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Investigation of Patentability for Derived Pharmaceutical Inventions
: Focusing on Derivatives of A Known Substance and Active Metabolites

Student: Pei-Chen Huang Advisor:Dr. Li-Dar Wang

Institute of Technology Law
National Chiao. Tung University

ABSTRACT

In recently years, pharmaceutical companies attempt to substantially
lengthen the patent life of their brand name drugs through obtaining "secondary
patents”, and in turn generate the issue of “evergreen patents”. In addition to
technological innovation and industrial development, pharmaceutical products and
patents are closely related to human life and health. That fact further compounds
the problem, and evergreen patents in-this field have thus aroused intense criticism
worldwide. It is noteworthy that the same type of problems has arisen in Taiwan as
well. This article critically assesses the patentability of derived composition
inventions in the medical and pharmaceutical fields, especially that of the
derivations of a known substance and active metabolites. Through careful
examination of laws, cases, and theoretical discussions in the U.S., Europe, and
India, the authors divide those derivations of various degree of innovation into
different categories, and respectively propose an adequate standard of patentability.
The authors also suggest that patents of purified active metabolites should be

obtained adequately. Under the proposal, this article hopes to respond reasonably



to the issue of evergreen patents and realize the aim of the paten laws.

Keywords : secondary patent, evergreening patent, pharmaceutical invention,

pharmaceutical patent, patentability, polymorphism, enantiomer,
structural similarities compound, generic drug
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BERA AR ES  BALE A REET T BonT RApT 4N o m B s T akp

»

{152 3R
ERIET FR SERE E S SRS EIERE RS IE R 7Y SR
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N

ENBEUEFRE L L EEeR S LI T EES
2 * ,

FRLEHFBEEREI?P ARG ERFTIFF I8, BB 298 & 5 3% 367 B
FRLTEMHAZRIOERNITFH I, BiEml10l& 5 F 3% 235524 o
See JANICE M. MUELLER, AN INTRODUCTION TO PATENT LAw 27-28 (2d ed. 2006).

Glasgow, supra note 14, at 229.
MUELLER, supra note 32, at 28-29.



FIE LFNFH G IHER  RENF AR TR S RJEFRAEES LEEY
%ﬁ%@ﬂﬁ’%¢FW?»%€m A D A < R HRE RWAT R

BLBEROL DA RABEFTFR G o 77
FEEAT M FRE I PR R ERE T FE R AR PR
oo T RHUFEFAEL D AVRF REEFRRFE LR ATE A ARC) R
GRS AER L A AR EF L A AF bR PR E R g FE ]
HBEIA A BRETISATLRET o § ENFELFPLNT LA Rinf 5 B
Fojmp AT RFFETLE fIORT R G R SR gAP e A
oA ATRT NE AN EFEF I FLRIERL O FARAFHEF D LL D
e Fla U FEE 25 BB PR F AT AL ET VRS

s = s 2 BV AN by SN g8 12
AABEAAR? 75 F ALY AmmEag e

132 ~< K4E

I~

ﬁ@iﬁ’ﬁ%§%ﬁi%%wzﬂiﬁ%&@’%g%i%ﬂ%&?@éﬁﬁ
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FhRos LT ATIFRELFEE 2 B s #0324 0 75 {1002 Rene L ¥
SRR A ZFE T HREIRA BRI G e es rE D 2 L
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Aoy bk REZ AR T RN BEEG FRaEETAEmAL F AT
BorPFEEFEFIPFP TR G AER PR AAE > ViR g FEL T A
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=

14 73 #REFHE

141 &= 5 §# 7
B F F R i S R R IR R 4 B HERT HRHER S

¥ Glasgow, supra note 14, at 249-50.
% 1d. at 256-57.
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FREEEPD A HeFE 2 5§02 - L34 o < &4
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flis 2@ EFRBREN L DA~ RV AR PRI AT R InNER
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4@\9”*’??1?#3&? RAL o Pt F P B JIorB 2 TR E P iy s k5 B 2 B A

N+
%)

FFEF P2 FREPELEEP L RRCYFRLIEF LB 4T
RGN b A R HFEEFRE RS 2T R A
oM AFEL LN R ko N FE A REP BN S  A
Mg PRI T wmp Fhra s P T tane T A mk ks I
BURL S B LR ehz B, B it 227 £ o

1.4.2 gﬂk,"fﬁ 28
R X R FRRE LR S e E U Y S
BRuchem S @5 JIRE > g TR0 B RN
R sl BT R F K2 AT EaF A2 P ¥
Mgty P A hTL Fo AW JT‘D Slppne o THP RS 2T L5 %A
P2 AFAREER Y Y UG RE AT S A EEE REE T B I 2
TRBmds o &m E LV RS SR AT R P2 b fa R
AR Z R EMS B TR AP 27 B A Y c BB R L
BIHE 7 B2 2 %2 f 2 rs e Lok i L F IR h 2 e 2 A AP 2
2w RE o B BB LT B N A 2 TR 2 19 h gy o TN ECTS
EREHme BN AR YT Tty 2 Ea b AP RN BEERE T
g P EPE G RZIFH D RN AR TIRE A R o BT N
AR A ARYUFREFF L FL A PRRE AR N ATEE
Gaizbaga b A B mH R &> FP E RV 2 *;‘J*—'Esﬁl]f;p(European Patent
Office) ¥+ 374 | ¢ T154/82 %t = |5 Bl > L 7 FE4 0 5 £ F 4K 2L &

*"1d. at 251.
TG e e A R R e g%ﬁ;‘*&fﬂﬁggﬁ;p@ IS EE T
4 WAL ] & wa A 8 B
¢ g B 71973 & & 3R & 412 4 (European Patent Convention ) » i + — = ¢ FEmE §BRpehw ML A
#ljf;‘i v B g‘—;w}s 381 ¢ B B - %% 1k (European Patent Office) #1977 # &+ » f # 3 A Z&B 4 2 I
LY %

10



Fh2 3 APF A b TR ) 308 R R T AR R R AP
ik et Ao TRAIA T E ik R RIE I S 2 G R RO R L R
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e e s F AT b g gt e RS T (Blde 2 Aeit B )T
L R EFRA S A B TEZATS T o ¥ L R DB RS R
PERLHME TR Teaging )~ THPREREF BTN ER IR 2
7}%’# MEERARLS B2 72 P33l @ FFA» AP AFRBEITL IR F

HEERENZEFTAILT B2 R 0 MRS R MRS 0 T D 2 2

21 ®E N op Pimd LA 2 5

2.1.1 .f%ﬁ_féﬁfu it &4
hvoerg 2 DRIt A4 M ER AR AR B AT oh T LRSS
0t o ¥ LAefik 2 dg OBAFe @ aeit & ol B 4 4~ (position isomer) ~ & e B 4
# (geometrical) ~ = & 4= (homologues) % ¥ Hp £ ¥ §eiT sy % it & 4~ (adjacent halogen
compound) % i 1+ £ o b ikl & A “ﬁwﬁﬁ&%mﬁ¢,%o&Mag
BoATA R A AR MR RTREA LG T IR R F P e
FigA L it PSR A R SRR S ko 2 LY e s L R L
Az s Qg & e Amit e PRTR AT 0P o BT 0 - AT B AR
Mz it g f hipfpt & e wir 2R ARTP 0 7 A FIREATH I g PP e P
i AR E Taga oA P
SR TRfpgnit &5 ) ¥ R i R LR2 5 TR & L1
Tod o F I ERTGEBFATREPIERME S R B4 F5 5
16 LB b R B L it N R L E D T Bk ko
0o r-%f#i*ﬁﬁ‘!f“ ) AFEUFREIF Lol AV B {23 L AR 2
SRR RATA S LR e T M W RS R s TR £ o
Tetiam b R HETRRIEF A S o g e

B

% PHILIP W. GRUBB, PATENT FOR CHEMICALS, PHARMACEUTICALS AND BIOTECHNOLOGY 213 (4th ed. 2004).
¥ 1d. at 212.
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% Inre Papesch % # » & 4|¢ A AR RRTERZ A & 4 2,4,6-TRIALKYL
PYRAZOLO (4,3-d)-4,5,6,7- TETRAHYDROPYRIMIDINE-5,7-DIONES* ¢ ;j‘r’s;\ P
fle A g -FRiELFREe F- BT BUTERF = A(lkyl) o ¥ = R

g H 2RI I M R 5 2 A (ethyl radical)fo~ #:(n-butyl compound)® > ¥ 3

ETTRS

AE AR AL EE G S Uk X ek d w o (prior art)ig et o £ EE AR
AR A - Bt L g P Y Fp B G T B AR e L4585
WEALFP 2 e arit Eehk f 4 Tt 2 B TS B A A P T Rk
B G AL gP LG AT REIIRF U A FAF AN L4
FrahApr 2 AEa B Lo ¥ GEARd B FRRA LGP KL 5 A AR
BU I e 0 A AR AT \m:fﬂ i 2 B4 L iRE > w3 VAR
5O hRTiL S A BB gﬁ,ryg i L fe e

it P LG AANERE LR T A LT R A L L T H LG 2T AEY
95 Jl# e
vir EtSe Bl s e R & f ¢ (Board of Patent Appeals and Interferences
A A RE) At vie AL AT AT LIS 2 A H RS 2 ow
Fendpsl T WP 2 Ak Ao bind fgdgd 0 [ EF FAEH G e, BT

g flHain 2 B F A

=
e

e

0

@g%ﬂr%ﬁa%iJ“o

P T R ey AR A kR A P 28T AR B A

i e R TE g FHE T R L E AT R T e b A ] Y

B i ke VRPAESEA RS Fp TN 5 T2t hga B Al HErpE s, e w
X3
o
-NJ /N\
N-R
S
07 ™y ?/
R oox

I In re Papesch, 315 F.2d 381, 382 (C.C.P.A. 1963).

*2'1d. at 383.

Saderthg 2 b 64 R 57 A(-CH3) -

“In re Papesch, 315 F.2d at 383-85. ‘Said the examiner: ‘Such contribution may properly be protected by claims to the
mode of employing the compounds for their unexpected novel use, but does not support claims covering compounds
which are structurally obvious and which also exhibit a family of properties and characteristics common to, and not
differing significantly from, those of the homologue known and available to the prior art. An unexpected difference in a
single property should not be adequate to support a claim for a novel, but obvious, homologue, which claim will
dominate all properties and uses of the homologue, including those differing only in the expected manner from the
known product.”
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vk b EiRE Rod i ke TREATNA L (AR LAY, 2N &

A R SRR A B S ATR R S Ak

VA Bt r: ERMARLE & {1 27 ke (United States Court of Customs and

a4

Patent Appeals, CC.P.A)- 2sw + 74 B € LfE > e s L8P kL 28
PR SHLTRETEG AT IHG Ik o B £ T

P EDIELTE ’-’F,zl‘m#ﬂ:". ER I A S ECE S R g
FATI BB S LA b Lo kAR AR ERERER LT g AP e
WHEL LR E R TR LAY PR YRR AR B LT A
Dog— LA B4 2 FIEH T fIF v d WEH AT L EFFARTE

Flm g r e 3 A% mErnliga b LR gmiT At P e

o

N

—\
g
—

g

o=

$ 3 TG Ik gk s Bkl BT e b R B H R AR R

Fa b Lo - CAart B s AT A AT A B R e

v

e

B e it g g PR R ERATE B DA R PGRRC S T AT & R
©ariv £ 5 R (L R ?Lfi,l‘l,f@éf#_;\lggf—? W o d SWAZ KA BFP 2 EG AT
R nEF F Al @ KRR GHAR N S AR TE TR B 2k
%¢F%iﬁ§ﬁ%%‘ﬁmmﬁﬂﬁﬁﬁw B Easy TR A @
% AHRE AR LSRR g2k P
1245 Inre Papesch %+ 40 » W AT Sdrre soil S S fpagon > w2 L 8

—n

WA B TR AR By A TAATG 3L SRR 8 B SRR I 7

A

SRS SR S Bk s R RS S SR E SN LR R

B FaEk G| CCPALFERP o ks L wllga b Lo 2 Bl art &

#a«guch proof of advantages is not seen to occupy a different relationship than proof of commercial success or of the
‘filling of a long-felt want’ often considered as sufficient to establish patentability in cases where some doubt of
unobviousness exists, but which have been consistently held as insufficient alone to override the holding of
unpatentability in a clear case of obviousness.... This conforms with the solicitor's oral argument which asked us to
ignore the pharmacological properties on the ground that the claimed compounds were ‘so obvious.””
*1d. at 385-86.
%52 “The mere fact that it is possible to find two isolated disclosures which might be combined in such a way to produce a
new compound does not necessarily render such production obvious unless the art also contains something to suggest the
desirability of the proposed combination.”
“°"1d. at 389-90.
" 1d. at 391. “We do not agree with the board that the unexpected properties of the compounds defined in claims 5, 11
and 12 should not be considered in determining the patentability of these claims.“From the standpoint of patent law, a
compound and all of its properties are inseparable; they are one and the same thing.... And the patentability of the thing
does not depend on the similarity of its formula to that of another compound but of the similarity of the former
compound to the latter. There is no basis in law for ignoring any property in making such a comparison.”
*1d. at 384, 392.
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PpE o TLZAT Ep B it AR I R A S 2%
H{s £ e znacae Fo2rix e (U.S. Court of Appeals for the Federal Circuit, CAFC)
& In re Dillion % > RIp FEip BHap it 42> T4 5 HEga 4 2 (prima facie

obvious > i T AgA 5 L) o frE B en® BBk (T2 5% o In re Dillion & ek £ 5

s I - sl e £ 4 (Hydrocarbon Fuel Composition) » H % 12 g sl

i (tetra-orthoester) i & 4+ & (f 4 4 £ = SRR S g
hrirce BYlF AFE LR girw,

g (tri-orthoester)51 T4

CHhB = L
2 i g gl £

>~ M 3atpa 2

ZApRE 3 IR chG flor

AP R H s
B AR R AR

LRET

*In re Hoeksema, 399 F.2d 269, 274-75 (C.C.P.A. 1968).

B
0-Ry
Rg=0— c!: —G-Rg
o-25
’:‘ ﬁEl P*#
0-Ry
R— ¢ —o-g
o-ts

2 n re Dillion, 919 F.2d 688, 690-91 (Fed. Cir. 1990).
> 1d. at 694.
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Bt A LIATEM oM X x2 The bhEa b L dade e KA WESFR KL
oAbl n A AR MG T R TG P hEA S L s FL A
£

TRES ) B2 X3 U E R TR B e g eTE et > e 2
Prig- Rl S p R e e b g BRRIPE Rl b e { &
TR m RS R R e 2 op bl R REPT B 0 R 2 AR R ¢ LR
A A T e W AP SR g d s F @ ?#H,éf, N4 e togm b B h
FxPohddn Lt pa R bR X S AT BB S

%m#%mﬁmﬁ%h?ﬁémﬁﬁnwir%&i@%%RJéﬁ#i’ﬁé@%

AAREE A N AR A T AR NERED (T e bmL T TR

ﬁﬁé’n’ﬁﬁl}ﬁﬁi’,]‘si’i Ly Fladktler BEa b Lo 33 R0 Ak AT HER
B 2Rd B 2 Il 4E 0 Bl D R

FE B FWP D TNt ey anE N an s T
Hagir, o~ TR kR EREE ol el 2 222 A2 TG

i
FAEA R L oY GrREAEM TR LRl E s 2 R T A
FAIF ANETHR 2 AR U LRERE S BT T Aa P A SR
GRLE A RBATHEP 2 TR e B TAREA Al @ R
Mmoo A R KR R R e p e s £ F & F1F 4 £ (Manual of Patent Examining
Procedure)z. @ %o % KSR %715 e B i B30 d0om » 2 3R 35 71247 L 28 (f 42 TSM
PIGEAE) G R E > R TR Ep ) 2l aE e B AP
PR 2 A RIPSSE Ut 20 'E SRS SR NS R PR EE-E T

%« structural similarity between claimed and prior art subject matter, proved by combining references or otherwise,

where the prior art gives reason or motivation to make the claimed compositions, creates a prima facie case of
obviousness, and that the burden (and opportunity) then falls on an applicant to rebut that prima facie case. Such rebuttal
or argument can consist of a comparison of test data showing that the claimed compositions possess unexpectedly
improved properties or properties that the prior art does not have that the prior art is so deficient that there is no
motivation to make what might otherwise appear to be obvious changes, or any other argument or presentation of
evidence that is pertinent.”

* Id. at 692-93. “...it is not necessary in order to establish a prima facie case of obviousness that both a structural
similarity between a claimed and prior art compound (or a key component of a composition) be shown and that there be a
suggestion in or expectation from the prior art that the claimed compound or composition will have the same or a similar
utility as one newly discovered by applicant.”

% 1d. at 696-98.

® 1d. at 694, 698.

” Dillon v. Manbeck, 500 U.S. 904 (1991).

*® MPEP § 2144.09 (Rev. 6, Sept. 2007).

* KSR Intern. Co. v. Teleflex Inc., 550 U.S. 398 (2007).

% Michael Enzo Furrow, Pharmaceutical Patent Life-Cycle Management After KSR v. Teleflex, 63 FOoD & DRUG L.J.
275, 310-11 (2008).

o a
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~=h
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\W _|

v Rtz Rpldp e o F1i KSR %

akeda v. Alphapharm — %@ 735 1 ?.BE"}%

g 1t en TSM ipJz&(strict TSM test) » & 7 & $438 4 e TSM Bz o b ¢F KSR % ¢ (7332
i
B

23 Tmd | B4 i’\agii#:i‘r%h'ﬁj‘lﬁﬁiéfﬁ?%;\15_9_@7}‘,’;-’_%620‘&

‘;‘.\}

SRR

BCEAEY BRI MR LA F R En TR, R TR T

KSR%m& faikgz5 T12d | 4 JF‘fé fX B AT 4G YA S

R R EATIKSR 2 Lfa5 § £ -

2.% M % 11 &

B B {1 et DR i 8 BT & IR 2 £ R o Fofht
SR 01 B RORERRTTY BT h S £ F Rie o gAML ET AN b A K
AR BP0 ma g ATEP 2 TRt &4 kPR § 7Y S fI ke

B cngdl s s i B I AP E R kR R G A oo

(o T154/82 % ¥ i £ # P & W8] § G dEd che 1A 8 4 (sepulchrate)™ - o
S e ph B SR 01 1 8 e (Complex) 2 Blig ¢ 2w kB 8 4
o 3t #iEiE § 4 & (hydrogen peroxide) @ Fl@ Foid B s F AP AL F Pt
M2blgm 5 RS 1) o\z'—i-/\ &Aﬁlﬁp—&iﬁg,%ﬁgﬁﬁ_%ﬁ;pg
2GR e s ER (A EE )T g - R Bk

IR Ao 4ok X & 1Y L 5 A d ik PR (excited states) ¥ 1T 2 T F # i & (electron

transferagent) » Ak it EF BT v kB hr W 4 -

81 Aventis Pharma Deutschland GmbH v. Lupin, Ltd., 499 F.3d 1293, 1301 (Fed. Cir. 2007); MPEP § 2144.09 (I).

%2 Takeda Chemical Industries v. Alphapharm Pty., 492 F.3d 1350, 1356 (Fed.Cir. 2007).
% GRuBB, supra note 38, at 213.

64 B
/,"\

. Cliz CH3

LL L
= Co (cm;)

(cHz)
nJH \H H N“l /

| et |

H,C_ Ol Cily

‘\\\\\\ ”,/’

Y

17



PHEEAR GBI AL AT And PR AR AIY Frhkg ko kBT
WHREF LR od N m R BB s £ T i8S
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Ed mkApAe R AR NI RPRERED L4

FREF - B P BB AR A R R g S o PRE R g (R T
Qﬁ%éﬁﬁﬁégﬁﬁiﬁﬂﬁ%ﬁﬁﬁk R R R W gE ol e U S L e S A
B o FlimExe HET St (T 0 RUEiEF

CE)REAEB L AT Ri- HE Bt 550

tw ey
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SO

é@jﬁﬁw?ﬁ’ﬁwgﬂi%iﬁgﬁmé F- TR0, 2 T dode
i s flid | TR LS PR T B an(Tr i Fogs) ) M AT 8
PegE P S LG ke ziTit B R AT 2 VA
B TEm, o 8 T2taa A | aad|éra i Fa

3

et 12 e b L

>

“&r

o fagelg e b oamnl et i
Frit &4 =2 57 B AR G200 gl L BE 27 g eht flr v s 4
B AEA R R GRRE o MG A e o BT R &R T 154/82 s BT 2L
- M EF RS TR R Rl 2 5%

212 @ Lt

#p: B 44 (enantiomer) &4 > 482 1 4 (sterecisomer) - & > wcitpk B 4 B ek

spanzpr < SERFBRRY S L -g-ress)zur
BRIGEFIR)SHEe B2 el BaEs > Pz &5
R RS ZESe st TaE, 3k FIFBT%Z?E e 2t ed TR R
DS SR B RIS R BB L G b R e d R B
03 > $Hp A BT T 15 % (plane polarized light) 2 4 4 & & it 3 k= o
e o AU TET R G R A S e(d form) S P R S =l

(stereogenic center) » T —

% T 154/82, IPD 7031, AUSTRALIAN NAT. UNIVERSITY/Metal complexes. “But even if the property of producing
hydrogen from water was evidently inherent only in the complexes as claimed, such an additional effect would not have
been crucial for the question of obviousness.... The cited article in effect, set a signpost pointing at the carbon capped
complexes. This signpost could not be neglected by the skilled man who was engaged with the development of further
similar complexes capable of producing hydrogen peroxide....”
% GRuBB, supra note 38, at 213-14.
% 1d. at 214.

18



form) o F)4p: £ Jf## LG mikk w3 k2 owihig o o fL5 kF R (optical
isomer) o § LS ZRAF R RS ELRERLEF TG RiEK D § R Fa fl

&4 4 ehi R & 4 (racemic mixture) ®o s E b i > T aogp B By F AT R

-

%
FERZBRHEI AR TR S TR 5, 25 20 T R &
EpAL GRIRIF LT DX B R E P2 bod 3R E 2
ERCES 3 3§ e APz kFBHF R hg o a4
ARk B S LT 0L RIE E LRY A WER S L B T
WL e TS A E R R o E B AR B AT L 2R R )
R ehd 87 R B o

PHRERfemME I hEo o i 2 B LR P LT TR EFRH
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ﬁﬂ%’ﬁ%ﬁﬁﬁ%oﬁ AP FIABBIFAAEY L ¥ oy e il
AR RER AR MR E RS AR F 2 FH R Wih -

R A R ke PR AT RE R hROR E B2 KU RZAER Y &
€ F A R 2 R Rk B R gt o0 IrgARE K AL WA SRR R AL E
B a R EeRE R ipd t“%l@é&ﬁz%%‘?ﬂﬁ%i i%fr%ﬁﬁf o

rik&g*;’,ﬂ,ﬁJm, T} fp&ﬁﬁ#.@_ﬁwp;‘:ru.ﬁ#g”,“,b#Jm’J
R mEFREFENE I LB o uFFINre May x5 60 ¥ A HE S S BZE
s2E7Red 3 (benzomorphans) ¥ p: B 47 (4L L P B4 ) A7 2 & 5 407 #0
D RArr RS R R § 7 N A FE P A X R T c BJIF AT R PFER
gAWT R G LI HP BT YR E S EP A B G A RS R
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BEA A PEEAY e Lo HATd BET R L RS (7L G0 H

% ROBERT J. OUELLETTE, ORGANIC CHEMISTRY : A BRIEF INTRODUCTION 171-77 (2d ed. 1998).

% GRuBB, supra note 38, at 213.

™ In re Williams, 171 F.2d 319 (C.C.P.A. 1948); Sanofi-Synthelabo v. Apotex, Inc., 550 F.3d 1075 (Fed. Cir. 2008); T
296/87 (0OJ 1990,195), HOECHST/Enantiomers.

™ GRuBB, supra note 38, at 217-18; A & T fg AARFEMMEP FEAE ERe RN R0 0 FEMA
A % 1268 0 F 25 (2009); ¥ R~ FEME S ravE T HFERRZFEH o FEMARE T % 148
# > F 68(2011) -

2 In re May, 574 F.2d 1082, 1086 (C.C.P.A. 1978).

19



2EA R LT WA AR FLHPR RS L R SRR {5 AT A2
B R LR AT 2 T M RS TR B T2aEA S A, P AR
%4CCPA’wM%~§Rﬁﬁd]&iﬁgihav@ﬂiﬁiﬁé}u E SN

:"\;L r%\"i._'—.%‘ﬁr—ﬁ;ij ’ﬁ{?’?’v‘uk“&&;&pg i’fédfi&mi;qﬁﬂﬁ?
B F B R CCPAZ 47 500 345tk 0 f L WP B P 2 3 & S RSN
3R Bl BRI B T ATy flstoe A B Taags 2 A e

Prit- BB AT AT BT R LG TRK ) ARM LR EEFPNFT R SARS
LAY kP RS T 2 R S o P kX *ﬁﬁiﬂﬁfrﬂ i
ArL R R AR R AT R EF PR o IR ASF RS E T RS

RO P ) P RS S o Tl @ R F ATk P A g T 0T A A

ZHEFBEEMN cFETET o emsnar e A Y e 2L o8 TS

K
I{L%ﬁ»}-pgﬁﬂw)‘%—%ﬁ, s 12 T 296/87 ~er'J’E"f\T"‘ (;}ﬂ R g"&?“{fiﬁ’}i’j‘

YA L ARA e R (AR SRR A g o by
R L3 Ne B {B- B EP e BRLHED 2T grmﬂ;—ipﬁgt’}&

CELEE S LR oh i BR & i 1S3 g«%«/f@iﬁpﬁ;ﬂ_{ﬁ;ﬁg*ﬁ * ¥ T Hp
g JlH o oRRE L T2l m b Add g a e ded Bflo FAL R gRI AT o &P
R T AR R A FRAPCEREF EG {8 PL RN Tl § PR REEe
Freh R & S m R R E S oonen P A gD e R b R R E B2
A R LhY RS Fa AR RERA SR TR DL BE P 2 FE
SAEA b AMnt|Srady e A AR i N AR L vy > F Y
il F s 2 HoE s s WIEZHEP RS & d R A DiRlah R &
AR AR RS IRHP RS ARG S TS S A o
FeErya > v AR ERfow Bl R TR &4 ) ch2biga b A2
Ui Al Fla AEPR BSOS TG LR AHHT{HEPREESF LG T

3
g

" 1d. at 1089.

73 «In effect, the board cast its conclusion of obviousness in concrete. Its mode of analysis leaves no room for the
submission of objective evidence directed to nonobviousness in this case....”

™ 1d. at 1090.

™ 1d. at 1091-93.

7 «Under established Board case law, an enhanced effect cannot be adduced as evidence of inventive step if it emerges
from obvious tests.”
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Fanelli, supra note 16, at 17-18.

Furrow, supra note 60, at 293-94.

Fanelli, supra note 16, at 18.

Glaxo Inc. v. Novopharm Ltd., 52 F. 3d 1043 (Fed. Cir. 1995).

Zenith Laboratories, Inc. v. Bristol-Myers Squibb Co., 19 F.3d 1418 (Fed. Cir. 1994).
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723 B Ao PR AT 457196 B ARG 2 Sl H2 BRI GG o
ARk 5 AT R A% o A Apotex RI4EAZF 35 0 1 3R°723 & 4] Fld 2 AT A 1 ok o

8 Glaxo Inc., 52 F. 3d at 1045-47.
% 1d. at 1047.
82a «A claim is anticipated and therefore invalid only when a single prior art reference discloses each and every limitation
of the claim. The disclosure need not be express, but may anticipate by inherency where it would be appreciated by one
of ordinary skill in the art.”
% 1d. at 1047, 1052.
# Novopharm, Ltd. v. Glaxo, Inc., 516 U.S. 988 (1995).
% SmithKline Beecham Corp. v. Apotex Corp., 403 F.3d 1331, 1334-36 (Fed. Cir. 2005).
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% 1d. at 1343.

%7 1d. at 1343-44.

8 |d. at 1345. “Because the record contains clear and convincing evidence that production of PHC anhydrate in
accordance with the '196 patent inherently results in at least trace amounts of PHC hemihydrate, this court holds that the
'196 patent inherently anticipates claim 1 of the '723 patent under 35 U.S.C. § 102(b).”

% 1d. at 1346.

% Joel Bernstein, Polymorphism, in THE PHARMACEUTICAL INDUSTRY 367 (Rolf Hilfiker et al. eds., 2006).

% Carlos M. Correa, Public Health and Patent Legislation in Developing Countries, 3 TUL. J. TECH. & INTELL. PROP. 1,
29-30 (2001).
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% GRuUBB, supra note 38, at 228, 233.

%22 «However, according to the jurisprudence of the Boards of Appeal, in order to be novelty-destroying, all features in
the claimed combination must be directly and unambiguously derivable from the teaching of one single document.”

% T 605/02, Horgan/Polymorphic forms. “Since document (2)... is completely silent about the nature of the crystals, let
alone, whether the obtained crystalline products are in a pure polymorphic form, the presently claimed polymorphic
forms are not directly and unambiguously derivable from document (2).... document (2) itself does not disclose all
features of Claim 1 or 2 and, thus, does not destroy the novelty thereof.”

% MUELLER, supra note 32, at 130.
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% Tilghman v. Proctor, 102 U.S. 707, 711-12 (1881). “If the acids were accidentally and unwittingly produced, whilst the
operators were in pursuit of other and different results, without exciting attention and without its even being known what
was done or how it had been done, it would be absurd to say that this was an anticipation of Tilghman's discovery.”

% MUELLER, supra note 32, at 130-31.

" T 777/08, Warner-Lambert Company LLC/Crystalline.

% Sofia Papathoma, Patenting Polymorphism on European Patent Office 21-23 (Jun. 2006),
http://www.pch.ub.es/centredepatents/pdf/cursos/dillunsCP/papathoma_polymorphs.pdf.
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% Susan Fyan, Pharmaceutical Patent Protection and Section 3(D): A Comparative Look at India and the U.S., 15 VA.
J.L. & TECH 198, 217 (2010).
1% Tanuja V. Garde, Circumventing the Debate over State Policy and Property Rights: Section 3(d) of the Indian Patents
Act Law, in PATENTS AND TECHNOLOGICAL PROGRESS IN A GLOBALIZED WORLD: LIBER AMICORUM JOSEPH STRAUS 243,
244-45 (Martin J. Adelmann et al. eds., 2009).
101 TRIPs Agreements, art. 27.1.
192 Garde, supra note 100, at 246-50.
103 Section 3(d) Patents (Amendment) Act of 2005: The mere discovery of a new form of a known substance which does
not result in the enhancement of the known efficacy of that substance or the mere discovery of any new property or hew
use for a known substance or of the mere new use of a known process, machine or apparatus unless such known process
results in a new product or employs at least one new reactant. Explanation: For the purposes of this clause, salts, esters,
ethers, polymorphs , metabolites, pure form, particle size, isomers, mixtures of isomers, complexes, combinations and
other derivatives of known substance shall be considered to be the same substance, unless they differ significantly in
properties with regard to efficacy.
104 Carlos Correa, Guidelines for The Examination of Pharmaceutical Patents: Developing a Public Health Perspective
29  (Uniw. Buenos  Aires,  Working  Paper Jan.  2007), available at  http://www.iprsonli
ne.org/resources/docs/Correa_Patentability%20Guidelines.pdf.
105 Fyan, supra note 99, at 208.
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118 GRruBB, supra note 38, at 231.
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3.1.1 Marion Merrell Dow Inc. v. Baker Norton Pharmaceuticals Inc.

x"\"
h

=
=

_\
ke

B2

b |

~

G

Bk M g 515 38 3 R0 5 I <2 §8 (claim construction) i & 3 gL %o

Merrell Dow 47 % & 3,878,217 5.8 {1(f #7217 5L & 1) » 2 & I fo8 @ 2

/,\fbg

1~ terfenadine 2 * H 55 Back feh 2 o "217 3% JI3p 343 1994 & 7| > Baker

Norton F] = % & FDA #% 2 ANDA ¥ 3 gt te B f1 308 15 Wid o= § $H 2

Fr&-

Merrell Dow % #rt5 if ¥+ Baker Norton #& 1 &g 3732 » 4 7= Baker Norton ¢ ~ B~ §

terfenadine & ¢ # (7 4 322 8 wided ~ A 518 2 4,254,129 2% ({4

,129 %ﬁ,—g?

1) - 71’129 5L % 1 ik # 2 terfenadine 7% & Ht~ TAM (terfenadine acid metabolite)

2 0B n g EACR k2 S 3R o Merrell Dow % o5 o R A # PR * Baker Norton

chi 28 (s R g s Fuea L TAM » 1@ Baker Norton #l:¢ ~ p= % terfenadine £ #
¥ (7 5 04 Sk @4 o 2 Baker Norton 2 {8 fede k %0 15k 20120 5% )Y 3
BEHLE PR TAMZER » 221758 fIp 5§ ¢ 5 0% TAM > 50129 5

AERFIRER IR E B E Y0120 BLE S RIE 2 RenfEfR o 2 mdp 2

xBHEL

e & mar > @ LA RIRG FR e R e gl B 24 fr&ird 2 & 1)
FAoRih 3R A TR B Tof A B @M E {o? ;i 2 (prosecution history)
EPRERUEFET ARET B T 120 518 {5 kon v Sl &8 - §

F

Eledor W bR AP P 2 A5 Ra g
FLLES ) - fredatidd 4o ;ér;za‘gu.é R Uk Sl o S

TAM ¢ % 4§ 48 (pharmaceutical carrier)shie & 4+ » G igpfag @ T it &4

L% o Merrell Dow % 77 Tt &4 | — g#ih e 7 99% Jf terfenadine 72 = &g

}
b & & TAM 5 Baker Norton RIS L T i &4 | — jr R 2 M & 2 h TAMS o

e L
AR

Sy

Ak & dn i g o FlE 4ok Merrell Dow #rif H 72 ¢ 7 (N 38f4 = % g8 eb & =0

2 TAM: RI%3H 89T 87 A2 5 & 5 KA Y B0l 2 S enTAM i a 2R £ & s

7 Marion Merrell Dow Inc. v. Baker Norton Pharmaceuticals Inc., 948 F. Supp. 1050 (S.D. Florida. 1996)
1% |d. at 1051-53.
"9 1d. at 1053-54.
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- PR 2 A 120,

Fldpd ARG RAFRERF RS BIERP E L2 o X R IR
o /%*{mfﬁzi TAM it B 38~ #oagdeid * 2 50 vifhal 7 TAM ¥ d A 88 (23804 =
AR TR > AT AL B JIGRaE L T Ap | BRI L A o s ¥ g

e RIS R AR TRY 03 Ry o 2 A o i Merrell Dow ¥ - 1 R
Bt NS - Ao R RS T R 2R 2 TAM 5 Bl R
AR RAEINTRF LB MY BT B F AR T WP LS
;%-:Tiiﬁiiﬁéf if B A iTd 5 o Merrell Dow 2 %M'J“,lrt ks uBE S -

KA ehtr e o 2dadg 0§ Merrell Dow 4 %;M‘ﬁ% B Qi BRE
?'J%EL Benfaf@o T T C s f ) e f@ren i Lot Ade PR a5 LAY 2
A mﬂm RIE e B BB A A IR R ST B AR B T g B 0 E T S
Bk Bt £ 03 e smE N b FRRT A LA T A4 | R £ 2 - Fd
&R terfenadine =7 i P& 2 TAM I R 7% » "12955 % filde [l 7 1+ & & %48 -

7 Baker Norton li% ~ = # terfenadine % 7 % cnj7 5 7 7 4 & #cv¢ 2 2> Merrell Dow
H s CAFC Az bl & w » AT aa” -

3.1.2 Schering Corporation V. Geneva Pharmaceuticals Inc.
% Rkt B 14 ¢ Schering Corporation v. Geneva Pharmaceuticals Inc. 22* > p]i%
# 19 7' 7723 , (inherent anticipation doctrine)  gdZpx ¢ ~ i * R84 L7
xR FEAHF BJIPNA - 3%k ¢ R4 Schering Corp.#73 % B % {1
4,282,233(ff 41233 3% 11)r 4,659, 716(f £°716 5.2 )52 41 - 233 354 ¢ § fo

...if as MMD suggests the term “compound” refers to impure TAM created in the body by metabolism, claim 10

could be construed as the removal of impure TAM from human bodies to then be combined pharmaceutically with a
synthetic, or pure, carrier, which as a practical matter the Court finds to be a tenuous assertion leading to an absurd
result.”

12 1d. at 1054.

2L |d. at 1055-56.

1212 «\i/hen it canceled claim 2 in response to the examiner's rejection of it as identical to claim 1, MMD necessarily
adopted the examiner's interpretation of “compound” as limited to that formed by synthetic means.”

122 |d. at 1055-57.

123 Marion Merrell Dow Inc. v. Baker Norton Pharmaceuticals Inc., 152 F.3d 941 (Fed. Cir. 1998).

124 Schering Corp. v. Geneva Pharmaceuticals Inc., 339 F.3d 1373 (Fir. Cir. 2003).
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‘e go(antihistamine) '« £ 4~ loratadine e R8> X 321t £ 5 7 ¥ S FrdiEacE 2

# %’Eﬁiﬁ] iT#* o Schering Corp.p] 14 loratadine % /&= 4 F 3 54 & 5 CLARITIN®

R R 2 2716 5L I R # 3% loratadine =1i% 4 #4» DCL (descarboethoxyloratadine)

g 438 DCL 7 5 7 rhphinfrin kit g 472716 5L% 112 2 2004 # 4 * 4
@ 233 §L& IR+ 2003 & e FIH o 4233 5LE JIRIHEF S ER S Al ~ B

-M\

BT

¢ loratadine 2. & ¢ % ix R 3% % F v 7 B~ FDA 1 3 357 o d 3 Schering Corp.

B AE o T16 BLE 155 Y -t 7 loratadine § £ #7¥ iy &3kl

Flm F L ERGTHERD H FT Y GopF I 2 5R°716 5L & »Te Schering Corp. 7 4 is B

% Geneva £ % 38 L E R mEHEn D

- FEt b R R S Ak L B IR DCL R Z 4R R &
felaad &3 R A AR S A AR o - F2 Bty 0 20233 B8 1)
P AP dhiE DCL o 7t A4k 2 loratadine st SEA L o SR@ 2 RI233HLE {4TiR G

2 i * loratadine = 7 - i g A J DCL o e b i F B e B2 @i * & o - 2

] 0716 3h - DOLFA00 & TR e 3 09 23858 11° + 717 353k

LATHN 0 Bk L F L ERE 4 =l

ScheringCorp. 2 {4 + 732 CAFC» = 2[R ivh B R FAp e 2]k o =

FIg &

% % [

B f - Tk S R g e T W & % A @ kIR

F_
-
S|
=
S
o

“\s

/7

Topttt s wPH - BRI RAIRE AL FEP R - B B REZL & 2R
4 5 iﬁmmai%gﬁﬂm ‘%@hiﬁ RRE/ES
BEol TR RSk e D ARSI L i it 6 &
d L AL Mﬁti%:i%iwﬁ#%x' w7 R

oA LK R R B RL 2o AT g R

SRR Y BN B E R S I P R AR L T

125 14, at 1375-76 .
126 14, at 1374,1376.

126a

characteristic is necessarily present, or inherent, in the single anticipating reference.”

“Moreover, a prior art reference may anticipate without disclosing a feature of the claimed invention if that missing

128 «Other precedents of this court have held that inherent anticipation does not require that a person of ordinary skill in

the art at the time would have recognized the inherent disclosure.”
127" Continental Can Co. v. Monsanto Co., 948 F.2d 1264 ( Fed. Cir. 1991).
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ATEP ARV BEHEAS LY oy Rl N RF T ReRg R o B §
L F B PR AR o T HA R R SRR L
AR kb N F 0 Aok Schering Corp.#i 5k #- T 224738 Ll ¥ St $Hik
HBR 24 A, pr g TE RIS e kg Y AR TR L
A F R F D RT3 R IR R DCL v 4 it i@ r T
FRe b, o Fla & 2 AT

CAFC L dp i & 5k civfe gz {, ¢h # 4 3747 44 (accidental anticipation)hsk &7 & 4p

ng“][mLﬁ#*i“*%ﬂ#m¢ﬁTémoPi?ﬁ@ﬁ&-&%%Tm

P
F’

A‘“

&

loratadine & ¥ % ¢ = ¢ & &t DCL > ¥ DCL 12 = S5 & PR * loratadine £+

%m°%%%ﬁ*$ﬁﬁé$ Wi F LR RN AR FEAB R
S E Y R WS SR L o SN R LR i R T

#R
N

o A% 233 B2 AP S G DCLenmme e Fla 2" 9 F'E7 2%
TR ALy AR RN & R RIS FY A B TERER R R

bAhkd CAFCRIZ®4pd s M H e TR AR P £ gy
T2 ¢ oA B Y ERAN TR EE R I P ENO RS T KA F e

TR AR o R Ry A a S SRl B HE LT s 2 Rt R
HF s T NE A M AR %ﬁ@ozﬁjaaﬁﬁé\@wﬁyga@%mw
R I R L TR e S R R R R A )

TG A it LR B E P R E R g g rak g o e d

LHMER2RAR > pES TF T LIRS, iy PP pmiaaAig o

1278 «_ Continental Can does not stand for the proposition that an inherent feature of a prior art reference must be
perceived as such by a person of ordinary skill in the art before the critical date.” “... Continental Can stands for the
proposition that inherency, like anticipation itself, requires a determination of the meaning of the prior art. Thus, a court
may consult artisans of ordinary skill to ascertain their understanding about subject matter disclosed by the prior art,
including features inherent in the prior art.”

128 Schering Corp. 339 F.3d at 1377-78.

29 }a B % &) % 2 Eibel Process Co. v. Minn. & Ontario Paper Co., 261 U.S. 45 (1923); Tilghman v. Proctor, 102 U.S.

130 Schering Corp. 339 F.3d at 1378.

“In these prior cases, however, inherency was only necessary to supply a single missing limitation that was not
expressly disclosed in the prior art. This case, as explained before, asks this court to find anticipation when the entire
structure of the claimed subject matter is inherent in the prior art.”

130 Because inherency places subject matter in the public domain as well as an express disclosure, the inherent disclosure
of the entire claimed subject matter anticipates as well as inherent disclosure of a single feature of the claimed subject
matter.” “In general, a limitation or the entire invention is inherent and in the public domain if it is the “natural result
flowing from” the explicit disclosure of the prior art.”
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loratadine #-+ it %3716 L& IR > DCL 1 &4 R » x $1 5 ’P“‘ L BE T PR H

loratadine & 2% ¢ L34 £ DCL i* &4 & 25 g v F F'E7 2% 233
% B>t 4 JR* loratadine hph % ¢ #°716 5% fIM 5 DCL eingRag & R
131 |

CAFC »t 2 g fsdn M > — ({82855 % 5 L3P & TE Mot fasi % » % 2 40

B ¥ Ao A d5 14 R 25 (enablement) o 2 B 7233 LB JUBE K gy it Ao Rl
HeoDCL M &y em kN ght Tz, @R DCLe 07w 34 T g
W eh@ ok P 40233 BLE ¢ @ 4 I o A PR* loratadine e F oo d ATPRH
loratadine =¥ +t A g 4 = DCL » %)@ 2 a3t @ 233 5L & f1e h@B v 8 2245 2 3
#%%ﬁfﬁ?ﬁ?ﬁJﬂ%EmLﬁ%%“%«%Qjﬁ’CAH:JiDCL L e @
FE s 0w 50233 Bk fl o d A RTH T16 9 E {14 M 2 AT R0 £ £ E R
74 E 4 o A A& 7 R 2 Schering Corp. & 2 FLo A % 12 (Rehearing en banc)

diEs > zrme

3.1.3 /] &

BE AR RN VIR ST AR o R e RS PR
M2 B 47 ¢ 2T BEAHP B ORI AR HERT B HETd
VLR R RS e SRR E S RG] AT LI ROFZERE AR sEL
I RCTEAS o 2o a e IR | RO R T e E R e o o AT e E
fr@ & PR & il dr R 2 AR Bde & % g g KT o & Schering
Corporation v. Geneva Pharmaceuticals Inc.s& 2 ¢ » ¥ 5 FIgE> 5 £ A > Tiv £ 4
HF EBRET AL R FA F Ry ASE G R FRER S SR RARRNA F
MTREFEIEG | FLARLE EROERFFTRLIEY I FERET I

' 2

> 135 PN s ) o Jrl s 2 N o
- Ptz BT BRI L PE AR LAS ) BEAHES TV AR A | B

31 |d. at 1378-80.
312 «To qualify as an enabled reference, the '233 patent need not describe how to make DCL in its isolated form. The '233
patent need only describe how to make DCL in any form encompassed by a compound claim covering DCL...”
132 1d. at 1381. “The '233 patent discloses administering loratadine to a patient. A person of ordinary skill in the art could
practice the '233 patent without undue experimentation.”
133 1d. at 1382.
134 Schering Corp. v. Geneva Pharmaceuticals Inc., 348 F.3d 992 (Fir. Cir. 2003).
135 1d. at 993-96; H. Sam Frost, The Unique Problem of Inventions Which Are Fully Enabled and Fully Described, but
Not Fully Understood, 20 IPJ-CAN 369 (2007); Ben Herbert, When Nature's Anticipation Inherently Prevents Your
Discovery: A New Look at An Over Looked Requirement of Patentability and Its Impact on Inherent Anticipation, 50
JURIMETRICS J. 111 (2009).
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32 ®M
o m R BRI H TRTEIEG ) GRET LIE R LEL
ARG L R AR o FA RS B B B 1R R R R AT
b B S HBE ARG R R E S PR Y Y R 2 ¢ U
BREF DT LB RS RERER TN R A TR E{IF 42 R T K
SR % A B R et AR AR RO & RUR R Ib S iR
2 Marion Merrell Dow Inc. v. Baker Norton Pharmaceuticals Inc. %= # » J £ Merrell
Dow '} i % Bk & > 72 4p e 2 &5 24 SR B {- % PlE 4 Baker Norton $t 4z
BHEFD o ARAE B2 RERGU AR HEE] TR BEESE o B
R > - %R/ L 2 > 2 (The Munich District Court) 7% i 45 =~ & B (equitable
principle)5 v f £ 4 5k i fedg digk 2 Wags b d 2 - E 4B R 4 @ 2 terfenadine
B 24P o RZARE ML TR REFE VRS JFEFF I RE B2 o
4 H {8 V27 40 W B & B (Higher District Court) » & 72 ot - 3% 2 » ¥ -
@HﬁmAW@sd@wbﬁﬂvéf’*ﬁﬁ%§7%m&éﬂiﬁﬁﬁéﬁ
A0 f,ir/;v F 4 H 15 e 40 BB 20 B B 2 F(the Federal Supreme Court)# 42 F 3% » 2
%ﬁ&%%%%%’i%ﬂﬁﬁiW°§$iﬂ’?%ﬁkaﬁiWﬁk’a%w
TAE AT 2 BB Rl A BRI ARE A SRR
EEWER ERAM TR FEIEG ) RILY - LR RTFEAB R
flamsc Flaaks k&2 2™ e $30 A % 20 3 (House of Lords) % 7 0+ i 5 3

136 Schering Corp. 339 F.3d at 1381.
GRUBB, supra note 38, at 233.
38 Frost, supra note 135, at 380-81.
189 Merrell Dow Pharmaceuticals Inc v HN Norton & Co Ltd [1996] R.P.C. 76 (HL).
M0 4 2009 10 ) EREF AR 2 E T2 w0 (FEREA L - )RR LEREFM 0 J 12 0 23R
A (Lords of Appeal in Ordinary » i # % Law Lords) #% % % ! ¢7% i ; see Judiciary of England and Wales &
Tribunals Judiciary, Introduction to the Justice Syetem,
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FIE(TAM i & s Raf) b2 0 e 3 S3d A fokleh & 32 TAM o B30 & g%
T2 ATHEENET S RS A Rt L AE R Grip ke F Ry TAM 2
FRATR GG AT AR A AT 22 0L 1Y 0 H R L 10207 %))
S B N FAE S R AL AR A A AL SRR g Y s R R T b
2R fREE R R B g At g & ] 2 K (European Patent Convention) % 2 % %)
SRS E RN S R ﬂﬁﬁ7?ﬁ’iﬁww’ﬂm&ﬂ%?%’iﬁ
A B HH AT LY apLe R TAMZ 9 L3 # kL5480
ﬂa%%%%ﬁ&&_iﬁ%%/ﬁﬁﬁﬂ%? iwﬁwm’3¢¥*“’@*i

‘B A
1’3.,4\}3

MREEFPOLETA T @ TR T RS LY R E R s L
PR 5P AR FLT R T A de A AT -

ye TAM Lt ERA T AR FE LIRY terfenadine BF 2 & A o AP K-
B TAM > 335 8 TAM £ 515 »c > Fla Higsak * £ 9 > & A4hGE TAM iz
PEHAEA TR AR S ¥R R s TAM &4 o 5 @20 > TAM
£ 4 A Tl B A T A AT e S b RREL AT o W 217 5Lk fI4TR R
ZZpFE e @ TAM it & j—tﬁ:ie%ﬁ,ﬁ]v} s PR BT > BRI LT LR
GEER R AP PG ER AR R L RET S TR RGGRE L
¥k T s L P g e 10207 B % IR IR ¥ terfenadine #-
ARER RS BE it E e SRt N SR AR T AR R
Er g S g2 TAM> ke Z T iz 4 B PR* terfenadine  #4 = TAM »
F18 0217 HB AR gL P F e RS T A > AR L Y g T R
1Awmo%%i%ﬂajﬁﬁﬁf’%@ﬁﬁi%%§1AMﬁw¢ﬁw%&,ﬁ
@ TAM = % @ & éf- 380 > TAM i & 4 F]@ & 4 Rrgnfs o

gt Ljz > JmFip i mR2RER ST HMN B L LiE > 2w Bk

http://www.judiciary.gov.uk/about-the-judiciary/introduction-to-justice-system (last visited April 21, 2012).

11 G 02/88 Mobil Oil/Friction-Reducing Additive [1990] EPOR.

42« That the disclosure in the terfenadine specification had made the invention part of the state of the art is different
from the argument on anticipation by use because it relies not upon the mere use of the product by members of the public
but upon the communication of information. The question is whether the specification conveyed sufficient information to
enable the skilled reader to work the invention....”

1410 «In this case, knowledge of the acid metabolite was in my view made available to the public by the terfenadine
specification under the description “a part of the chemical reaction in the human body produced by the ingestion of
terfenadine and having an anti-histamine effect.” Was this description sufficient to make the product part of the state of
the art? For many purposes, obviously not. It would not enable anyone to work the invention in the form of isolating or
synthesising the acid metabolite. But for the purpose of working the invention by making the acid metabolite in the body
by ingesting terfenadine, | think it plainly was.”
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Bl HorE st g SR 41 %—Egui@%‘r%ﬁﬂ%ﬁ o TREET® N £ 5 R
A RHE TR AR SRR e

33 ¥R

BE SIS S S el IR R B R Y 2005 E & 410 5 3(d)iE 2 H 2R s r s
B o~ 2R BT T S FERATANE R BRI R AR G © Arde [T e 4
R T g?:@,ﬂ:;ﬁ ; wfﬁﬁ BT FH G EFLRE o KA bl
R IEDS BN CRER FETEIE B R £ ESER s UL SER SR
PIRE | G|hF BIER S R AR EANEREAMEE TR F AL L
AR R AR AEEREWIL G R g H A GREIBE Y RRE S Y
Wiks o BEEHPRIRY ¢ b T T p AR ) o TRl & TER R

AR NBEE XA S R BB P RREFETEIE M A LS

\

% B3t 2005 & en® A% A Z 425 £ p & % (Draft Manual of Patent Practice and

142 Christopher Floyd, Novelty Under the Patents Act 1977: The State of the Art After Merrell Dow, 18 EURO. INTELL.
PROP. REV. 480, 483 (1996).
3 1d. at 485.
44 Correa, supra note 104, at 18.
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1 . . . . .-
%0 35 U.S.C. 101: “Whoever invents or discovers any new and useful process, machine, manufacture, or composition of

matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and
requirements of this title.”

181 Morton v. N.Y. Eye Infirmary, 17 F. Cas. 879, 881-82 (S.D.N.Y. 1862); Pryene Mfg. Co. v. Boyce, 292 F. 480, 481

(3d Cir. 1923); ALBERT H. WALKER, TEXT-BOOK OF THE PATENT LAWS OF THE UNITED STATES OF AMERICA § 2, at 2 (2d

ed. 1889).

162 Gottschalk v. Benson, 409 U.S. 63 (1972).

183 Herbert, supra note 135 at 144-46.

164 MUELLER, supra note 32, at 129.

165

Genes Somehow Different?, 11 J. MARSHALL REV. INTELL. PROP. L. 318, 347-50 (2011).
46

W. Lesser, Nature or Nurture: Is There A Case Basis for A Judicially Created ‘Product of Nature’ Exclusion? Are
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1% parke-Davis & Co. v. H.K. Mulford Co., 189 F. 95, 97 (C.C.S.D.N.Y. 1911).

7 1d. at 106.

1% 1d. at 103. “But, even if it were merely an extracted product without change, there is no rule that such products are
not patentable. Takamine was the first to make it available for any use by removing it from the other gland-tissue in
which it was found, and, while it is of course possible logically to call this a purification of the principle, it became for
every practical purpose a new thing commercially and therapeutically. That was a good ground for a patent.”

19 Mayo Collaborative Services v. Prometheus Laboratories, Inc., 132 S.Ct. 1289, 1297 (2012).

0 KIMBERLY A. MOORE, PAUL R. MICHEL & TIMOTHY R. HOLBROOK, PATENT LITIGATION AND STRATEGY 300 (3d ed.

17114, at 298.
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