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Warner-Lambert (&, BUMN4EF (RE) 5506413305
BRUEEE 0934061 SDREFEE CTH Do

INH2DDRFDDSHE. 80641330 SERERED
EEH (TUANUY) [DVLWTORFCHdETD, 2013
F£5/8 17 BICFEHEG T £18oTWD,

—7. £ 0934061 SlF LEEEEMDE_REFAPRETE
LTHEHRLTED, Faed2D2Dob—AL (RARABT —
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Claim 1. Use of [pregabalin] or a pharmaceutically acceptable
salt thereof for the preparation of a pharmaceutical
composition for treating pain.

(RER : EROBEAEREBRYIDEREDCHD T LA/

VRFZEDEFHICHFESNDIEDER)

Claim 3. The use according to claim 1, wherein the pain is
neuropathic pain.

(IRER : RIECETEI T HREEMRB ChHd. FKIE 1 [CH

DfER)

Warner-Lambert (&, £5EE0 L—LA 3 TH/N—ENDHE
EEHREDEN. BEOLUEFEARESE (GAD) ICD
WCDEEIRFTARZRZ (T, N5 3DDIERICDWLTDRIEE
AN XEICEH UICD AT, “Lyrica” THEIEC I AN
D> 78575 L CL T,

ftm. YU v IEERAEHTHD D Actavis &,
Warner-Lambert D _EiE8 “EEARFSF (550934061
=) DU U—LTIEFAN—ENTOVEWVMER THDBEEB KU
GAD ZaE T &fcpDI T woDTOHNU VKT S
RFEAGRZBIC DA T, BHEOKLU GAD DHENT HAF
“— - IN)LEMFUT, 201542 BIC “Lecaent” 5dH
BCYTRU Y IHBZERTF  Ulc, 8. Actavis (. BIE
EEERICWLTCH, ‘Lecaent” HEREEMHERBDAEICD
WCEFTA VAN TVEWLWC EZHS5ETL

ERERIEFTOH/\U > DHEDH 70%7%Z 58 S fcsh.
Warner-Lambert [&. Activis DI T XU Y IRRTHD
‘Lecaent” 7. #RESHRBOEEDICOHICERMDIT L
e OEFEMARER UIch 5 s ZriRUT

ZDfzH. Warner-Lambert (&, YT RU Y IHBTHD
‘Lecaent” P EERAFZ— - SNVICEEHSNTOLEVLAR
THLHHRESHRRBICHERTIEECHD CEZIEHIC. 5%
‘Lecaent” D515 0934061 SZEE T HE UCHRLE
BReUlt. INICHUL. Mylan KU Actavis Sl 1555
0934061 SOEWZFR LU CERELZIZREL CH DT,

[HEESEEYR([2015]EWHC 2548 (Pat)®)]

HRH 2015 9K 10H
=

$|ZE © Arnold

Rt / #& : Warner-Lambert Company LLC

e / R&  Generics (UK) Limited (Mylan),
Actavis Group PTC EHF,
Actavis UK Limited,
Caduceus Pharma Limited

[HERlDBEINMEICDNTI

Arnold #IZ (&, 7L —A3(CDVTIE. EBEEMEREI
R R R MR & SRR RIMERRBICHTEL TER D &N
MEBTHDEURDIA T, PREMEM(CE U T—RRAIEAE
ZHEI DTG FOAGIRMEZFTAICHER. TUAIUVAK
HEREMRBICH LU CTENCHDEZ [Bosbo L]
EERATcEUTH, PRHREMERBEICH U CHBEWN Chd L
FCIEFBZAIEWVNTHADND. BRSNET—h6ld. TU
HINY DR R A M REDREICEN Chd EHEENE
ENICFAT S EFRAIgECh D EER U,

Arnold ¥IZE(F. LEREICEDE. U U—LAIDFKEHE
AMRRBICRESNEVNC EEEERINE. TU—AL3ICHRD
FHBAFENE SNBDRETH D EDHWERUIE

Ffe. Arnold #IZE(F. JU—LA 1 [CHLTH. XHFEME
DFBFD. TUHNI RSB 50E S A TDEFEICKH U TR)
ROBBDEBZADTHDDCEICHEDH UTIFRRD SIS
WEUT, JU—A1 [CHREFAEBPBHENESNDNETHDE
DHIEiERUTE %

ZDKDICUT. Amold #ZElF. LEEILU—AL1BKUS3
([CX L. BAEICRDBRDN AT THEDE L TEDNEHRU
127

EFEREICDWVT]

Armold #IE(d. AARBT LU —ALICHBITSAETHD 1
D] (for) (& BEEFEED. EYHEFTHR (AU CTlEER)
[CEHBICEREND CEZH > TN RIFZDL D ICEEE
MICFATEDCEENELTDEDRE Db, TORRR
EAMHHRESHICERAL. Lecaent WEREAICHEFIEINDD
ZEE Y SIzH(C Activis B UIZBEF. TNHAECST

° https://www.bailii.org/ew/cases/EWHC/Patents/2015/2548 html

4Para. [347]: “Claim 3: neuropathic pain. It is necessary to divide consideration of neuropathic pain into central neuropathic pain and peripheral

neuropathic pain.”

5Para. [352]: “Given that claim 3 is not restricted to peripheral neuropathic pain (and there is no application to amend it so as to restrict it in that way),
however, this conclusion does not save the validity of claim 3."

SPara. [357]: “Claim 1: pain. It follows from my conclusions above that claim 1 is also invalid. | would add there is simply no basis for saying that it was
plausible that pregabalin would be effective for all types of pain.”

7 Para. [358]: ‘| conclude that claims 1, 3, 4, 8, 13 and 14 are invalid on the ground of insufficiency.”

®Para. [661]: “If, as | held in Warner-Lambert |, the word “for” in a Swiss form claim should be interpreted as requiring an intention on the part of the
manufacturer that the medicament or pharmaceutical composition should be used for the new therapeutic use, then it is clear that Actavis have not
infringed claims 1 or 3 of the Patent, since Actavis have never intended Lecaent to be used to treat pain (unless and until claims 1 and 3 of the
Patent are held invalid).”

|
.. 9




KB A T

HADIIRIZRIMETDDICTHTHole&E LT, Actavis
h' Lecaent ZEEDSEICHEATO L ZBERULICBD LI
FHHOHNTF. Actavis FTZL—LTERUIZRELTVE
W& ¥ LTz %

&8, Arnold ¥I=E(3. Actavis DREFEENERH HNDEH
AlClF. RICTUAINNY R ZSZ T CTWOVEWERES LT
WFFENTVD T EZERIBMDH > TLIEDEL T &L LT
B. Lecaent ZHAH UIEAFBNIEHZ AT 2EEL LD &
DEFETRLTVD 7%

Ffc. Amold #ISEE, FBFUD I A ~ (Afterword: the
need for a system) &UT. EERICOVTCORRHEGEZ
TGN SNEE IR WFENEFFEED T S RE%Z
SRUCHFRTDUAZZEE, MEOHRNZZSRU T
FARTDUFEZEEL CEZERICT DICHODY AT LD
EMZERE U,

[EEERRBER([2016] EWCA Civ 1006'")]

¥REH 2016 108 13 H
#== : Floyd, Kitchin, Patten
2R - Warner-Lambert Company LLC
HHEEF A Generics (UK) Limited (Mylan),
Actavis Group PTC EHF,
Actavis UK Limited,
Caduceus Pharma Limited
FEEERIRIE. TL/AHU > ICDWTO Warner-Lambert
DEZEERERFADI U—L 1 BRUIEFANDEYNTH
D, Ffc. Actavis [CLKBDFFHREFEVEVDRESHE
BrHlR7ZE R Ulc,

[HEFIOBZNEICDNT]

ZERBEld. BAIE CUIR— hSNTVDDIE R
EMRRE] [BRONDEFVEL. JLU—L1BRU NS
BBlE(C KD U IR— hENTHSFTRADFERIEAT D THD
et INSOFsEHFER REPE 72% (1) (o) ER) T
. RE (RERFER) OEFOEMEICET SHIRICER

DIFFENE UTc,

O U—ALICRESNERAPARMEIC LD DT R—~
INTVDHENDHMIE. BIIEBICKDUZI L—LITHRD
FEAD [Ho&H50LE] (plausibility) HMBREINTLDH
BEDCKDHEEINDEDTH D,

FATREBE SN LU—L 1 BLUSIHNRETDER
[FZNZTN &R BROU [HPRESHERE] CTHdETAH. TR
Bl (CIEZHMDELDTA TDHODNGD. [HiFfESAEE]
(FREHREMER RS K O PIRERERE R R C OB ND,

ZEERBEIE. U AN SRR R R R DBEICH WV T
BHEMTHEDTED [BoEH50LE] (plausibility) (&3
MEBICKDBREINTVD E Ufcfeth. AURAFHICHITD
SR, BT R ERREEREDBRICDOWCDH TV
INU > D3pEEIC THo&B5ULE] (plausibility) HER$HH5N
DHEDTH oI,

Floyd #I==E(&. 7L —A3IFEKRE UTHREE LU HRE#ER
AMERONSESTHDEHER 2 Ulce ZULT. DB
BICIF. L EAA UTesidFH S DO LLESHED S
RARMERBIFREDIEEICRESNTCVD EERDIFTHTHD
S ERET D EIFRENTIEEL 0 KNBEHE(C(FPIR
TRERMERBOMEIC OV T TR TED T —YDRIRIFRH 5
NEWes, I—AL1 BLU3OMFEENTH D LIRS
nrc.

BB, LYK ORIIRE U T, Floyd #I5(E. EPO D%
BB LOEARHFDBRETBRICEDE, [Bo&H50LE]
(plausibility) D¥IEFOELEF MEVBIET X ] THHNE
EU ' TREED. FERREBOKEET DDH FIcldHaE
B2DONC DV THENICIEE CE2ERTIRET 254, U
L— AFHERIM CIEEVWE BB ICBRIND THD D, BHilE
RDTF—FH. FHFHNERERER T ERRINDLDED
DTHDBEBEFETHD.] '°ELTVD,

REFERECDWVT]

REHEIOUMTER ULl L, A5, BEREOUMIET
ETEFD O, BRI, B LT, FoERBR L—

H B

Para. [677]: “For the reasons given above, | conclude that Actavis have not infringed claims 1 and 3 of the Patent pursuant to section 60(1)(c).”
'“Para. [687]: 'l have discussed the position of pharmacists above. As noted there, it is an inevitable consequence of Pfizer s case that, if Actavis
have infringed the Patent, any pharmacist who dispenses Lecaent infringes the Patent even if the pharmacist knows or believes that pregabalin has

been prescribed for a non-patented indication.”
" https://www.bailii.org/ew/cases/EWCA/Civ/2016/10086.html

"2 Para. [116]: ‘I conclude that the judge was right to hold that neuropathic pain in claim 3 did not exclude central neuropathic pain.”
"SPara. [117]: "l would think that, in a clear case, where there are two possible meanings of a term, it might be legitimate to adopt the narrower meaning

if there were common general knowledge reasons for saying that the wider meaning led to the claim extending to implausible embodiments.

In the

present case it is not realistic to suppose that the skilled reader would conclude from a comparative evaluation of plausibility that neuropathic pain

was confined to the peripheral kind.”

'“Para. [46]: "The EPO and domestic cases do, however, indicate that the requirement of plausibility is a low, threshold test.”
Para. [131]: "He correctly directed himself that the threshold test of whether something is plausible is a low one. *

'® Para. [46]: "Thus, the claims will easily be seen not to be speculative where the inventor provides a reasonably credible theory as to why the invention
will or might work. The same is true where the data in the specification is such that the reader is encouraged to try the invention.”
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LDOREHIEEZR U

FE_EEARFTOREOEFHEROHMOBEICHWNCIE,
BESINTCVBERERD, FAFIMISINTVS I L —LTH
IN—ENBDEEREICERTIND C EHEREINTOIEhED
HEREEED,

AHERCBVTRICKFDIBE CH o ICHZEICIE. RER
BEEED T LAY Y OREEENRZE R SRl LSS C
EEFIRAODER L TCWOEh. VFEENICTFRTEC
WHEEEEDEC D, Floyd HIEE, LEEENOEHIFIEE
HZH O CHMIRNETH D, EERDFEEHERSZOET D
feHITF, EEROMINEICEIADMBEDH ZErH U CRET
HEDTERI T DREEALE LIELEITTIFRD T 15 BEmE
DIzHICHIREIFIRD DEEHFERNE U SN TV EDCE
DEHRSNDRETHDEDEEZRUE

DFED., COEECEDIFR, LBRNZEERET oI
(& BIC, FEF CRESNIREZ B R ERERDNMINE(ICE
HULEWEITTRERRATDTHE—. REREEERODREE
WEELCHEEDCOHICTEDRD DEENFRZHELCTCLDIES
ClF. ZOERIFEEIND T EEHFD.
[REZEEFIR]

HRE 2018 11 814 H

¥= : Lord Mance, Lord Sumption, Lord Reed,

Lord Hodge, Lord Briggs
FEAN/#HEEA - Warner-Lambert Company LLC
(Appellant)

WEEA /7 EEA  Generics (UK) Ltd t/a Mylan and

another

EERS X (E. Warner-Lambert O £ & Z B (5. B
MELCKIDHATTDMHEDEH (The sufficiency of the
disclosure) [GERT & & UTHEFOEMNDHEE Ulc. K.
RICEZFTDNEN CH o e LRELICIZEAETH. b RODHE
DOIBED 4 &l FEFIHREEOHR7ZR U,

BB, ATOFRRIE. FEED4mTHD %

(1) ZU—LOEM. HICIL—L3ICDNT

(2) BAMEE(ICKBDFROTHMEICDNT

(B) BE—BICSVLWTCHIFEMEDHARNREINCEIC
Warner-Lambert S5 ENfc o L—LZRET 1
IE. BKO. EHDERICDOWNT

(4) BRESNICHEEREZENE U TRESNDRHTDRE
TAKMIDNT

[ EEC()B KTB)ICDNT]

SRDYEREFEEN, AMEFFTHEMTH D EHIHT LT,

IED5. JU—L3EF [HBRREREZEET DICHD
EEMERYERAR T DD [TUAH/INU V] OFER] =457
FRKTHHDTHH, AU THBELDDIE. TDXHRICSHS
(I3 [ERMERE] B Actavis & Mylan BERT D LD
(S, PRHRREERRZSOINTCOHREERBEZERT D
DH\. FfeldE. Warner-Lambert S5 LSS, RiFEREA
MHERBODHZEKRT DDN THEE D AMEEHHIRTD.
E—BOLUBETEEAFROHBHREN .

BB, AERTIF. F—FBICBV TR & DHRDIRS
Nfc#&(C Warner-Lambert ' SERFESNTC D L — LoRHERLE
(&, EFEAFmDBERAE L CHITSN,

[EEE()ICDNT]

HRTEF, BRDYEDDBD 3% (Lord Sumption.
Lord Reed & & U Lord Briggs) H'. AEBEMECIE. X
FEMERE (inflammatory pain) (CE 9 2BEREHDDHD
D. VWH LD BROERRMEERE (neuropathic pain) (C
DVWTOHRRNGDD EDRRE TIFERD STEL EHIRT L.
IJU—L1BRUBFANBBEMEICIDHERE T EE
EAT. PAHEORTO+TDHEEH (The sufficiency of
the disclosure) (&R UBZEMIERTHD. Warner-
Lambert D_EEFEHNINDRETH D E TN,

AHRTIF, LEERICEDEARELT, BPHEBICKDH
TOTHUEHENRDSNBIcHICF. U U—LAICEE TN
EFEROFERANZTDOARICH U THRNDD CEZYR— Mg
B1cHDEENFRIZRILDEMZ (SRR S KNI E S

H B

'®Para. [207]: “If that is the basic test to be adopted, what is sufficient to negative the existence of intention? In my judgment the absence of the
patented indication from the label cannot conceivably be sufficient to negative the intention. Mr Speck recognised that there could be objective
factual circumstances where the absence of a label identifying the patented indication did not negative intention, for example a manufacturer who
proposes to sell far more of the drug than the market for the non-patented indication could bear.”

" Para. [208]: "Viewed in this way | think the answer becomes clear. The intention will be negatived where the manufacturer has taken all reasonable
steps within his power to prevent the consequences occurring. In such circumstances his true objective is a lawful one, and one would be entitled to
say that the foreseen conseqguences were not intended, but were an unintended incident of his otherwise lawful activity. | think this approach is in line
with that adopted in the decision of the Tribunal de Grande Instance, in that it recognises an obligation on the manufacturer to take steps if he is to
enter the market where he stands to benefit from the patentee’ s contribution to the art.”

'8 Para. [14]: In these circumstances, the issues in the present appeal fall under four heads:

(1) The construction of the claims, and in particular Claim 3 (neuropathic pain).

(2) The sufficiency of the disclosure in the specification.
(3) Amendment and abuse of process.

(4) The test for infringement of a patent for a manufacturing for a limited use.




KB A T

T (Plausibility) EDIBRAREIN. [HFFEEDZTDR
fii~DE#7Z U3 TR ZOEMZFHR UELERD . BifE
DIEEYDIZHDF ULVEROREEZERT S EIFTEL
W) EVWVSERRAIZBRR U %

BB, LEE5RDHEDSE Hodge ¥EF. TITD [Bo
EBHULE] (Plausibility) OHIBEZEFHFTOICHET
TDHINZRLLTDICHDRBEN Y TO—FZRE
Mance ¥|E(d D Hodge HIEDREICART 2 DR#E=Z
LTV %

[ EEC(4)ICDNT]

AYRTIE. Warner-Lambert #{FE 0 Lk RIS Mz &
fEROIICDAT. EimE UTTldddh. BRDYEDSH
D44F. RICHZFIDED CTHolcE LTH, [FfREF
Z\A Yt o N el

LD L. EEiEmIcEDERMITIFRESEL O TLD,

Sumption #155& Read #IZEE. ZEHNTHOHNEZEHNTHD
NERREEANDERIEEHRTHD. BEDH—DEEFIN
Uy IpU—TJ0L v bORI7ZESH. BEHDEIETIENSHC
EEFHREEZ T DARIEL TV SIBRTSNDHEDS
hTHDEDEZ ZRUIZ ',

fth75. Briggs HIZB(F. BEMDHIMBELEIHRREANE
BNCFETREMBZADS CEZER LD TH N EDH
THINERZEDEZZRU *°. Hodge ¥/Z56. Sumption
HEORUCESHHMEECLDRBEFSIE. REfEEN
DEEHAZTIETDEDEZERURE .

Ffc. Mance HIZE (G, BEMEOHIMTEAES, WEHERHI N,
BRSN. ZUTHBICRATNS & EDRBOEEHITHNE
ERHICIRF L. ERADEBREINTULD C E&BFEIC L TULIK

[F&8]

EROESD, REESHDSZDY|EFEEN. TUAN
UV WHEDERDERAMERBEDERICEN CH DX
TIRIAZICEDATINTVD LIEFRDSIENE LT,
SHEDIERE UTe,

COREHHRD. 1EKD "Plausibility” OHIEEEDZE
BEKDHDHDTHHDHENZEMDDDIFEHLWLD, ZD
HtrRENETEE O EEBFT D EICIFZAMENDD
Do

EOFTOHENC LD, AHRESHHIROHERIE. Bl
EPRICEHSNTVDERRT —F &£ TN SHMHESNDFA
72U U—LEUTKRRTDHEDORERE. BAfiER CEBALE
FALCHBMENHDEND ETH D,

BB, AREHFIRCTE. BRE LU TTEHDN. SRDH
EDOBDA4HKICKD . BEFRILDOHEFACOVWTCDRES
MmNz, LD U, ZOREBFHECLICELFDBDTHD.
EEE_HGEPEDOEREHHIMORER. ARSHHRTHH
FEICIFTESTED DTE,

UH' L. EEROREFHERSDEBEDICOH(CE. RMIXEIC
BERID3RED A 72 508 U CRIFHED Tt 9 @ AeZZacH LIFL)
RIITIEARTHTHD. ZELEDIZHICTIREIERD DEER
FERHNIBEUONINECTHDEIFRHREED D,

BB, AREEFE ERY 268 I IcHDERDRSCH
FTDMEXDER] EWVDERAARYATIL—LTHDHN
SR DT U— LIFHMNEFTIRREHEER (G2/08)
[CLDEBEESNHER, EPC2000 ttiE#IE [HER Y DEE
[CBITDERDIEHDYBEX |E UIKIFNEIES T DT L—
LERICHT DHMEEDE STEDNBBHSH CTlEEL,

VBRI PREICED TOTCRIFREERESNDEDER = EPC2000 e L—ALICDWVWTlE. SEOEHIDERE
I ) [ulan ¥,

e
(i E )
'®Para. [35]: --The fundamental principle which they illustrate is that the patentee cannot claim a monopoly of a new use for an existing compound

unless he not only makes but discloses a contribution to the art--

20Para. [196]: | therefore consider that Lord Sumption” s judgment puts the test of sufficiency of disclosure too high. | agree with the way in which Lord
Hodge puts the position in para 181 of his judgment. | am also persuaded that, applying the correct test, Arnold J cannot be said to have erred in
concluding there was enough material ‘just [to] make it plausible that pregabalin would be effective to treat peripheral neuropathic pain” (para 351).
My reasons correspond with those given more fully by Lord Hodge in paras 182 to 184 of his judgment, which | have had the benefit of reading since

writing a first draft of my own.
2 Para. [15(3)]: -

| consider, together with Lord Reed, that the intention of the alleged infringer is irrelevant and that the sole criterion of infringement is

whether the product as it emerges from the manufacturing process, including any labelling or accompanying leaflet, is presented as suitable for the

uses which enjoy patent protection.-
22 Para. [174]; -

But | consider that a test for the manufacturer's purpose based upon determining his intent, in the manner described above, is well

within the ambit of legitimate construction. That is the construction which | consider to be correct.
23 Para. [193]: In my view, Lord Sumption’ s analysis imposes too high a threshold, and imposes a burden on a patentee which the case law of the Board
of Appeal of the European Patent Office does not justify. | prefer the approach advocated by Mr Mitcheson, but rejected by Lord Sumption in para 30

of his judgment:--.

2“Para. [213]: In my view, the preferable starting point under English law is to view a Swiss-form claim in the second way identified in para 201 above.
In other words, it protects the process of manufacturing a composition or product, which, as prepared, presented and put on the market, can be said
objectively to be “for” the patent-protected use. A process leading to a composition or product, which does not make clear that its permitted use is

limited will infringe---
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DTCHDERAFICERD—ETHH D, 17 WHlTLEEDS
MESTZEESEBIEEN O, HL 2 7 EEZ A AEE LT,

NI DOEIFHIEICIE. OXDZIRERT [BEml & [R5 &
UCEEH I3 . @OFEAER"DbE. HEERICHT Y TORERD
BREPRODERRSEZEH T . OFFHED 15 F. FEDHE
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b\ DT Y HNMER S HEFLERIERZHE LD, 201456
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himbrEEE. SF 6 B 17 BICCUEEIR AN TSNS C&ITFD
foo UEACIE. INFTREESNTEIREDRD LD S5 D,

2. WEDER

> HEOERE (ERMRREPHAESRES) ICEITDERIS. &
EHARTED, FAEMEIROHBOIERICERSNITSAIC
B. FRICET DFBAFAEITED,

P BIROERDRESN. LWDDDFHULEIROREER (ROJS
L. BhE. B ICBLN TR MR WMRETRECED. BPE
DOEZRDHRINIE. BUHBIENS EFRENTNS.

P T —REEDENEATN. 45 ODRD7ZIREL CHET D
EllIED. INFTRMERFF COLEXEDEOTCERIE. KX
DRI TNESNS KD (HED.

P DEIHEEGENEASND, EFHUZR(ITEE, EFEON
REFSIFVEEBRRIFZTIDBE LT, KITENIET DD
U535,

P NFCTEEEF. SEEHROEEZLEUDDDEDSHEN
ZEEL. EEOHBIAICDOWTIE. BEPIIEZITTChHE
BUTLE, SUEROFTRHE, cUERCRRFROLFRISE. 58
BINDBRICOVTHEENREFD, HIELEERTHSD
([CIEDTLEVAY LRTAE CERSNIcEEZRBIFRH 5
NCVZIBTIERES NS DI ETH D,

P SROCDICTREUCVWEEENEICED, ERDEREIC
BEOVWCHRBRSNCEHCOWTCH UERIFRETREICE D,
CNICKD, REBEFRY ZZ(IEh ofcHiEld. BEmIC
BERISED,

P CUERISHZICERSNDEFDOFHRHIEIE 10 F(X1ED,

EH B
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#E+ XKEHF RF

—7. UERIICEE SNIERNDEREIAEIE 15 FEOFRFE

DSFENEEN D,

3. FEIREZL
(1 IEEEmIRIEDELE

BHATERLWVEER EEl. VI DT 7, #REE) DaH
HERHSNB D CNSIETFEE SND. FAREREICHIE DT,
FRPRAREN DN D LD, BIREEEZ DN DNENGD D,
(EBRDMER. #EFARSDREL

BECHER D' D D155 . BHICXDIRENRDSND EFEIN
2. (T, [NEIEDERRISEN)\—3 DEFEEDEH bl o
CTIFEAEERL. BTR0EFOBRTED T ITHT D,
(ERDEHEED OO THER

ERADBHHBEICKD. BFEZITDICHITFEROERERT
EDRE(CHDEFBMIREENZ D, TNUTKD, BEfFE3FE
B, EADERETRY LR NFT IR TROERITETED T
ECEB. ZD—H. E=HICES>TMBADRENDHHITL L
8. MERDHENDFETTEZALET SICIE. HFEFICH>T
(FEFERIL S5 3 FRERIFEUEBRZI TN 55 <15D,
(4)ERHENDEA

CIERTICILEETEREHZIEE Ue [BRIFIAL] HEE®™. b
O—JLYERHE S MER TV EIGTIERET D, 2017 4F
[C TOMEGA] IBAIDU] "F&EDERZEZEP® [SELFIE] Ir&E—
RICEATNEOEEZ 45 X2 (THE T HEmiziSC DEEA
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application) [CHiATDENNERZSZON] ZHMTD &
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Step 2A, Prong (2)

Yes 7 L—Lh, ERAAEES
A (practical application) (Z#T
BT HRIMNERERTLH?
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— Step 2B: o=
FHE | - | e
BEE X)L —an mmmnasn [ S0
B BEINEREET 5
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Prong (2) D¥IMIICH T2 [EMNPINZZRAICHEET
21 IZDWVWT. AAF9VRIFE. OU—LER (XIFERDHEH
an8) O HENAINICERERLIREZ SR 2575 CTENS
NZAL KU, XFERLTWS (apply, rely on, or
use the judicial exception in a manner that imposes a
meaningful limit on the judicial exception)] &FE&U.
NICEHETDFEEZED DEF e, A TIF. TNODFEEIT
HIDEMENE D U— L7z, EROHRNUEEELE (Manual
of Patent Examination Procedure: MPEP) Hh'S#819 %,
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—EHOBEEY A MEBEILLD E U, IRA MY A MHE=
BDBEEY A MDIBERESAIED T IN—IEER L. ZDTT
IRV ZHAENEEIBD T EICKD. AAEBENE=EZED
BET A FNDOBREZRELDD. RANTA MHFIEED S
T4 womBUEITS I ExEARESE UTeRBETH 5,
TU—AlF A5 —y MIFEDREICH T DR/FEDHR
FEREREUCDBDTHD., JvE1—5F—=EBCY—)LELT
SEHTODTIIEL IVE 21— —BRDEEEZNET DD T
HDIHH. MRNT A FTT7DRIGAESIND %

13. An e-commerce outsourcing system comprising:

a) a data store including a look and feel description associ-
ated with a host web page having a link correlated with a
commerce object; and

b) a computer processor coupled to the data store and in
communication through the Internet with the host web
page and programmed, upon receiving an indication
that the link has been activated by a visitor computer
in Internet communication with the host web page, to
serve a composite web page to the visitor computer with
a look and feel based on the look and feel description in
the data store and with content based on the commerce
object associated with the link.

(ARSI T DIFEDBEXIST TR
TIHIBEEDRERDBIER (RBRK. TATL. BE) DORE
CHEITDHEENH D, Classen Immunotherapies, Inc. D
15555 6,638,739 8 (UL —LA 1) (&, BHOTHERESTE
DFERZAREE L T BMREBFRA XU DRV FREIESHEZ R
EU. TORRICEDVCPIHIEEZTDCLICKD. BIHER
DRFEUR T ZIHIT D EZTfEsE UTeRBETH D,
IL—LDBIER (1) ORIU—ZFFE L. EREINE -t
BIOEENTOLATHDH. %EE (I 1) OREFIEN. 9
DIERZRHTEDERNLFEICHET DD THDIND. JL—LA
DFEF. MENERZNRIE (PRhEEsTECIBMREN T
BEDRESDIRE) ZRHEDIGRETDEDTHDEIND >,

2019 Revised Patent Subject Matter Eligibility Guidance (https://www.govinfo.gov/content/pkg/FR-2019-01-07/pdf/2018-28282.pdf)

2DDR Holdings, LLC v. Hotels.com, L.P., 773 F.3d 1245 (Fed. Cir. 2014)

3 Classen Immunotherapies, Inc. v. Biogen IDEC, 659 F.3d 1057, 1066-68 (Fed. Cir. 201 1)
4 Za1—2U5—50 SOBERNTWD LIFfz Vanda Pharmaceuticals Inc. DE#E: 8,586,610 5 (AKBAESED O RVICLDBESE) BTOERITK
9% (Vanda Pharm. Inc. v. West-Ward Pharm. Int" | Ltd., 887 F.3d 1117, 1135 (Fed. Cir. 2018))
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1. A method of immunizing a mammalian subject which comprises:

() screening a plurality of immunization schedules, by

(a) identifying a first group of mammals and at least a second
group of mammals, said mammals being of the same species,
the first group of mammals having been immunized with one
or more doses of one or more infectious disease-causing or-
ganism-associated immunogens according to a first screened
immunization schedule, and the second group of mammals
having been immunized with one or more doses of one or more
infectious disease-causing organism-associated immuno-
gens according to a second screened immunization schedule,
each group of mammals having been immunized according to
a different immunization schedule, and

(b) comparing the effectiveness of said first and second screened
immunization schedules in protecting against or inducing a
chronic immune-mediated disorder in said first and second
groups, as a result of which one of said screened immunization
schedules may be identified as a lower risk screened immuni-

zation schedule and the other of said screened schedules as a

higher risk screened immunization schedule with regard to the
risk of developing said chronic immune mediated disorder(s),

(I immunizing said subject according to a subject immunization
schedule, according to which at least one of said infectious
disease-causing organism-associated immunogens of said
lower risk schedule is administered in accordance with said
lower risk screened immunization schedule, which adminis-
tration is associated with a lower risk of development of said
chronic immune-mediated disorder(s) than when said immuno-
gen was administered according to said higher risk screened
immunization schedule.

(MFE DM (FHIEY & DIER

AREACEH TSI U—LE LT MPEP 2106.05(b) [ClF.
Eibel Process Co. D§FEFEE 845,224 5 (U L—L 1) B
[Foncuad,

IU—AlE. BB (Ny BIRy IR 8RO A VRO —
BOO—)ZZOREDESZH I & &SRB CIEF S
NcLd) ICEH BERFINEERRER) ZEAL. 2san
DD T T DREZHER U S ORE =@k I ©F88(C
%d. MPEP (&, AFEEITIE. U —LDEBDIERDETD
B CHEVLDITHESNTVS CERNETHEDE LTS,
1. A Fourdrinier machine having the breast-roll end of the pa-
per-making wire maintained at a substantial elevation above the
level, whereby the stock is caused to travel by gravity, rapidly, in
the direction of movement of the wire, and at-a speed approxi-
mately equal to the speed of the wire, substantially as described.
(WHFEDRD RIS DIREEN FMINDZEIEN (FI=TT

AFEH(CEZH TSI —LELT. MPEP 2106.05(c) I

[Z. Tilghman D455 11,766 5& Diehr DI 4,344,142
SHEFSNTLD,
T|Ighman BEFD o L— A&, BB EKEDEEYZSEDE
EIHTHAEICEAL, BDULNL, BEBIHEKDE. MUBHEZER
é?é%ﬁfi‘k%ﬁ@*éLDD@/ COA—=FZZD. 7 —LDHEEF.
BB R D DY B U Gl T D Ie 0 ICRFHEDKEDFES
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LR TV RZEES B2 IcbDEENES N/ 7O EAICBIFD
PUZORDI GhERMT 4 T 7 RIFERED) OFEREST,
OLZTURICEOAF. €BFED. SRIADREZIRZ o8
FU. ZUCELRICEENICTUVAZR EVLWS—ED TR
. BENHEXOERZ JLARBORE VWS ERBIC T2

PRE LA BB TH D SN B,
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(significantly more) | MFERHNELWVHEEHEL, EEHE
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HE BIRAFFEEREOBEMDICBIFOY—AREBOHER) (C
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VANHTIFRFICFER 20D ENBFINDERBNDRE] (T34
UBdCEZFRIDDNENELD D,

CHD SE)
°Tilghman v. Proctor, 102 U.S. 707 (1881)

°Diamond v. Diehr, 450 U.S. 175, 184, 209 USPQ 1, 21 (1981)

7 Because revised Step 2A does not evaluate whether an additional element is well-understood, routine, conventional activity, examiners are reminded that a claim that
includes conventional elements may still integrate an exception into a practical application, thereby satisfying the subject matter eligibility requirement of Section 101.
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