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carried out by a person skilled in the art. )~ Z& 84 {¢&& ( The claims shall define the
matter for which protection is sought. They shall be clear and concise and be
supported by the description. ) ~ TLEEF[JAEE 14 (%55 (3)¥E ( The specification
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the art. ) - HIRBIEEFHEAEZE 72 (55 (1)IE(C)#EK (It provides for the
revocation of the patent, inter alia on the ground that...(c) the specification of
the patent does not disclose the invention clearly enough and completely enough
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EP0934061 Claims
1. Use of (S)-3-(aminomethyl)-5-methylhexanoic acid or a pharmaceutically
acceptable salt thereof for the preparation of a pharmaceutical

composition for treating pain.(Z/)
2. Use according to Claim 1 wherein the pain is inflammatory pain.(2 ¢ /4

F)
3. Use according to Claim 1 wherein the pain is neuropathic pain.(774%/4%&
)

4. Use according to Claim 1 wherein the pain is cancer pain. (& /& 7)
Use according to Claim 1 wherein the pain is post-operative pain.(777&/&
)

® EP0641330 - {4/ Isobutylgaba {t:44 e HL AR AR IR (SIEER) « #5582 SEE M2 - Pregabalin
y Isobutylgaba 2 7449 -



6. Use according to Claim 1 wherein the pain is phantom limb pain.(£ /%%
#7)

7. Use according to Claim 1 wherein the pain is burn pain.(Z£/5/5)

8. Use according to Claim 1 wherein the pain is gout pain. (/& /&)

9. Use according to Claim 1 wherein the pain is osteoarthritic pain.(& /&5

SES)

10. Use according to Claim 1 wherein the pain is trigeminal neuralgia
pain.( = X #45)

11. Use according to Claim 1 wherein the pain is acute herpetic and
postherpetic pain.(Z /% 7B 2 HI T IR 12 5)

12. Use according to Claim 1 wherein the pain is causalgia pain.(%//)

13. Use according to Claim 1 wherein the pain is idiopathic pain.( &2 /£&

14. l/i?e according to claim | wherein the pain is fibromyalgia pain.(#Z 424/
)
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12J55: [0006] The instant invention is a method of using (S)-3-(aminomethyl)-5-methylhexanoic acid or a pharma-
ceutically acceptable salt thereof as an analgesic in the treatment of pain as listed above. Pain such as inflam-
matory pain, neuropathic pain, cancer pain, postoperative pain, and idiopathic pain which is pain of unknown
origin, for example, phantom limb pain are included especially. Neuropathic pain is caused by injury or infection
of peripheral sensory nerves. It includes, but is not limited to pain from peripheral nerve trauma, herpes virus
infection, diabetes mellitus, causalgia, plexus avulsion, neuroma, limb amputation, and vasculitis. Neuropathic
pain is also caused by nerve damage from chronic alcoholism, human immune deficiency virus infection,
hypothyroidism, uremia, or vitamin deficiencies. Neuropathic pain includes, but is not limited to pain caused by
nerve injury such as, for example, the pain diabetics suffer from.
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EEEHRY) X RRGFERE Y FIRZZEYIHIER | IERIATEE Ry LR KA -
HA% EPO AT HHIRIL AR I FacHE s = -

2007 £ 12 H 13 HEfTHIEONEF] 24y (EPC 2000) » B 54 fR(5)F%
5 54 R4 SIHEIAE 54 RO TERI B S FI S SRR
RSSO Z T RELEBIAL © (RS 54 FROYFIE » 5 BRAREY > FHKE
LLE KIS BB By HH SRRV A BE IR - s oKIA ] LU R IR E Y
2 AEEE - B T WEEEHRA) X RIREHRER Y | S B AR
THZBER TR o AR RIEEER 7= £y T EPC 2000 35°KIH

2010 4 EPO A EifiZe R & 1E G2/08 RG] - CAE Sl &Y)2 5%
TR RS R A E I AR ORI Z e - TR IR Ry [e) EPO 2
H R 2 S 2 Bk 2 BSeEH Ry 2011 52 1 H 29 HFT > AIlEEKIA AT Uk

Y[=57 .7 European patents shall not be granted in respect of methods for treatment of the human or animal body by
surgery or therapy and diagnostic methods practised on the human or animal body; this provision shall not apply
to products, in particular substances or compositions, for use in any of these methods. | [HAHE NFEIEFESE
24 {EHE -

Hydropyridine X ZB 4/83(BGH)(1984)2I1C 215.

EPC 2000 article 54(4) :Paragraphs 2 and 3 shall not exclude the patentability of any substance or composition,
comprised in the state of the art, for use in a method referred to in Article 53(c), provided that its use for any
such method is not comprised in the state of the art.

2EPC 2000 article 54(5) :Paragraphs 2 and 3 shall also not exclude the patentability of any substance or
compositin referred to in Paragraph 4 for any specific use in a method referred to in article 53(c), provided that
such use is not comprised in the state of the art.
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TASEERIAEC TEPC 2000 fRFUEEE - (HERZBSLMEN R 2011 42 1 A 29
H L& - AIHREELL TEPC 2000 , fREZ(EERT -

Fic& EPC 2000 2 B it » SEELH]f7E 2010 4 5 H 26 H A —#fT#E
(Practice Notice ) » ¥J55 B &£ FHIR SR IA ~ BRI UIETUE - LB A F ¥
PR B S B A E TR B EE 55 K (A B R E s HE B R ZBSLEH ) - 1
FREFEE BB A ARGE KIA L B EE SRIARCHL - P T EPC 2000 =G
# o A H LI LA RIS - FEZ B DLSE RIE BRI HEM:
R T EA - FeRlHYE - B LAYSORIE AN - SRR TR EE
FREEYNELE 75 B FTEE S BELE I AN N AHRE T2 B TR B
FIRAHRE - 40 G02/08 HAFfER » BT BT Ra MY Fo P Lok 2 BEEERT IR - Tiah
SKIEAY RSB T75k > “HAETIREMERAT: o FrLUSERIEALASS 4A (R4
T PASE i B OB AE Y J7=(ECE#K - B TEPC 2000, AU AR R A G A
SEOKIAZ B85 o (LS JepiE TR 2 55 RS AIA A R ARk 2 Figk -

(=) "EPC 2000 ; B&3KIFEEREN

FBEEREA TEPC 2000, RIHECES TYE X AR EREEERINN

o IR EANES 4A RABE - RAYE X AR EEGN Y HISCaiRit

AR LGEE AR o MAHERE TEPC 2000 ; EfAT - HEYE X G H

& FH AR AT E g gl > T EPC 2000 ) BCdk 2 s R T S B S B
IR A Ol SR SE (g HL 2L -

REEEPRITHAFEELE > 5 RERR A B 25 KEEE (REH
hfElE) AR

1. The use of substance X in the manufacture of a medicament for the treatment

of medical conditionY

2In this case of an invention consisting of a substance or composition for a specific use in any such method, the
fact that the substance or composition forms part of the state of the art shall not prevent the invention from being
taken to be new if that specific use dose not form part of the state of the art
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2. The use of substance X in the preparation of an anti-Y agent in ready-to-use
drug form for treating or preventing medical conditionY ;

3. The use of substance X in the manufacture of an anti-Y agent in a package
together with instruction foe its use in the treatment of medical condition Y ;

4. A process for the manufacture of a medicament for use in the treatment of

medical condition Y.

WEEREENE > FREERE "WE X R Y ZH® - 1ty
EEATHEAZ NEEFIE S REER LT B —8YaEREOHEEY) X
F—({EFHRRAE Z AL - HGARER Y 5 Sha? X Z8EH
wIBER > HBEUEHIHTZ 2R EER ERRHENIANE - SRR MATE

EATE  FTLAK Section 1(2)(d) - & RalUEHH2HE - JEBEALEFTEZRAVEEI
TEA T 2R -

R BRI RS P AR EE R ] Z BEES AR T

47\11

1. Substance X for use in a cosmetic method of treating the skin ;

2. Substance X for use in the treatment of disease Y by administration of a
dosage of 0.1-1mg ;

3.Substance X for use in the treatment of disease Y by intravenous
administration ;

4. Substance X for use in the treatment of disease Y in patients showing
over-expression of receptor Q ;

5. Substance X for use in the treatment of disease Y by inhibiting the activity of

receptor Q ;

2j=5 + the claim is only distinguished from the prior art by the content of this instructions, and this represents a
mere presentation of information and thus not a patentable invention under Section 1(2)(d): It is hereby declared
that the following (among other things) are not inventions for the purposes of this Act, that is to say, anything
which consists of -

(a) a discovery, scientific theory or mathematical method,;

(b) a literary, dramatic, musical or artistic work or any other aesthetic creation whatsoever;

(c) a scheme, rule or method for performing a mental act, playing a game or doing business, or a program for a
computer;

(d) the presentation of information. John Wyeth’s and Schering’s Applications [1985] RPC 545.
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6. Substance X for use in the treatment of disease Y with reduced
immuno-suppression ;

7. Substance X for use in the treatment of disease Y as measured by an increased
time to progression of disease ;

8. Substance X for use in the treatment of disease associated with
over-expression of receptor Q/ Substance X for use in inhibiting activity of
receptor Q ;

9. Substance X for use in the treatment of disease Y by combined, sequential or
separate administration with substance N ;

10.Substance X for use in the extra-corporeal treatment of blood to treat disease
Y ;

11.An inhibitor of receptor Z, for use in the treatment of disease Y ;

12.A prosthetic device Z, for use the treatment of disease Y.

(P9)%rHBUERKIFMN EPC 2000 S5°KIAZ &E ~ 403 FATEEH

Bt R SR IE Ry — H VIR E B A > ok T A S E AR R IR 3
AR E R R R IE B » IR R 2 550k IE - TEPC 2000 5 553K
HRHIRIREY) - 3 5 K IH 2 SE[E| M 28000 A FHE - MR o Z By 2o
(& By DA L ALEE RIS EIE R T EPC 2000 55°KIH - B0 M AMEECHT I

TH (new matter ) o

> A& TEPC 2000, 55KIH 2 HH R HGIE Ry HHYIRED) - i L AYEEK
TH 2 HEREEE Ry HAVIR ER0E - fEAUSEAIRERR > %520 T EPC 2000 553KIH
U A > BT R IE » 4F T 250/05 32258 5 Fras 5 1 8 HH R HA 3 550 A)
#illE - K EPC 25 123 (R)ME » IEAAETIE - 2RI » 5 R P HEAHEFE A
B e 25— RS RN — I LA AR5 KIH - (R TEPC 2000 355K

2Generics v Warner-Lambert ( 2015 ) EWHC 2548 -
Z\Warner-Lambert v Actavis ( 2015 EWCA Civ 556 [ 2015 ) RPC 24.
T 250/05 BRIGHAM AND WOMEN’S HOSPITAL.
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TH 2 R B E E8 A% — R ReE RIAPT M &0 S A& 5 2L T EPC
2000 &7 KIFHUULATZ B L RUEE KR R S8 R Fan S A Rt

7E T 1780/12 F1 T 879/12 H3fr » BXEEIARE-- RIS SRIEAI | EPC 2000 | 553
Y o R L AR SRR R B IR R DS LAY SRR
FEE 2 5B B AR (AL T EPC 2000 | 55 K IERCH - il AR B HUAS BRI
HEE AR EEE EF] (double patenting ) ©

(R)F=BRHRFE IR Z AR

£ T 1099/09 ¢ T 2003/08 H[7A - JABERE fvsh B 5t i s B A Z VT8
sl e e R R R A BB MRV EAG SRR > AR RELLSE B A
R KA I A RS HA PR

(B RRRABRFRE LR

"EPC 2000 , 35>KIHZ sCal Ry " PYESEHRA) X FITYERERR Y 0 HEL
TRHBAERY T AFEERER Y o B BB ARG KEE G Bt ko
MEZ HERRIBAERY " FRERPR Y | - 5B ESARAE Bristol-Myers —Z »
B TARERERE Y (FHIER TEEGEEUVERER Y 8 RS
Rty Ik B RNk R n SR LR SR a RN & A 100% 1Y Rl Tt
o ARSI H Ry aE Y - H VR (R S — TR B -
524 Hospira v Genentech( 2014 ) —2& » jA'E Birss 4Ef7a8 —Bgs iR RfE" for |
B HEETITERR )0 5 EFRARIE Warner-Lambert v Actavis —22 - HI|

soE BiGHEANE ] S E TR - IEEYIRA H AR SR S KIEATEE Y B 45 H

(b) "EEMBTRRAR ) I B A R EE AR

Ll e
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LT AIC AR B SRR ] e - I SR [ S R P AR SR IR A
AV FIETATT -

(D)E R B BB B2 R R R ISR . QFY s EiE#r
VB CRRIT RN Z WA > RIFTEE 6 S iR~ B sttt - AR
FAVERYHET - 40 [F HAR AT E I A S0 - SR SUR A B Je e 88 K AT B
B A R DA R

aJeREER

£ SmithKline Beecham’s Bf|—2& » KJEE Lord Hoffmann 4245 " #8582 |
HYZEE By T AR E TSRS sC#ny TR - VA —E G R EFHEFRE -
It EHTEU R E R R B a R R e S TR EER - B RE RS Nl
ScFrzaRRETE - BIRIMEEE S R e R - R el s R 4E
FITal o6 — AR AR ELH A - 2858 B A iR 2 DRI A R R B Y
RS E T LU - 2/ DTER AR I b - AE T 241/95 H[R - RS
Fefresisk e BB A > &EHSTHURIVEDR > B R ERes i@t -
Al ERE AR S E e R - AL SR SRR S 3% B 3 8 0H 2 8 #5
(G

HEF]ERESFE Regeneron Pharmaceuticals v Genentech —2Z& » 55 FiSCER
#1558 (] RE A BN AEDIRL » AR TR @ R il Sk vh B 28 % R
Ho] B H R A% BRI

b. A UEE

JeRISRMESR R LYV E Je R a2 R e AR - AlRIE BB IRV ER PR S
(Z61~ M) s A\ BEERG 34T » £ T 1001/01 HRIFH - SERSIRCA e
asn b a Y 2 SEEMNE - B DAFRICEIRAVEERE SR (561~ 5
I B NSRS AT 8  RLSCmisORk Ty AT R8s AT iR DL #8571k - £ Merck
Sharp & Dohme v Ono —28 » I K—FaE iR HEY G FEERY SR B H
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i eSS R DR AR ~ TSR T S E HA E U
TERYRER - [ECRTEBEBIREAE 2B R B =t o FIRSRERL e A SR & 8T
RVERHEFEEN: - BATTE SRV - Y e RSy - BEEA
AW B B AT A -

mfﬂ
i

S LS RS SR HTIRR T RV H AT EoRAVES SEH i (A R
FES 4 i AQDFTPERR Z N BRI B IR sl )70k ) » v Rehal - HEH
PrE S H S PIR IR T il b T A B £ 0774 - IR G R SR A Y H 5
Tk RIS — B EE AR KR 2 A A ORe - BGEKE TrE X ARG
METE Y 3 AR AT ERZ R - RYE X BEA > QA B - B
NELFfE 372 B 2001 4 8 H 30 H T 0056/97 5%)J1 7 » 58 Ryl e i B g 22
BRI AR B SRR IEE - LS RIA 1 AR E SR A
MTFFEC EBEIOMN B AR 52 FR(4)5K T TR AE & - (e AL DA S ] s
e AL S RIE AU AR - (B4 2004 ££ 10 H 29 H T 1020/03 H[3A - |
ATZe B fy T 0056/97 57 aE B G 0005/83 SRR TE 7€ » A K HA 5F BUH i [E
R B T a e M BR HYEEY) Ry > ATl M H4E 4507 =0 R
(Y > BOMNEH RS % o K IEAYHT R R MR R DU HATERY T BAAR/GE R
(on/off) , HYTUEERESE - NILRA4GEE T =08 Ry — (AR LR T
HOR MR D P ARIR - 1£ T 0230/01 HR - E37Ze B thlfEs DLk e
P E A5 EE )7 2UR R B LR R F K IR T AR

FEEf = IR ARTE A3/2007/1625 F1 A3/2007/1650 ZE{4-# ki - $1¥#55
SKIARTAL T IRHL S (finasteride) | LAY L1 R4a 8 DUBRR AR RS |
FEHIRG SEHYSERIHIIE ] » Horaz B8 5% 0.05 £ 1.0 mg - BPEFTR#E BA
O MEAAED 1 - FE I e By 45 S8 & Bt 5 AR B B 55 K I AT LU

A -

—RUIH RS e R IRERER ZTTE  THER IR GHRSURE
AHTEEGTHY - AT A SKIEREA AT R - B & It AR Ay R
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R K IARE AT HCORBIERAASS 4A (FR(4) IS ORat - 55 — B 48 FH AR/ m] LA B2 5
A THR SRR R e SR - ARSI Refseilofr 2l > AR EZIREREE
AYEE R - RIS RPTaR B2 IRt — WiV B gE iR - (EResRibE sl
GYBERARZAR - BEAEONEAEEA ESFZ AL G 05/83 FIIREIEK
DaE A B REAR T AN RET A A E S EYIERIN G 4
B ACDFTHERRIVER R ~ SH7A™ > A(E T 655/92 » —Jemii(E G A
&Y > HARBE AR NBSBIRRIZET 575 > TRl LU R Se A IR B BRI R

€ - HEAYESATE EEANSEEUEE) » 5 REER R KRy g2
s I AN TS B AR R LA B AR AR -

2 ¥R SR R R HIR

(L)FrIR B IET
FE T 233/96 JRAIE » Lt A G Rl AR E AT LU R & i R B (o I B
—bEVBRHEYILUEHRE « 2B —RE R - RIS AR E R A 2
S ER_ERE LS AT SBUGREE S AT & S BT EREE - IR SR et B2l [E
PRI A B A st

[T 108/09]

EOEE

e (Fulvestrant) & —fES—VERIMEREZRBEZAGTEDUR] > AT EAMERER
ISR PGS - AEFRIEFTREER A8 (Fulvestrant) FIFYELfH
—RE IR S iR P R B0 55 K 75 3 BRI AR B et Y AL I i S 91

BR e

RENE

%A patent shall not be granted for the invention of-
(a) a method of treatment of the human or animal body by surgery or therapy, or
(b) a method of diagnosis practiced on the human or animal body.
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ARZEELE IR o] BRI R AR > 30m B EZR P55 K5 B TR R
s e B ATUE e e & AR A e EATUENE -
AT RS 2R B o5 AR LA ME 2 LR N R HR 35 25 T (Rl Rp 9 32
VG55 k5 BRI A A DU gt 2 AU NREE » BA A [E A BIRRE -
[ FH 5 28 TP S 2R B P 55 B 5 i BRI 2R g 2 AL AR Bs 2
AR SR FTEE AR DUEE A [E] - W B AR A B A TR AR
B8 FH 35 AR SRR i B A g

()i Sz

[T 51/93]

EPIEHE

EH R SR AR 5 — TR (E ] NS BREMERR# 22 (Human Chorionic
Gonadotropin, HCG ) #Li&EE Gl 45 H B2 T VRS DUAH B AR S A D)
REFERE - BRARGTSCHEfE—Ba HCG FIRRERIRYIE R - Ha%k HCG
B SRR S e (A s HUERE AL LS H] HCG LUAHRS
PEARZEE BT RE IR - BIOM A5 LAFTEE 35 BH R Bt 7 AR [ -
RENE

EFEAGIEL - AP RIE AR — 2 AR > ARG
FHEZ MRS HCG - (RSt T 290/86 HI7 » SEPH it AR Al AE /2 B 5t
SCRMBASENZR > ELATEE B N5 BRI Hirdsa i (68 FH AV AL A5 2 B e w1 5y
Y > FTPARTaR SRR -

[T 1554/11]
EPIEHE

P HA AR TR AR IR (1-15ml) FiE 2K > A1x(D)ER T &
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G A I O S TR O RO B 2 AR HRIGE HAR BRI R e BRI » =U(1)FHE fE)
Ry T- [ 2-(2-FFk-1,3-1EM-4- ) -2- R S Ak i @ Ak LB s Ak ) -3- ([ (BRIRg-2- 6%
TRV AL ) -3-GAAN-4-FR T

REFEAEN N EN R ERMLE G B EEFERNRERESR A&
EPC 25 53(c) R Z KA

RENE

EFZREE5IH G 2/08 FRANZEL - (K EPC 55 54 FRO)ME - EHILE
Vst e 53 FR(C)FFFRA T HAIREF AR TR e E A - RIFTERSEE
5B > HEREFTRE T ETRPERE M (any specific use) | RIEBARIRINEHE
EFRAVH AR - ERERZER e AL P RRTRCR - HERisy
AR —E R R GRS« N H NS B R E S A R T4
2 IR T R SRS A VSR RF SRR > (Nt E &'
2R - FTER SR I AT REE R BN SR S SR A iR R

QUFTHIAEEETT X

K G 2/08 JJE - B IR EUR T EE 5 3 - AR HIR RJeriis
flrFrass - ENEAW R - MEofraU e T2 - (97R% 8 AR B RiEL
A8 Ba e o Ryt AT & oy

[T56/97]
EPIEHE

SN B S 2R P 5% O 2 d s LR (8 F — e B R 802/ N B (L A S A BRI
AR - 1 s A e B E A & EE A AR AVRR © 55 KIARTER #E
Ry T B PRAGUR 2 T 2 T B s B R 1 A R B A I B PR B B o

=57 ¢ The board concurs with the opposition division that the issue of whether this feature produces further
effects, which are not therapeutic, has no impact on the question of whether the swiss-type claim format is
suitable to overcome the exclusion from patentability under Article 53(c)EPC.
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BRHVEEIGE &Y - H o MR PR AR TR E I A e PUERHIRBCR - BR2
DU R I RS R

RENE

EEZEEERR - AR B S R VR A R B 2 B
Hfe > AIHAIRBOR A EE - EE AR FE - (HE RS B R
GORT N2 o P DUE 8 2 55 B 8 AU R ) & 7 s v L BR AR
FERSMRIGE > IEESI A RENE, 37 3% B P st -

(4)FTHIERRRE

[T 254/93]

EOIEE

BRI HEZEAREIEEA B akER A N EHZRAVEESEH ST
W5 1 A7 RS ZER I AR - BOM SRR 5538 Ry P S AN Bogralt P 3 DU -
RENE

EerZEgiE - SepiRnEfs B S HAER A MKEHENEEHS
VIR R e - HEAAR IR I Z B EE SR E AR - (EACE
Firar b 1 B S 2= 4 B LA S H U E st AE B R UR B I EA 1 > AL
VREE AT am S B A B sl - (B4R (F PRSI I e ] e oy 2 28— W ey
HRPRFIR (AR B IREE ) > RIFTaR B Ee F iR B Al -

[T 836/01]
FEPIEE

HEBAAEEKIA 1 2 2 AR — TR A TER-B2 Bl DI B
FREEFEAE 2 AR o3 b - Semissihiy 1 f8Fa (A THEZR -2 LUS LREVIHE
AMAESEHEAELREAIE A - BORAERDE BRRE A BT R 245 -
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RENE

EIvR B BN R ERNERT 1 2R TR BRI
B R -P2 16 FAE R Pim Rl R B e (BB e RiReftr 1 (8 Ay A+
B2 ESHEIMEAIN R I 24T LR IRV RE R PR
SR IR B REs M EANAE - I RSTAislr 1 FRRAvREE AR s 285t
AU EBHEMEE —HrAVERR IR - NIL IR S R R — W HY B R
F#&

3~ S Il

TR A HIET B I R A R - Ry TR TR R 0 Al
R B AR AT E AP BRRIEDE (SO Windsurfing/Pozzoli 7% ) » R
TR R A AR - HAETPERERE
(1) e RE B Bz i (person skilled in the art)

(2) W 22 I 5t 2 N FAERE— AR I

(3) MEAE ANEE & FH B A S AR SS AME S, » B SRS E R g - Al

(4) HETE HH 55 S AR AR S HARE & 85 | F 2 e Al iy 22 52

(5) LA IBEAS FR S5 B A1) 2 S5 HARY A [ AR HET - B4 2R AR SL AR & AE
BT 5 JL5eR > BB A IR EHTHES -

ik Teva v Merck™®—2 » 55 "B IR SEHARR 1 IRIVEF IR A R LU
HEHTRE I BT ORI L AT KB . o R BB AL SRR
HHEZ Sy AP YRV ER R - BIPTER3EYITE 19k 2 W e Fl iR A D ER
HA > IEIRSRRTC HIBGHERERERY « HRAJEESR » RS R R T I —E
W R 2 BRER > MIFE R AR R 2t EE - B ERARE
HREAES B > RIDERIAERE A R 8GEE KT Rt A E T
2B

28If the new medicinal purpose is a sufficient distinction to provide for novelty, it must equally be a relevant
distinction for the purpose of assessing inventive step. Teva v Merck [2009] EWHC 2952, [2010] FSR 17.
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[T 913/94]

EHIEE

HHEE ZR Pt 6 TR A B S A R b S FH Y S L B SR 2R
& o SeAIE RE L B A ARE b SV aR R EE > HEALRE X
FIE R BEE REA [F R RIR -

RERE

EZE B R RIS RS AE R WA FRRRE - B EHEAEH]
[FEIRIRYEORIN R > 1T B B EIR S B SEIRATS [ > BRI R A
REL ST RS ERE S - FrE s Bl s A H S H AR R
RN R b E Y] GRS HY B 3% INEEREE FR AL
e S PHE R a R S R EEY) i iR B

[T 230/01]

EPIEE

s Z g st S & &t € ( Descarboethoxyloratadine, DCL ) k; EL##
B bnlpi 2 A DI e \SUBEIME & SR - [FINR m] e op 4% A Bt FH 8
R IAH S SE A RARY A REIEF 2 80 i B REREIER 0.2 £
1 25 - Sepifdiirtam DCL BEAGTsHE R HAE A RRIE N sHAR
Fi - AT E S HMIE 5 £ 100 257 0 4 - FEVURARF 45 E & K fiE
ik o

RENE

EEE B g AT E SRR 2 ZZ AR ANZE(EA DCL #Y
B8 REH 0.2-1 25 » MJeRiRra: HHIEIE Ry 5-100 257 - —FHEZRER
B RFAER  BHABREEMANERZIGHE - NAZFRM S —fEH 85
LUaRESRIE & 5 H il e B S ik A= & DCL BTERkAvEITER - sERT/@T
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\

TPk BB A S > 2RV eaioRy#or - s HEEh%R 5 25dH
BREILEE 12%W  WAEEHEREDE

AR ERE

RO EFALTZE 83 fk (Art. 83) FE - BUNEH HEE LA HAHTE
SCRHIEEE - ERPEZIARIIE B EN - 2L - ZFEEAMS

HE SRS S B E LG - HFRmE e KIAEE - MIFEwE
TrERRIANE > JREN > BRI 2388 7 L5 K I H AR S HE -

[T 609/02]
EIREBTEAFAE » SR A SRR SEEGE IR ASS B BT
AR X EREAERE > AISCATSOI A (32 B A AR K Z 3301 B
Ve 59 sRHE SR H BB H iR 2 BRRE SRR LU 56 B e R 0 B 4% 35 0
ZHEEAIRLE - HATE BTG YIS E SRR B R R AR
1B TSR AT U B Z B AR > DUBIL AT LS VIR e 2
BRI B -

2|t is required that the patent provides some information in the form of, for example, experimental tests, to the
avail that the claimed compound has a direct effect on a metabolic mechanism specifically involved in the
disease, this mechanism being either known from the prior art or demonstrated in the patent per se. Showing a
pharmaceutical effect in vitro may be sufficient if a “clear and accepted established relationship” between the

shown physiological activities and the disease.
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() AR LA RIA Z sl A AR BRASS 24 RS 2 FRAHE T A
@Y 2228 ~ JeREGNT A ) AT EAN > R AR EE L A iR
WIS Z BN - MEfE R S E B L R H R NS B0 i A5 K
THHEEYYE s ) 2 JERREE i - BIANTE Ry Bt ~ PRI R G B E M
FHR > ERER 2N - E# EPC2000 JifT - H RTBICOHEA FHE F
EEFRIEME B — SRR M g 2 SCEP 2 AR SRR IR E 2 8Hk
V2GR UGS > BN EBA I T/aR T AHA] - B&IA
W HERF DU R B K IAE B EE FARe KR 2 ME—RZ T2 Re[E1SF

B Z e o

(D) RARBEER R E - CHEF (a2 2 A RERIREE2EE > THEAARZK
FHEFCRIEEY) 2 % (new indication ) ~ #&IAY (new dosage form ) ~ ¥t
7% (new dosage) ~ #r{H & (new mode of administration ) ~ ¥4 HE i

i

% (new group of patients ) ~ #rE&ERFEEL (new clinical situation ) ZEEE 5,
1RIECEEER]REEH (BIZEEA) g » KERBIEEREE RS
+=% T BgaHR s o B LR REEEREE B REE

S BAEAAT A e

— - ER

() I AU SRIERE Ry B SR PR CRIAZ B MR EZ T3 - HER B SEAH Be S 8
AR AR A > DURE AR G - 1 HH RS AR 2Ok i i RS
KIFFF RV E SRR ) 2 JE R 4  RE A POV HEDR R ABIE
PR R ER KIH 2 RT3 IR R A I R R ZRERKIH > Mkt
HEEER SRR - B R A E— HF I LR &G -
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(DR IR R S U A AL - ST MRS R R R S Y IR S4 T
4B 2 BAGHIEER > SR LURE RGO - I E A S HETE
RE—FUE - TR FESE ST 3R R S AH R SR A -
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Rachel Fetches, Partner, HGF London
10:45 MORNING NET WORKING BREAK
11:15 UPC AND BREXIT — AN UPDATE OF CURRENT DEVELOPMENTS
Kevin Mooney, Chairman of the Rules and Procedure Committee, UPC
12:00 CASE STUDY — SECONDARY PATENTS FOR FURTHER MEDICAL USES
Nicolas Ruiz, Intellectual Property Head, European Patent Attorney, Esteve
12:30 NETWORKING LUNCH
13:30 PIAUSIBILITY — AN ANCILLARY OR INDEPENDENT PATENT ABILITY REQUIREMENT
Dr Jurgen Dressel, Formerly Head of Global Patent Litigation, European Patent Attornev, Novartis
Dr. Sven J.R. Bostyn, Associate Professor of Biomedical Innovation, Law Center for Advanced
studies in Biomedical Innovation Law (CeBIL)
14:15 PANEL DISCUSSION: EFFECTIVE PATENT PORTFOLIO MANAGEMENT
Justin Wilson, Senior Associate, Withers & Rogers
Francesco Macchetta, IP Strategic Advisor & Former IP Director, Bracco
Dr Guido Pontremoli, Corporate IP Patent Director, Chiesi
Nicolas Ruiz, Intellectual Property Head, European Patent Attorney, Esteve
15:00 THE UNPREDICTABLE NATURE OF THE INTERACTION BETWEEN EU AND EPC LAW
Rob J. Aerts, IP Director, Tigenix
15:30 NETWORKING AND COFFEE BREAK
16:00 INTERACTIVE ROUNDTABLE SESSIONS
Each person will have the opportunity to select and discuss two of the below topics for 20 minutes each,
before people will be invited to share their thought collectively wrap-up summary session.
TABLE ONE TABLE TWO TABLE THREE TABLE FOUR
EFFECTIVE UPC, BREXIT AND THE Al AND THE MANUFACTURING
STRATEGIES FOR IP EUROPEAN CONVERGENCE OF WAIVERS AND THE NEW SPC
MONETSATION REGULATORY TECHNOLOGY AND IP REALITY
/MANAGEMENT FRAMEWORK
17:00 CHAIR PERSON'S CLOSING THOUGHTS & CLOSE OF DAY ONE
Leena Contarino Ph.D. J.D., Partner, HGF London
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CHAIRPERSON’S WELCOME AND OPENING REMARKS

o5 Leena Contarino Ph.D. J.D., Partner, HGF London
KEYNOTE - PATENT INNOVATION: PATIENT VALUE FIRST
09.00 Aaron Smethurst, Global IP Policy Director, UCB
Manisha Desai, Associate Patent Counsel, UCB
DUAL DISCUSSION - PATENT PROTECTION AND INFRINGEMENT PROCEEDINGS
09.30 Dr Matthias Zigann, Presiding Judge, Regional Court Munich
The Honourable Sir Richard Arnold, Judge, High Court of Justice Chancery Division
10.15 DOCTRINES OF EQUIVALENTS — WHAT IS THE RIGHT BALANCE BETWEEN INNOVATORS AND GENERIC PHARMA?
: Rachel Fetches, Partner, HGF London
10.45 MORNING NETWORKING BREAK
11.15 UPC AND BREXIT — AN UPDATE OF CURRENT DEVELOPMENTS
) Kevin Mooney, Chairman of the Rules and Procedure Committee, UPC
12.00 CASE STUDY - SECONDARY PATENTS FOR FURTHER MEDICAL USES
. Nicolas Ruiz, Intellectual Property Head, European Patent Attorney, Esteve
12.30 NETWORKING LUNCH
PLAUSIBILITY — AN ANCILLARY OR INDEPENDENT PATENTABILITY REQUIREMENT
13.30 Dr Jirgen Dressel, Formerly Head of Global Patent Litigation, European Patent Attorney, Novartis
. Dr. Sven J.R. Bostyn, Associate Professor of Biomedical Innovation, Law Center for Advanced studies in Biomedical
Innovation Law (CeBIL))
PANEL DISCUSSION: EFFECTIVE PATENT PORTFOLIO MANAGEMENT
Justin Wilson, Senior Associate, Withers & Rogers
14.15 Francesco Macchetta, IP Strategic Advisor & Former IP Director, Bracco
Dr Guido Pontremoli, Corporate IP Patent Director, Chiesi
Nicolas Ruiz, Intellectual Property Head, European Patent Attorney, Esteve
THE UNPREDICTABLE NATURE OF THE INTERACTION BETWEEN EU AND EPC LAW
15.00 - " .
Rob J. Aerts, IP Director, Tigenix
15.30 NETWORKING AND COFFEE BREAK
INTERACTIVE ROUNDTABLE SESSIONS
Each person will have the opportunity to select and discuss two of the below topics for 20 minutes each, before people
will be invited to share their thoughts collectively in the wrap-up summary session.
16.00 TABLE TWO
TABLE ONE UPC, BREXIT AND THE IABLE THREE TABLE FOUR
S e Al AND THE MANUFACTURING
EFFECTIVE STRATEGIES FOR IP EUROPEAN
MONETISATION/MANAGEMENT REGULATORY CONVERGENCE QR MWAIVERS AND THE NEW
FRAMEWORK TECHNOLOGY AND IP SPC REALITY
17.00 CHAIRPERSON’S CLOSING THOUGHTS & CLOSE OF DAY ONE
: Leena Contarino Ph.D. J.D., Partner, HGF London
17.15 EVENING DRINKS RECEPTION
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