL TR, MPEP IZ35U) T "newly-characterized
antigen test" EMHINZEEDERIFIEL THD, HUHOKE
i, Al e, EIIEEZ RS20, FRtLTh
5% R D U, Written description requirement

FEREEN, HADEKSIZ THiH A LHETHH A X &
3 &SRB TUE,

B4 BROBECKE)

Amgen tEV8GE RSS9 51 PCSK9 Hifk, Los—4 (T
Aur<7) & LDL L AT a— L RE ORI &L
CHEERKEZ RIS 2 T E T 5 PCSK9 (Proprotein
convertase subtilisin/kexin type 9) 7 BEIR 0D m B
PICHE ST 5T & T, PCSK9 O LDL SZRAENDREE 72 )
#|L. LDL L A7 10— Uiz kbS8 23/E%2 A9 580D
TdH%,

(@52]

LDLOEDAHHUEML T
MPLDLAL R FA—ELETFT S

Fiam
nd LOLEBHBURFER0
FWIcRD. LDLEMERT S

‘\

Sanofi #£5&, PCSK9 &4 &L TCLDL AL A7 —) L%
I BE/ IO—F)VEk TV yE (TIarxT)
ICDE S —TXb kil 232, 8idlikoez LT,

2014 4 10 A. Amgen thiZL/3—HICBIS 3 [FtH R
DR HEEINIE ERULTT IV M2 8LERET %
Sanofi 157275 £ 7 T E R Uice D2 RET
DHL, {ZEM7% US. Patent No. 8,829,165 D7L—L 1
ZLL MR,

THEEenIzE /70— ik TH-> T, PCSKI ICHE S
L7z % &, S153, 1154, P155, R194, D238, A239, 1369,
S372, D374, C375, T377, C378, F379, V380, X S381
DEHDIBEDVIREE 1 DEHAE L, PCSK A LDL %2
ARCHET 20TV TS, £/ 70—V, |
(An isolated monoclonal antibody, wherein, when bound
to PCSK9, the monoclonal antibody binds to at least
one of the following residues: S153, 1154, P155, R194,
D238, A239, 1369, S372, D374, C375, T377, C378,
F379, V380, or S381 of SEQ ID NO:3, and wherein the
monoclonal antibody blocks binding of PCSK9 to LDL-R)

ZD&Si, Eid Amgen tHREHRFFCE /L —L 1 12tk
ZHUAFADREEDREE SN TR o7z, Sanofi #51X[F]
F¥FFAY Written description requirement # K % TH 5 & K
AL7cbDD, TOTRE—HFHRTIRIBISN T, Sanofi
f5iE TNz A HRE LT CAFC Ik L7zAG R, CAFC &,
|5t newly-characterized antigen test AVRERFHIE D "quid
pro quo" (Fiisca, DFb, RHILHEZOMNELLTD
RERTHERT ) 1T/ UTED, RIS T LT0ah->
TeHUAIC DUV T Written description requirement 7 1if7z
TRV EHIWT LTz, Z D% D AR TILERT# B0 Written
description requirement 78 & WS 25|z FLTE
D, FEROEFMEHEINSLIATDHS,

85 BEXROMEAX)

HATIE, 5 Amgen #LIRE OXKEFRFFFICHIGT 5 &
WA S HARDRFH 5705288 5 K U4 5906333 5 (LU R,
COISHRRRT ) &0 D) IS LT, VR — M i %
4% & LT Sanofi tE KO RN HEE RN G ENTZEDD,
RIIEERETHERFRIA DN 2 d NIz, AFERIE, Thz Rk
LT Sanofi fEWVEIRIGHZ KDL DTHO, KETOD |-
7l CAFC Hlik7Z2321F, FUARRFIC DWW T OV R—FEED
M SR B W TEDI I E NS M EHEN TV,

ARETIE. LEERIGRFEFOS B, REEFHS 5705288 S
BB E T 29 F (177)10225 IB T BRI



ZWERd %, £9. REATHS 5705288 FICfR AT IR DR
KIH1T B TOEEOTHS,

[PCSK9 & LDLR X /A7 EH DG 72 HRId 5T EMNTE,
PCSK9 & DFEFICEIL T, BHIFES 49 D7 X/ RS
LB HEHA A2 ZOEHL, IIFES 23073
WElly 0 575 B B EH A 22 i e & SR 2 B ik e 35t
B9 %, Hicnhize/ra—huiik. ] (LU, ARIOET
IEFEIH 1 &)

AHRTIEFEH 1IR3 PRI,

) PCSK9 & LDLR XAV EE DSBS BT LM

) EFHERHOMENRE SN RIUALBE S 5.
EWVDKDIT KE L FIERIC THEREMIZRET ) TREES N TED,
T ORIEIIFFESN TV,

JR&TH S Sanofi #Lid, AMFRTIEFEN 1 A THUADHE
HEZRE T BT e A BRI W URHE (MRS SRR KT T2
IPUAL DA D) DOIHCKS>TEREINIRIATH 5720,
XE EHblH o) HMEDI KT BIR W U O AZ
B8] O R—FEFIGEA LRV E TR U

UL, &G LT OEBOHIRL T, i
DERZBRIT T,

FFE DR AR M2 AT 55213570, ZOFilk
OkE (7XV/BERLY)) ZH5MCORET 2T EMRZAT
HBHEFVAT, MEHE. FUADT I /RS 2SI
et AFHMEORD S, AIFETIEFE 1 OREETH
ROFP GHERIE 1D ICEENLZIREUAL G 2RI
TEZR6N2E DL TEHEDEREDHNS | (P
FEEHICKD)

DED, KREIZBO TR TATFE LTWiah-o
7z& LT Written description requirement % 78 /& L7z &
HlrE Nz, FhEHNc BAARMICRCRD HWHUAIHI DWW
T, A EHRRE Y R—MEMF DR ZRO DI TH S,
PZHRTEMASNZOE, DEEFRE L AFME O
LS PR 2RO NZE DL TE 5] LORIEN D
HSMEEIIT, FTIEFRMH 1 IRETUADELE /7 IEICDN
T, BRI A D AR T RE A R ISR S N T e,
EWVIRTHA,

JRE . ARHETIEFEH 1 2 ETHRLN S X5 R HRER 7%
ZKHNCEBHUADRHEICDWT, [REN TRV FEH
CDOWTHUE R, PER AR FREAE T 2T EICED, K
FHEDHWTH B PEREDFEEZHE L. FraFlEO/BEFIC
[ BHENECS] LE TR, TOXIEBIRICD
WCEHIM SRS TAMETIEFEH 1 OF5RIEOGIEIEAIC
EoT. FHEDBRBES HRFHEDHIN TH B FERDFE

TMT ANNOCIALEN NOWNIOULOT

E2MEHL, FRFHIEOBEICKk T 2FHEZHEVITE
LTERV ELTREOTRZIRT 2,

86 miklc

Written description requirement i D W T,  HFEREIC
HEADY THTHRE LTW RIS DWW T DO HHEF]Z 3R
ZLWVHEZIFKERFREICHEENTZEDTRL, HLXK
TEHGRE FOEDTH Tz, KERFEFREITIE. CAFC
IR DUAG. BERE R 7% R B CREE T N7z F8BH 2 Written
description requirement & & U TS %5 Z L1311 IE 7%
mofeld, FHTRLIRGE, BREr AR RIE CTRESNZLS
2 RIS DU T — 1T Written description requirement
LIS B 2\ ST LA Y) o 7o

—J7. HAOHM@SEIE, BAENAERBITRESNIh
RFERA DY R— M EA TR R 23, 1ERDIHZ W DIEHE
R 2¥ikz FLiz, 272U, 1ERBT AL ORREICK
THUAZRE LT, Hﬂﬁﬂﬂéqﬂ'@bi%o){’ﬁ)ﬂﬁr%@b
TIRBENBTHAIHTUKCDNT, AVV—= 2V JiERE
DEGET 2 TR T B TED AR TH %,

RN T E S DREET MR DR 2 R 3% T L 7 <FF
AfENTVAED, YR—FEFICBIL T, BUNICZ SA A=
THINCOWTILSHERIERD 5LV S EH DS, K

A3 SAF =7 R DY R— MOV TD
BERRVEDD, DL FUAFIICBELT, ARET
IEFEH 1 DX SICIRWHER 72 588 2 F2H5 I3 K E KO & N
IGEWEWNZED,

KE DI HFERFIC AL THrRE ) LTWIehifkic

‘Db‘f@?ﬂ@ﬂ% 2DHBHEVHDIE, FeFEMA—H—EEB

v FRODIEOARY F v —RERRACE S TS T
Eﬁbb‘%}i’(ﬁ%@ FERBTOGHEREOHWI R EZS L,

IS DOEED R LZ IR LI,
PLE

1) http://www.jpma.or.jp/opir/research/rs_071/paper_71.pdf

2) ENEZRESEERRAENEDBIER

@) BIZAE N FEEROBIRDE. ZOBETET7I/BEINO—RIEEICLVIFETEZ
EHRIRETHAY ., TDIGE REBRRIBES ICLEEV LB 55,

(4) RETIR.BHEEMHEL T . enablement requirement&written description
requirement?®Ef5h BAD KA BEB &Y R—EfFEZh ZFhattkdndzer’
EZ9N

5) FRINTFEIBI7THICERETHAHAFRICEVTT LY DOEIEFEREBRT IR
whEh:(RRLBFR29%F(7)16468),

6 BEADOYR-IEHTR FREOBHEOBHRTHRESLTVEH KEDWritten
description requirement Tl BAE DR HICEHTIEHLL TREISN TVDI AT K
BIZIER— DB TR,

7) "to satisfy the written description requirement, an applicant must convey with
reasonable clarity to those skilled in the art that, as of the filing date sought,
he or she was in possession of the invention, and that the invention, in that

d




context, is whatever is now claimed. "( MPEP §2163.02 Standard for
Determining Compliance With the Written Description Requirement)
(8

"disclosure of an antigen fully characterized by its structure, formula,
chemical name, physical properties, or deposit in a public depository provides
an adequate written description of an antibody claimed by its binding
affinity to that antigen, if generating the claimed antibody is so routine that
possessing the [antigen] places the applicant in possession of an antibody"
(MPEP §2163(II)(A)(3)(a))

(9)  https://www.pcsk9frontier.jp/repatha-profile/mechanism/
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TebZ iR 2 CTOET, # USPTO BEICKBHEHRIC
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NTHEL, ZO—RELTSE 1 H 7 HICRERER DR
DL T 2 LWHA R A (LUR, "HHHAR A )
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PRODUCTS AND PROCESSES

SUBJECT MATTER ELIGIBILITY TEST FOR

ESTABLISH THE BROADEST REASONABLE
INTERPRETATION OF THE CLAIM AS A WHOLE,

Step 1
IS THE CLAIM TO
A PROCESS, MACHINE,
MANUFACTURE OR
COMPOSITION OF

Step 1 : EEFERIC
ZHITI3hED

A58 M ____ CAN ANALYSIS BE
STREAMLINED ?

Step 2A
IS THE CLAIM
DIRECTED TO A

Step 2A : FERMFISHC

LAW OF NATURE,
A NATURAL PHENOMENON
(PRODUCT OF NATURE),
OR AN ABSTRACT
IDEA?

Step 2I

DOES THE CLAIM

RAWNTWSHED

Step 2B : FEHAE >

RECITE ADDITIONAL
ELEMENTS THAT AMOUNT TO
SIGNIFICANTLY MORE
THAN THE JUDICIAL
EXCEPTION?

MATTER UNDER
35 USC 101

@ @ — > THE PATHWAYS TO ELIGIBILITY

I "B IhED

EEEEEEEE SUBJECT
MATTER
UNDER 35 USC 101

M7 A—ICDEEL TR ZLOBRTHRH SN THOHE
TOTHMAEHIRF STV EEEETH, 9, X
T T LIZBWTUINRI L—LOEEN, HE»OH
UTE. B, BLEY SSHERE, R ATEN
TE2HMTHZ ) CEETE SRS T 2H0EN) D
HirEhxd,

ATV T 1IZBWTHE (Yes) &HIFEhinuX, A7
PAICHBWT, SR L— LW REREISS (A%RERT (ow
of nature), H#AEI5 (natural phenomena), I ST
7477 (abstract idea))) IZ[F 5Nz (directed to) &
DTHZOEPDEWENE T, YA TYTICT, JL—
LA TEMEIL) 2T TIEEN (No) LTS
NIUET L —LDFEITOWTHFFEEED RO 5N E T,

—Ji. ATV T 2MICBNTHERIL— LA BERHIS
Kb TV HiE NG E (EEHIE : Yes), &
BICAT T 2BICBWCHFES 2 H 3 20 & (7
L—LDOFENREHN Y LT e G 208G AVl
EINFT, BARMICIE FIRATY FICTREIL— LW [
PN IENCEEZ % (significantly more) JENIORERKE
FErHITHhEN DHEEN, eI —
LD OWTREFE DGR O N, AEHIiEhn
E7L—LOEETOW TR D S ESNE T, fi
ZX, aVEa—2BHERATIE, JL—LDOFEN ATy
T 2A THIRNT AT 7 GEMNBISND—D) T2 LIk
TN, B, AT v 2B TYZL—LWERNBI 2@ HIC

HBABHDBMOMKERZHLTOEVEHEIEhN
3, ZL— LOTEOREHERIED T E SN T,

B3 HAMZVRIEBEER

WA Z Y ATIE, EELTRD 2 DOHMZEEKT S
TeDIHEHID ATV T 2ACEEZMATEDE T, H 11,
HHA R Y ATIIATY T 20 BV CHIlrENg EME
S, BB, BERERT (ow of nature). H#AHIS (natural
phenomena). X571 77 (abstract idea) @ 3
DOATIAV—D5E, HIRNT A 771 OBERICDNT
T DX GHEIPHOHIEILANENTEOE T, H 21, FiH
ARXVATE, [T L—LNERBIINCIT SN TV ST
ICDWTHIB OFEDHIEICENTEOX T,

BURIICIE, DURICRURENA KD, Hili A XV ATl
WRTD ATV T 2A D 2 DD ATy (two-prong) 1Z577H|
ENFELiz, &k, 7uo—LF A7y 71 KU 2BIZDEX
LTREHEINTBOEE A,

24 HE@DOAERNCHIET 2 70— il A7 7" 2A
EIRDET, HINARXVATIE, ATy 20 %, LITFD 2
DA77 (two-prong) I EILTHEDET,

MO PRONG ONE (a7 1) : Z7L—LH REMEIS)

25 LTSt zllrd 2 A7 7
@ PRONG TWO (Fm>7 2):7L—Lh BERBII .
ML ORI JSH  (practical application)
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SUBJECT MATTER ELIGIBILITY TEST FOR

e s
”

ESTABLISH THE BROADEST REASONABLE
TERPRETATION OF THE CLAIM AS A WHOLE,

(DB (E) — e ranmare 10 cuaswny

The claim is
not directed to

Claim Qualifies As
Eligible Subject
Under 35 U.S.C. 101

REVISED
Step 2A

PRONG ONE
Does The Claim
Recite An Abstract Idea,
Law Of Nature, or Natural
Phenomenon?

a judicial
exception.

PRONG TWO
Does The Claim
Recite Additional Elements
That Integrate The Judicial
Exception Into A Practical
Application?

Matter

IZ#ier (integrate) 9 5BMOMNKERZHT 20
m ZHWrd ATy

PERTORA T T 2A Tl&, ZL—LAH TEMHISR 1
FHENTWASN G EN DI L, #Filem ATy
AT . Tav 1 ey 280 2 BT L— L E
IS IS BN TV END RSN ET,

9. TRy 1Tk, ZL—L0 TEMGIS (BRE
R, BRBIG, XE, WBEM7A77)] Z5IHLTWSD
ShHENE S, Ihbb, Tars 1k, JL—L
MERHIC A SN TWIRWT EDPASH THBLEEIC,
e E 2R Z LN ED T,

WEHWICEBWT, 3DDATI)—0D55 THREH
MO TEIRBISG) 12O EE LU TIIMRTIORENSZEHITH
DER o —J7. FIHAXVATIER, THIRATATT71 O
W52 L FDXNTT V=T, Z DOxt S OBk
ZX->THOET,

i ) ?&%E’Jﬁ/m\ o
u)A%@ﬁﬁ%%%kﬁ%ﬁﬁ\
i) KT,

Thbb, Tary 10T, RN 7A4770 12D
WTE ERD 7 )V—T =5 T 20 G HIiE N K,
Ty 1BV T, JL—LA BEMES 2SI L TW
tz:w cHwENGE No DA 1Kid. HikrZL—L

FRCOWTHIRE N RH SN E T,

DEIC, Sayy 2Tk, Sars 1icBnT 71— L4

MERBIVZG L TWA) RlENGS (Tary 1

BT Yes DIEE) 1. 7 L—LAICIEMNHFIS LA Ot
DOREREEN T FENTED HD Y% E D E B 2
FEHAMISHICHAT 2D THEh AN ENE T,

Ty 2IBWT, [ZL—L0, “ENFIN 2, Y4
LI OIS (practical application) ICHEE
(integrate) § 2EMMOMMERZET ) L 57dHIC
. BINORERESR GERBISN LN OMRESR) NTZ
DB B DEN, BEDODHDIREZIENFIINTIMA TN S
CEMROLENTEOE T, KHWITBWT, Z7L—LAN
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