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Novartis Pharmaceuticals Corp. v. Accord Healthcare, Inc.

MOORE, Chief Judge,
LINN and HUGHES, Circuit Judges
Opinion for the court filed by Chief Judge MOORE.
Dissenting opinion filed by Circuit Judge LINN.
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(1) Z7L—210#H

A method for reducing or preventing or alleviating relapses in Relapsing-Remitting multiple
sclerosis in a subject in need thereof, comprising orally administering to said subject 2-amino-

2-[2-(4-octylphenyl)ethyl]propane-1,3-diol, in free form or in a pharmaceutically acceptable salt
form, at a daily dosage of 0.5 mg, absent an immediately preceding loading dose regimen.

(FDRR : AR AL TN LIE DD . PRI S IR O LB RN T, ¥R
R FEVERRAVIE DD . TR TN Z T2 H1ETH > T, UEARIZ, » -« ZH
Aiow—7 4 7 HBEREZHS 2 L72<0.6mg,/ HOMBETRE S 55k, ) GEHRIE
WEEPT LTz, )

(2) BifmsE

AfIEIZ1X. [loading dose regimen] (ZEHT AitdN L oo 7=,

BAEI I TS EMAIDEERH SN TR Y M FEF Tl Moading dose regimen|
IZOWTORLHIT< . BAKGETOREEZITH Z L OANFLHEH I LTV,

72%. lloading dose regimen] DEAMTNAFIL. 1EFBALARHIATONDEE LV &
BHEEICEIOBELZETER L, ZORICOWVWTIIARFERIZBWNTHWNE R T,

3. HiEE#IE

Novartis (X" 4 0 5 FFFO TRt & BT, FERPAMEEAER (103 55) [HHEEO 7=
WIZHEIEIZ X o T Tabsent an immediately preceding loading dose regimen) ([E.Ri]
Ou—7 4 CTMERELMHES Z L) LV ORiE s L—AITBMLT,

Z OFE, Novartis L5 H3CHk (Kovarik, W006/058316) I%, loading dose regimen %
EFH L CTHBY ., %3% loading dose regimen #5352 L CHHKGEEZK TS
ENTETWVWDZ EEEZIRR, 7 4 0 551X loading dose regimen ZfED7RWNNT L
B o7, LEdmH 0.5mg/ HEWoloiGEZ M 2 8% 5k L, Yzt % Bk
L7,

4. &R
Wt - PERR ANIX. Tabsent an immediately preceding loading dose regimen) (JE.Hi
Du—F 4 THERIEENED 2 L) LW BENREIIRD 7 L— LDOFFEIZD
VT, MPEP§ 2173.05(i) O “The mere absence of a positive recitation is not a basis for an
exclusion.” — (BLIZHEMRFLHEN 2N IR ORIL L 1T 72 B 700) L) HEZ 5]
HLoo, BHMEICGEEHNA W E W) ZLDATIE, BEMREDEKMEL IO NWE
FiR L., YERENTCEEM L RRET D20ELDEERGF R ERoT,



AEEH

5. BA3E MPEP OIRTE

MPEP 2173.05(i) HWERIBE [R-08.2017] CGEFEITHEE M Lz, )

- BEHFTOBAED RARTIE, SEMIREICE L TEIASKINC AR I A D 2 b O
[T 720N, - - -
H 5P DHEENIRE UZPEM A TR R P ITIRIL A2 S i3 H 720,

$:ﬁiﬁtﬁﬁﬁ&m:&m%ﬁme&mtaﬁmo

JFBRICARILEZ A L COWRWRENREZELH W5 7 L— AT, RFFESE 1124
(a) IS ERTRFFFES 112 55 1 BeR ISV CRth B~ DA 2B -~72 L LT
s _R&EThHD,

BEMIREIZRTT 2 CERPWAFMEIC KM L TNWD Z L DR T, Fh#ic L 2 Ef
TNRINL TWAD Z EDO—In?DFFH (prima facie case) &N T HITIE 55 Tlid7e
WHBEMERN S D Z LI ETAHZ L,

6. JRFEDOYIMT

I
%ﬁi %, e —7 ¢ T HERE T 2SN L Rn—T0 TR 55
B 2 EMOBEHFIEIZOWTORHITES Z &
AEICRER SN TPSREGBHICBWTY m—F 0 VI HERIE 2250 To
FLET 2T &
HFE REC LAVUTYREROIFEIC T —TF ¢ 7 HEERE) [TEFEFEHIn
mNERDOBENDH L

I B, YEHRTAREHMEOTLE NS, AMEEWNS To—F 0 7 EHR
K O iﬁﬂiﬂféﬂfb\é kT o & L, AR S E R TR T D LT L
77:_.0

ek, A CIIIEABIMER DS AN LV FESTWEAS, ki, JeiT S0k

(Kappos, European Neurologic Society Meeting in 2006) (ZiX [ERjOa—F 7
HEREEZMED 272 EVOFEPEHINTWARWZ L E2BmIcFEEREEZ R
E L7,

7. CAFC o 1 [B]H ¥k

CAFC X, T EMIREICET 2R EMHIC OV T, BREHIIHMEOIEDAHITE b
bhIT, YEENHMEOHRTE2EEZ EOL I ICEBLENERMN L THE IS
EEHIR L, HIEHIR AR LT,

FAEHIEE - MOORE, &[RRI FTHI = « LINN 3 L OV0” MALLEY
EAEE AL - &K[EIECHI T 07 MALLEY
FOebE: L - AT 55 MOORE




AEEH

HARIIIZIX, CAFC IX FRED L 9 IR~ 7z (R HREF B LT,
[TSEMIREICH LV, @m0 EERFE L7220
Inphi Corp. v. Netlist, Inc., 805 F.3d 1350, 1356 (Fed. Cir. 2015)
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Ariad Pharms., Inc. v. Eli Lilly & Co., 598 F.3d 1336, 1351 (Fed. Cir. 2010)
(en banc).

ZOESRFTAR.  TBARPFITREN] RITFIERHRY, FZ, 7 L—2b 3N
FEAN TBMEICH RSN ODOHRARANY T N THDLH ) 12T THEARAF 2 Th D,
Lockwood v. Am. Airlines, Inc., 107 F.3d 1565, 1572 (Fed. Cir. 1997).
PAIRIISEATH Y, BRI EHDORME  (the quid pro quo) TH S,

Kewanee 0il Co. v. Bicron Corp., 416 U.S. 470, 484 (1974); see also Enzo
Biochem, Inc. v. Gen—Probe Inc., 323 F.3d 956, 970 (Fed. Cir. 2002)
( “[D]escription is the quid pro quo of the patent system.” ).
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Santarus, Inc. v. Par Pharm., Inc., 694 F.3d 1344, 1351 (Fed. Cir. 2012); Inphi Corp. v.
Netlist, Inc., 805 F.3d 1350, 1355 (Fed. Cir. 2015) (same); Nike, Inc. v. Adidas AG, 812 F.3d
1326, 1348 (Fed. Cir. 2016) (same), overruled on other grounds by Aqua Prods., Inc. v. Matal,
872 F.3d 1290, 1301 (Fed. Cir. 2017) (en banc).
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Santarus, 694 F.3d at 1351.
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Inphi, 805 F.3d at 1357; see also In re Johnson, 558 F.2d 1008, 1017-19 (C.C.P.A. 1977)

5



AEEH

F 7o, HAly BWTIE, BHMEIZ fé@ﬁ@m@b VAR OHER 2 B H

G:ﬁﬁﬁéﬁé%ﬁ%%é_k IROIZb OO, RETITRZE Lans Lz,

PLEOHRBIZ LY . CAFC OFFEIL, 1 H O CAFC Hjik2 78 L, HiFeHk 2 ke L,

10. &8

11.

FBEICBWTTH LARWEITSTRA S I H SN D Z L 2522 mEET 5 Z & IXNEET
bbh, ZDOXIBRIGEIT, FTATEIN & OERUL D T2 OIZE ERIBRE DBFEADA 272
Band b,

ARG, SEIREDBANEZ BT D7 OICHMERERE LT BUE Y%
R EHERT 52 L2 Ibfwt;&%zﬁkﬁéﬁ BT, BEMREDE
ANEHIRT 2 b0 eI D, ARG LE, D7 &b YIREIC L > THE
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MPEP 2173.05(i) SEMIRE [R-08.2017]  ($Hy)

— REZENHMEBICEEMICEER SN COIE, YERERIT 7 L —2IlB
WTHIRIDIZESN L TH LV, See In re Johnson, 558 F.2d 1008, 1019, 194
USPQ 187, 196 (CCPA 1977) Ex parte Grasselli, 231 USPQ 393 (Bd. App.
1983), aff’ d mem , 738 F.2d 453 (Fed. Cir. 1984).

- IR—AIRRE 2T 2 B%, AR, BITIR—AIERE 2 RAN 3 272012, KpkaE
OEFT X2 AT 5 LB X2V, See Inphi Corporation v. Netlist,
Inc., 805 F.3d 1350, 1356-57, 116 USPQ2d 2006, 2010-11 (Fed. Cir. 2015).

2EER

HFEL AR HIFLE CHIIR 2 & Tp)

https://www. govinfo. gov/app/details/USCOURTS-ded—1_18-cv-01043/context
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