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R RAVEEY) - HP ez a2k Bilde /R ZRBI2B L2 1AL ER T
Hr g4 ZB12 7 858 1749 0] Fshydroxocobalamin
cyano-10-chlorocobalamin ~ aquocobalamin perchlorate ~ aquo-10-chlorocobalamin
perchlorate ~ azidocobalamin ~ chlorocobalaminE¢cobalamin © °
12— TR B EMHIE N - 4R ZEBI2EHEER FOTAEY L - 4
EFEB12 7 &85 T4 A] Eshydroxocobalamin ~ cyano-10-chlorocobalamin
aquocobalamin perchlorate »aquo-10-chlorocobalamin perchlorate ~azidocobalamin *
chlorocobalaminEXcobalamin » DLk Al Eeith—flEEfE A4S G B G R » Hik
HEEFANHEERE ~ (6R)-5-methyl-5,6,7,8-tetrahydrofolic acid &2
(6R)-5-formyl-5,6,7,8-tetrahydrofolic acidFf4H R 2 BF4H » B—4= 3 o5 2 &8
FABCERIE - DUE R [EI0G ~ 3 Brei i (o A A HI e A e 4H A U] <
LPENZEHAME T A EPisER A AN R ERIHE
(Combination containing an antifolate and methylmalonic acid lowering agent) » £52HH
SRR PRI T PRI S AV E A (Flase T -
FRMRERTM ~ [ R 55 ) » mlkE e B AR P e (A4 A ZRBI2HYTFAE
ALK A G A B AR - L - SII48EG 08 R B 4EY)

* Use of pemetrexed disodium in the manufacture of a medicament for use in combination therapy for
inhibiting tumor growth in mammals wherein said medicament is to be administered in combination with
vitamin B12 or a pharmaceutical derivative thereof, said pharmaceutical derivative of vitamin B12 being
hydroxocobalamin, cyano-10-chlorocobalamin, aquocobalamin perchlorate, aquo-10-chlorocobalamin
perchlorate, azidocobalamin, chlorocobalamin or cobalamin.

A product containing pemetrexed disodium, vitamin B 12 or a pharmaceutical derivative thereof said
pharmaceutical derivative of vitamin B12 being hydroxocobalamin, cyano-10-chlorocobalamin,
aquocobalamin perchlorate, aquo-10-chlorocobalamin perchlorate, azidocobalamin, chlorocobalamin or
cobalamin, and, optionally, a folic binding protein binding agent selected from the group consisting of folic
acid, (6R)- 5-methyl-5,6,7,8-tetrahydrofolic acid and (6R)- 5-formyl-5,6,7,8-tetrahydrofolic acid, or a
physiologically available salt or ester thereof, as a combined preparation for the simultaneous, separate or

sequential use in inhibiting tumor growth.
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(a) 3535 ZE e (pemetrexed diacid) ~ (b ) 3535 HHZE &AL | =F% (pemetrexed
ditromethamine)zk, (c¢) H5ERHZE —#f(pemetrexed dipotassium) * 7REJActavisjzE
o N ELE RPN 2 S5ORIH e Ey 8 - M2 a@fEiERS
(RUFHERE ) - B0 thZEFT A B E-CO-H B T R AVHA () 2 A T =82
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Faltan - EIRActavisHITT BRI S FEA EREERE - 5540 > MRS
BFITA197T55 60 EE 258 #15E » Eli Lillys R B Actavis K ELREEHE > RS
R » NEE MUV B/KORRS T 2 Fa 5 A a KOs
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HEMHES - K EREERERIU AT HA] © ActavisHIIHE » HiY HActavisZE
nl AR B ST SE A ZE T NI SR E R E A 2 HeF A EE OF )
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° 60 Meaning of infringement.

(2)Subject to the following provisions of this section, a person (other than the proprietor of the patent) also
infringes a patent for an invention if, while the patent is in force and without the consent of the proprietor,
he supplies or offers to supply in the United Kingdom a person other than a licensee or other person
entitled to work the invention with any of the means, relating to an essential element of the invention, for
putting the invention into effect when he knows, or it 1s obvious to a reasonable person in the
circumstances, that those means are suitable for putting, and are intended to put, the invention into effect
in the United Kingdom.
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Eli Lilly 35 FaRARTHEE Faff - Fem AR sRE S S S AR 2 B
ZRERECILRTHAI - A2 T & S A R MR RN B AL » 71
Bl _EFREbeGE FActavisEE s R E T 2 FHH > N EFREBGE FsActavis)E
a2 R HUEE e b aa B AL B AR - % s i A B | KR - ¥R
FESNEE T R QT B K PRI 0 - ActavisfEa% m] AITEEIF & Z
AR E R EZE T

7 B A B i = AR _EET 0 BN Lilly A B Ol = AT Tk Hfffx
FERRIZAYAIERAE B3 Actavis AT BB ELFT 55 2 T RERRER sarry#
IATEHERZ_EST(cross-appeal) o ANFEHTFHBEAERL Actavis Z A nl SRS S5 28
(EEYIIERE A ZE i) Bl ZB 12— AN AR E R TG RELFH
H? &% BrmnEBeHIE ActavisEE i S F BRI SR ~ TAR - #AF R
PEFHE E SRS R B R E - W0 H BBl Actavis 7> EEm AR E MR RERL
IIHIS EEFeRK -

(=) HRNEE

1. E#fEHE
(DILEETR

B BemnEbis T ActavisiE 2 S I A B AR BT
T3 o BERREA B R R A B A AR E R TR B BRI A 197755601555 13K
B SEHFEAE197756 1301R 36 TR I Z HE B B RS 55 60 {pr T EALER
MEA ALY IERSC B A HFERER - BUEHIZEPC 20005569(% 55 15 2 1
TE R EI S A RERY PR ETE - EPC 2000550958 1R AR E: " BIOM S A EEH
BRI B S5 ZE Pl T 2 DRl FEE B R S5 MR E D E -~ MR B S =Ty
TERI AR sE A EE | © - IR EHEES » (RIS s




faHAyE— SRt L EY eSS0 ZE 80 - HFRRRES S KIAL K 128 7] 58
B R H SRS o T RESEERIE TN GRSV > IR - 2
RS - SEE S AT S - R AR E I 2 thZE LI B
EZE LB HE AR T3 E 55 -
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fe R BRI E T SR E R B - R RERE R 5 R 55 SR [l (&
TERFEE] > AR T AV RS (Rats v DUR ISR A i 8l o B I A& 5 58
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FERC TS 2 (RS T B4 T 5 & -

° Article 69 Extent of protection
(1) The extent of the protection conferred by a European patent or a European patent application shall be
determined by the claims. Nevertheless, the description and drawings shall be used to interpret the
claims.
" Article 1 General principles
Article 69 should not be interpreted as meaning that the extent of the protection conferred by a European
patent 1s to be understood as that defined by the strict, literal meaning of the wording used in the claims, the
description and drawings being employed only for the purpose of resolving an ambiguity found in the
claims. Nor should it be taken to mean that the claims serve only as a guideline and that the actual
protection conferred may extend to what, from a consideration of the description and drawings by a person
skilled in the art, the patent proprietor has contemplated. On the contrary, it is to be interpreted as defining
a position between these extremes which combines a fair protection for the patent proprietor with a
reasonable degree of legal certainty for third parties.
* Article 2 Equivalents
For the purpose of determining the extent of protection conferred by a European patent, due account shall
10
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be taken of any element which is equivalent to an element specified in the claims.
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HPHAMEEONEFSHEPO) 2 HFEANBFHEER R AT > GHEHH
s BAFEIMELE » (F AR ZFKIEKEE KT
1. — 7 AR TR I AR - HAR A B T P R S e A ol
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Z1BEPOFERE N\ B HEERX SR » EFERRFEEPC 2000558305 '
MR (P K AFHENE) » 3% ERA I R e B 2 i B T
FEHCEHEE T DIEERRR, " FREN AR, K T FBPASETEI ) HYEE
S E R ENEE ST R LR E » TR AR T
THAREE 2 M EEYIRH S LIE Ry SR -

Z & HEE N RS A B TR S » $2 (i THYEE R IH LR A K IA2
AW
I —HEEESERZE AR - HAR AR BE e AH S0 A IR FLEhY) <~ R

A RHVEEY) » H RSB R AE B2 AR5 EOT AT -
2. MEERKIALZ R - Hoag SeY) (e AE BB 128 H 85 TR R Bk

SEEHBESEHHER T

{BREPOFEE N Bl fy Al 2 EIES AT #8 H FREE I S N AR S TH
PRI 3 52 T EPC 200055 1231558250 #E - REZDRES Kb fE T8
SEHfZEZ HIiR | (use of pemetrexed .. )T BRI 2 HHEE ZE XM TP EI(E
{4 - IRIBEE A BRYEUE - T 5552028 ) (pemetrexed) B SE 128 —6i/2
REHEEY) (iE155]Chemical Abstracts Service Registryy 457 » Hodr T
FhZE | WEcsk Rk ) - s BH RS AV E S I E ELE 0004 1R
F7 " sgEdhZE  —a o MERREL Lilly < 25 4Rt B R dh 28 60 -
R - B0 T EESEdhZE ) —SE ARG AEE R LSV A TEE -

" Article 83 Disclosure of the invention
The European patent application shall disclose the invention in a manner sufficiently clear and complete for
it to be carried out by a person skilled in the art.

" Article 84 Claims
The claims shall define the matter for which protection is sought. They shall be clear and concise and be
supported by the description.

" Article 123 Amendments

(2)The European patent application or European patent may not be amended in such a way that it contains

subject-matter which extends beyond the content of the application as filed.
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EMIIFERE EZEIEHES - B SR A EREZ RS T B E A
e AR L R R ECE » #82 » ARam KR N ESERF R LI (288
SEIEPRAYREABhlife is too short for the limited assistance which it can provide)
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AN A BN R e ATt

ZEFREE AR > Neuberger/A B A58 AN ZE Z HEFTE RN A E HI{R
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PRI FES=hZE SRR IFIAIE - SREHE Ay ZCE L R I A R S (e ELAh
DUEERRH] > HAEFEEE iz EFEA B 2B HREY  AIEFEEARZIE
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FERS - BEHAIRE AT EREAFTIE AL R an ] n AR LR AR
PRS2 BRIV HEE] -
2. [

SEER SR 19775001 E5 200 Wit T HIER R T Ry IR STE > A
RARKEAEAZ AR - BRI B ARSI E IR TR,
Bt 50 HEIRIER R —(E & 2 BB A Rz T & i
R EHE T B B % 4 TSR EEA -

Eli Lilly E5REE ActavisE iR S ERERRE - thGRERERERE - [H
RAOT - EREIRAa R BRI - ActavisErRIEH AU AR LA el
KBER AR T EEHESde TR > A RE KRR (BIE(LH) £K4
AR B R /K ohiks - S Rni o ol T R &R I & Actavis
Hy—TdzEn (BlIANEARESEZE ) A A R Ky ORI E S
PR HhZEI T S R TP SR T R & 2B T > Eli Lillywg Ry £ IE A
BT RIS R SEih2E SRt apB 1 2L EH T AR B ARSHE » /0= Sk
TBUEE TR LR A 2/ V2R AR R R KOS T AR SE R R = R
RIS sathze g o LaRABE/RERED Lillyry £5% -

ActavisHIFHE » B SRSl ZEEE T ROl T A E S P A AR
" RERHhZE AN, 2 INEEIRIERE AR LEETE - ENeuberger KB [F
B WA ZBR, - R R AR AEAE BT =RE - AR
BfRRE (BRI - 5550 > ActavisINEHE - (A R EK A 5555
FEINERAEEMIEN MM EEHFEA PSRN [ ERihZE
B o BB SR ZE T SAR A E A K - MENeuberger A B B8 Ry LLE]
B TR - NSRS ZE S A E R bR T e e A sl zE
TINHVIER > AR R A LR - RS IE AR A AR

" [FIREE S °
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TR IR e AR~ DA SRR S eh ZER i TPk -

ActavisEBad Fy - EHERAER NS » R RiE ks 2 HUR R ActavisiE in
TR AT > BRI AT Ry K o HRFEU AT R SE e 25k
TAEERT Z LB > MtELAIEtRiR a2 G E AT E - HENeubergen A E
sk RAEATREHUA RIS FOmR PR ivHE S 2l A &3 - B
KA > et ZE A A W EshEEE T B EEEEERFENE
2 (ReERTIEHIAER -

PRIEL » NeubergeryZ B 447 ESMARE Z FIE - AR ActavisHIE AT AR
It MR AL A R R B R R o TAARE - ActavisE S HREL Lilly
TERE R RRE
3 Gam:

Bt B - Neuberger & B 1 AN U () /uaFEl Lilly it LR 1
(Y _E3F - MHITE ActavisE mm ST AEFET ~ VAR ~ FARA RPGILS Z S FEA)
TERCERHRRE  (DEE]Actavis¥ it EIRAREREE B0 R IL EREERE IR
[T _ESREAK -

(1) ActavisFE& B IR R RA L 28T

PR E AT Actavis Z FIDACE TR ELER: — B LUKREIS Eim 4
TERERE - WYL TIE AV o WA B EER - 17 H At B 2 R )
HJ7E B RREOMNSE—F A ARE (Unitary Patent Court » fFEUPC) 1R AT
RE G PREUVIHADLZ T AR pn B BRI ME TR - SRS B2 20204F 1 31 H IER
AL HEEREE - MEUPCHAREETL - i ERA R - B HATE R EIINF#

HU £ BIUPC & il ABREEEEF] (Unitary Patent » fEfEUP) B2, -

BT —BEF AR | (Agreement on a Unified Patent Court * UPCA) FRAE/ER Y RIEFEH
Rt AE UPCA @R EE KM O AEREBH E A EEETET - [EAEE R A R
HH o
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RUTE > FH s SR i ] e e e i (B B L P R PR ] Z PR 22 5 - TfAE
FERERER - WHBREEIEEY) -
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EHREE > WEREEE
(i) % S (IR A R (normal interpretation) & A =AU T (LT3 KIH

WREFEEER - R EELIT 2 fEE
(ii) % RS R SR HIFEE (mmateria) iy 77 =B A SE B A BT R [
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YERE—FTERVEZE T2 ) #Ush - AIREEERE - RAIRNSH - BN RE
1> FRARIEAR AR RE A I - ActavisiE sl ARIERUEHE -
EIRE2E M TR - PR T S R R AR JABE e @ LA T
= (&R > PR R M 2 BE S
i)  EEANEAZLEH AR KIEASCEN
BEAHE 2 R E M E 2 &5 7

() BHEESCHE HEERZ SR Frsidlesish A EE RS E S
FER % R Bz S5 DN B E EARR Z G RATAITE T sk e Bl
SEHPRIEEMEZ TSNS R ?

(i) ZEAZEEEEGFELEAE A EERE S S E AR E KA
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Fo THEANFAESGRERE NG T RILEHE » B H T AT R {8 ]
BZEFER TR FEEECEER TH -

ActavisEE ARSI SR B E IR - EITHS TR e e ihsE
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ST R HEAE R B2 2 EEY) » EM B S DIE B M E 2 T R B E A
ZEEIR o — HRZFrE ROt R s B i HIERE R B Actavis A an R ZE FI BERX
HHIE'E PR AR BN 5 R R 7ersssih 22 - iEssihze
TRET ZRE SR EMZE TS A RUERBITIE - 7S = ERE - BT
JERT TSRS T R S AR E ST Z B R h B i A E R
ARERFHH AR N B AR AT R 2 28 3R 2 i 5= dh ZE B PR PRt
i [E DL MY &R -

580 > FEDABHEELL MER N EES IR © (1) JRE
SR P BA 2 BHE S A A E T - i RS B IERY AL
TEZE 2 N ] B H I A R RS - 50 (i) RISREZRAIAN A S B A LA
T B AT - TTActavis3E 2 FHEEREZE Y N G R (Rl A R I L R A
Z & o

FTASEE B = AT Actavis 28 2 F R e BRREE] T 1 F o S5 e [ 1y At
FE#EE (the interpreted scope of a claim) 8 HA 5% B B e Y freg #EIE
(the scope of protection afforded by a claim) » #{— % HA [E AR il > FH 55 B F & E
ZINTEERG ] DA S P A RE R B RHEE - SRS v R Rt E L FR R A
ZHH » R B AR R T A SE B A PR & - S A SRR A\ B
EFHSRERIRE - LB N AUER BB ActavisZE 2 FIAE » HfgH T —EkfRe
BETSER " BRARATT
1. fHEEE " IEMf#RE | (normal interpretation) ?

Neuberger/Z B fEActavisZE T E] - HH5E HAHEE SR DL AR
(normal interpretation)  ZA& #ETTHI T /AR S A 7% A FHEE AR

" 32 (the literal meaning) N Z 828G - KAl bR (E FIEE G R iH S

* One year later, how has Actavis v Eli Lilly impacted on patent scope in the UK?
https://www.reddie.co.uk/2018/07/12/one-year-later-how-has-actavis-v-eli-lilly-impacted-on-patent-scope-i
n-the-uk/
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A T HEEMAN BRI T -

FEActavisZEHIA IR Z AT > Z 3B A 2 B35 B A E R R (R (TS
CatnicZELISRFrEETLZ T HAMEMERE | (purposive construction) Al » fiffifi
B2 EEEA BN SRR B A iR R E
FIFE L E ] 2 FReE BB Y RE S Pk i 2 B2 TREIH
SHEAEN 2 H AT 55K 2 S IR SR E O TR - PR R
o S B Y 7 FUBL B AR Y S FR R A AR E] - e B 5 SOM [
GIFES R R AR -

ActavisZE Z FITR FBRSHEIR TG A Z 3 A 2 AR 55 A FHE
FNATERSA LIS T AR S | > AR AT HE A E R
FEL T Mmook F 5 BRI BN R A1 2 - AR ActavisZE IR Z 1%
55— (8 :#13-GENERICS (UK) LTD (T/A MYLAN) v YEDA RESEARCH
AND DEVELOPMENT CO. LTD[2017] EWHC 26292 (L T fiiifMylanZE)
o> AmoldiA B BT LR R R, > %8 FsNeuberger/ A E/E Actavis & H iy
REIN R EAEE . " IES#RE ) (normal interpretation) 5% 5K H Y
(purposive) » [ FF{E 2L FRfERE -

FEMylanZE 91 > JREMylan AN FERTRAME ~ #2501 F e B8 (55 Kl
S BRI RE A YedaFTHi R <~ BIOM B () 55294933555 » YedaRlISZHT
RIERE - HFEHNZ HFEAHE R ARRZF KA T
1. —TEEEIEHIEEE (elatiramer) BERE HE 2~ 2575 HAAHIR B ERPAE=

REZ NI E R 40me Bl EAR N B BE TR H 25 K2 N5 2/ DEifE — R 25
AR BAR A S 4 MR LB S RS — KER IR EF B R B s b

B RAEEIRIIRES B L w A Hp gt P S s -

" https://academic.oup.com/rpc/article/135/2/101/5041895
% Glatiramer acetate for use in a regimen of three subcutaneous injections of a 40mg dose of glatiramer
acetate every seven days with at least one day between each subcutaneous injection for use in treating a
patient who 1s suffering from a relapsing form of multiple sclerosis or who has experienced a first clinical
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FETRAHT R §1 » R & Mylan E5R—F A 2 B 55 A # B fER T H /Y
PEf#FRE(purposive construction) » [T #¢ £ Yeda I #H — A1 2 HH 55 A &
JEFZ I SR AR R (interpreted literally) » BB 2224 2 RAEKAHEIRY T2
FRRRIM A EEAEANZ HHY « Amold/EE FEMylan £5& » 50 FEFIEL
PSR E R (R S T A FTAE] - B AR A4 )T 2 TR —
THEER N - I HEAEHAREAPTE Z B EEN - KR
T EAEE AEE AT RERIARE © HX SRR ST EARGERY
S BHRIE Ry TR S I A B G Y B AV 2 RIS 0K — TR
RSP © AORAF FEIE R MR - g RE BRI BRRE A a5 S AEEE] - Amnold
TEBE AT FsNeuberger A B AE ActavisZE Z H AR EIRVIEE
Neuberger/A B /RIAMER I - B % Fr S ROt s A B B AR
FHRSEARARRE » TS T /R KA b 3 (in context) R HH 35 S| #E (& 2
R > B NSO EEREZ SRR H Y - BRI 555K — T30 -

Amold’E B RIS S5 KIS T T HAUMERERE - [RE P T RER
ERER AL ML R ) — VSR T > Mylangd Ry » %1
B EORA0 mg TIWT (PR TR A =R EZ M AEF40meig i & BRiL
HE NI 2/ VR —RZERBEE N aRIILEESE - TMEIEE—ER
FE 2SR T YedaRIFRRFRZE40 mg TIW /7 ZE DARRAFAE 363849309 » 7Rl
HFRA 120 mg QD5 ZE(EREL T EH 20 mef&HirE 5 FERL ) E > Amold
EEFEMylan E5R - 585y YedaZ SRR ) SR S A S E T P g A RTSCF
YedaffA& s HHE o IR E AT E FAV (R 35 R B2 I IAH EE 2 T30
% 2 %H > TM20 mg QD ZERIEER T 3096 HIPH(K > HERREAE 2 A AN
7 LRI AT SRR FH 7 S A E I PR AR Y 22 i 13096 Y FZEAE > AMRZ ST Sk
h B i R PR > BRI EETR 2090 2 T RBIMIRA EIE -

episode and 1s at high risk of developing clinically definite multiple sclerosis and wherein the
pharmaceutical composition further comprises mannitol.
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MylanZEH [ Z WAL Oréal Société Anonyme & L™ Oréal (UK)
Limited v RN Ventures Limited [2018] EWHC 173 ~ Ligwd Inc & Anor v
L Oréal (UK) Ltd & Anor[2018] EWHC 13945 » &3 A E M & [E & Amold
VA B ¥H Neuberger & B Z FAMIARRE » JRR[HAEE A aE 2 " IEARfARRE
(normal interpretation) /52K H B (purposive) » MGIEE R FfpkE » &
B AT AL R i R ] figg e B 55 R s [ Ay S
. EAOKIRE A A RUBSEHE H AT Z S EY R AR S % 55 KA Bl
(ERINAE -y et TR )RRl |- i

B i A REAE Actavis 25 HP GRS R EIH AR B A 3 A T
SR A B EE N - Amold A EERTHL 2 MylanZE H 28] -
TEActavisZEHIR 2 AT Ry Rl A HERTRE - JELUEIR 2 7 20UR AR TE
2 EERRR R HAEE - AT A DIEEREFIEARNER TR
T H B 4T R BERY R S S A SRR I K 1A R B VAR IS » AR
JEBTEActavisZE HFHIE - ENEEEMEIT RIRE A Bt 2 U= AR F 55 S
FIGEEIA - A DURRIE IS S S R R SR I Amold/ZA B[R & Yeda
ETR © T EATRGE S Y R R R & (R S A HE A 2
Wl EE AT EN - FRUNS - R HEE g R SRR
B NS B R S AR N A A BTN o JRED
DA ]2 75 =X A e B 5 BRI 1 DA ST R I B (e e A [ A P
FARABEE - 355 st 3 F S HIE R i -

. ERI R A E R R RIS - RIS R AT EA Y 5

fEsR ?

1F Actavis Z HI74  Fif - Hoffmann) B 7 Kirin-AmgenZ& 2 [ g 2% -
T ~ a7 S PR R AR A A S A B 58 I B B e R S B A
AR A A AN ES A CI R L M RE R 2 A IRV B life is too short
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for the limited assistance which it can provide) » Ti#EActavisZEH[ -
NeubergeriZ: B HIIFE Ry TR E AT RITE 0 N A &5 [ FREEREAEZE © (1)
WIRAE R R P BRI Z 50IHE SRR EAEIE T - Frgh o RE H I
RIBRE - TikEZE 2 AT B BRI SR b B0 (i) RS2
AeB NSRRI - BERY (i) 210 - OIS - [EHFEEET
BRI A o AN AR S R » (HEFIRE A 1% EE
BB -

WHEActavisZE AR 2 1% > FEFEE SR EAETRATIBIE S - P A
Z HEERE M AR AT & » RIS A FEHHN Z 5
SHEYHEIL - GIAOFEL " Oréal Société Anonyme & L™ Oréal (UK) Limited v RN
Ventures Limited [2018] EWHC 173" ZE(DU N EfEL OréalZ)H > L' Oréal
PEERN Ventures Z Magnitone JERg A2 an =AU B FT#EA < BIOMEH(FLED)
F17226995% » Z P HA Z B S HE A E T Al fE R R Z a5 K i
T
I —TERPRRPERENEEE - - - - —H0F » FARAEAES 20—

R LR O T B RN 52 R E AT A ) — (S
BhECIERE TR #E DU R 2 AR RO MRt 1 L JBR 45 ) (alternating tension
and compression)”- - -

RN VentureskHfEF H AR T L Oréaliras K8 1 PR HIFETR 1/ BRYE
TR LGS EAHE M 3 A\ B0 B F R/ ER G =B BT U = (shear
mode) Z eIV H - FRMBREAH BTV 2 ff B 7H » RN Venturessd 5y -
HERIAFE ANERFEIL OréalBEfE | HIRETUIAN 2 EIS - RN ZEE
TR L OréalfE Rz & A B EREERS -

Y http://www.bailii.ore/ew/cases/EWHC/Patents/2018/173.html
* An apparatus for treatment of acne, comprising--and said assembly reciprocally moving said at least one
moving contacting element bi-directionally through a neutral position relative to at least one adjacent
contacting element to produce alternating tension and compression of the skin-
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Carr/AE =5 & T Neuberger/ B 1E Actavis 22 FTie K VR TEIF T - HEk
FIEEINAER] - R FE " BIERAEZRE ) (tuly unclear) 2z » 1
HAE HER R St spal AR S I BT VI A AR 2B IR 2 2 B (et
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SUPIEZEE K IE B HER - RIS BN ER - Cank BTG -
R AR AV EMIEFEEAR - L OtalZARBUEFEEANEY
FRsF>KIE 2 B R (L AT ER i - T05REHE 2 0 R I S PIS Nm I AR AL -

HEPAE H ATHVEESRACE » Actavis AR Z SEEFIZAAIL Oréal K=
TIARSRAFEN Z B DU R R A - B IEAROR
SEEFERT B AT B B 55 R S DR B S BN s AT AT RE M - e
[ S5 5 A B 35 BN R AR AR T R AR IS [ R AR > DA
RIAAE (R AR T T 5 | T E R A R 2 -
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= ~ #HHIEU)ZE2019/93357% (Regulation (EU) 2019/933)
(—)HIE

T e tRiEREE (Supplementary Protection Certificate, DL T fiifBSPC)EIA
—EEEVERE > HENKRBEENE 2 T BT R ) H1% > BHR
Je AT EAA AN (R 2 B g i SR Y R e on - DARH B SORIRE N R RFEUAT
fofE_ B Al A e AR AR > o DU BRI E A > IRIEE %
SEE(CNFUR I EE 2 2 A S 21 Z HHU S REOREE » T REGLRh R (e B 4
mn SR EE IS o (1992 FEERBR(ES [ A T B8 4E M SPCHIE » &K%
B - BB 1T 2 SPCIER RAR AII(EC)55469/20095% - MEMRIERRZ A - BX
YR AN ELE R ESPCEHART A 588 KT P2 R 8 S E AR (DEE - AT
(2 EfEAERA fre€ 2 B %R - (1R EsE N LS G S A (E SPCEIHITR 1L Z1HE A
BLEE T - A 55 819 A SPCEEE A BRfE E-R A 2 BIRAIENRE ~ HrEY
RIS ERAAEE F AR AR D BE RS Rt - Ky 1 MBRERER 4 88 R AR AH L
LSRR 2 SR 55 ECRTE B AR ANEC)35469/20095% < F2 5
T PR AIEU)EE2019/93355% » F B8 T i R HEN e BT
AGR201957 H 1 HAEARRY » A BEFE PR R BR 3 Bt R RR R R R i = T
INVS5 SRR ARG NIER BR AF 2244 4% K AR )DL B AR e TR AV & RIS E
e Rl ANREERE AN 2 h/NRSE RIS EE R A YD S E
REBH/NEZE - B N ZETREE LA R S — R AE B BR LA N A
sl - 5381 NZAEIE% Z BRANE G BN AR R B ireg B 2 FREE
i > LR EHRE AN G 2SPCRAA A\ SR B EE T S HEMRE -

=R

*' Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
amending Regulation (EC) No 469/2009 concerning the supplementary protection certificate for medicinal

products https://eur-lex.europa.cu/legal-content/EN/TXT/HTML/?uri=CELEX:52018PC0317&from=EN
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5 (4) B+ BRI a0 o 4% i SR B B 2 SR ST AR iy Z Rt
AR - S ATRERT IR i 2 A PRI A e LUk E IR 218 & -
% (5) B MEEEEGR=Z R - NS ST A AL -
% (6) Br @ WA 7B BIRN Z 7 O B 2 AR SR fRg 2
BELER)N
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FECE IR - NI ERE B T NER TS H Y -

REHIEC)ER460/20095 AL AT 5 5 - RIEREA 1 Ry (] E ] E SPCHIEEF -
RS < GEm e 4 fy 78S Lt o] (B 2ot s RaE) FriEsk
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1,
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* (2) Pharmaceutical research plays a decisive role in the continuing improvement in public health.

(3) Medicinal products, especially those that are the result of long, costly research will not continue to be
developed in the Community and in Europe unless they are covered by favourable rules that provide
for sufficient protection to encourage such research.

(4) At the moment, the period that elapses between the filing of an application for a patent for a new
medicinal product and authorisation to place the medicinal product on the market makes the period of
effective protection under the patent insufficient to cover the investment put into the research.

(5) This situation leads to a lack of protection which penalises pharmaceutical research.

(6) There exists a risk of research centres situated in the Member States relocating to countries that offer
greater protection.

(7) A uniform solution at Community level should be provided for, thereby preventing the heterogeneous
development of national laws leading to further disparities which would be likely to create obstacles to
the free movement of medicinal products within the Community and thus directly affect the
functioning of the internal market.
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® Article 2 Scope

Any product protected by a patent in the territory of a Member State and subject, prior to being placed on
the market as a medicinal product, to an administrative authorisation procedure as laid down in Directive
2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code
relating to medicinal products for human use or Directive 2001/82/EC of the European Parliament and of
the Council of 6 November 2001 on the Community code relating to veterinary medicinal products may,
under the terms and conditions provided for in this Regulation, be the subject of a certificate.

* Article 1 Definitions

(b) ‘product’ means the active ingredient or combination of active ingredients of a medicinal product;

® Article 1 Definitions
(@) ‘medicinal product means any substance or combination of substances presented for treating or
preventing disease in human beings or animals and any substance or combination of substances which may
be administered to human beings or animals with a view to making a medical diagnosis or to restoring,
correcting or modifying physiological functions in humans or in animals;
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* Article 4 Subject matter of protection
Within the limits of the protection conferred by the basic patent, the protection conferred by a certificate
shall extend only to the product covered by the authorisation to place the corresponding medicinal product
on the market and for any use of the product as a medicinal product that has been authorised before the
expiry of the certificate.
" Article 1 Definitions
(c) ‘basic patent’ means a patent which protects a product as such, a process to obtain a product or an
application of a product, and which is designated by its holder for the purpose of the procedure for grant
of a certificate;
* Article S Effects of the certificate
Subject to the provisions of Article 4, the certificate shall confer the same rights as conferred by the basic
patent and shall be subject to the same limitations and the same obligations.
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¥ REGULATION (EU) 2019/933 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of
20 May 2019 amending Regulation (EC) No 469/2009 concerning the supplementary protection
certificate for medicinal products https://eur-lex.europa.eu/eli/reg/2019/933/0]

¥ (2) By providing for a period of supplementary protection, Regulation (EC) No 469/2009 seeks to promote,
within the Union, the research and innovation that is necessary to develop medicinal products, and to
contribute to preventing the relocation of pharmaceutical research outside the Union to countries that
might offer greater protection.

' (3) Since the adoption in 1992 of the predecessor to Regulation (EC) No 469/2009, markets have evolved
significantly and there has been huge growth in the making of generics and especially of biosimilars,
and in the making of their active ingredients, in particular in countries outside the Union (  ‘third
countries’ ) in which protection does not exist or has expired.
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* (4) The absence in Regulation (EC) No 469/2009 of any exception to the protection conferred by the

certificate has had the unintended consequence of preventing makers of generics and biosimilars

established in the Union from making generics and biosimilars in the Union, even for the purpose of

export to third-country markets in which protection does not exist or has expired. Likewise, makers are

prevented from making generics and biosimilars for the purpose of storing them for a limited period

before the expiry of the certificate. - - -

* (i) the making of a product, or a medicinal product containing that product, for the purpose of export to
third countries; or

(11) any related act that is strictly necessary for the making, in the Union, referred to in point (1), or for the
actual export; or

(111) the making, no earlier than six months before the expiry of the certificate, of a product, or a medicinal
product containing that product, for the purpose of storing it in the Member State of making, in order to
place that product, or a medicinal product containing that product, on the market of Member States after
the expiry of the corresponding certificate; or

(1v) any related act that is strictly necessary for the making, in the Union, referred to in point (ii1), or for the
actual storing, provided that such related act is carried out no earlier than six months before the expiry
of the certificate.
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*(f) “maker” means the person, established in the Union, on whose behalf the making of a product, or a
medicinal product containing that product, for the purpose of export to third countries or for the
purpose of storing, is carried out;
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* Supplementary protection certificate waiver: no deal legislation

https://www.gov.uk/government/consultations/supplementary-protection-certificate-waiver-no-deal-legislati
on
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¥ Article 21a Evalution
No later than five years after the date referred to in Article 5(10), and every five years thereafter, the
Commission shall carry out an evaluation of Article 5(2) to (9) and Article 11 in order to assess whether the
objectives of those provisions have been achieved, and present a report on the main findings to the
European Parliament, the Council and the European Economic and Social Committee. In addition to
evaluating the impact of the exception of making for the purpose of export, special account shall be taken
of the effects of making for the purpose of storing in order to place that product, or a medicinal product
containing that product, on the market of Member States after the expiry of the corresponding certificate on
access to medicines and on public health expenditure, and of whether the waiver and in particular the period
provided for in point (a)(ii1) of Article 5(2) is sufficient to achieve the objectives referred to in Article 5,
including public health.
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Tuesday 26" November 2019: Main Conference Day 1

08.15 MORNING COFFEE, NETWORKING BREAKFAST, AND REGISTRATION FOR MAIN CONFERENCE
08.55 CHAIRPERSOM'S WELCOME AND OPENING REMARKS
) Martyn Fish, Partner, HGF Limited
09.00 KEYNOTE: LORD NEUBERGER ON EQUIVALENTS AND OTHER ISSUES
! Lord Neuberger, Law Lord and former President of the Supreme Court, UK House of Lords
0935 UPC UPDATE: THE GERMAN COMPLAINT AND BREXIT = \WWHERE ARE WE?
i Kevin Mooney, Chalrman of the Rules and Procedure Committee, UPC
DUAL DISCUSSION: A LOOK INTO THE CRYSTAL BALL
10.10 Kevin Mooney, Chairman of the Rules and Procedure Committee, UPC
Dr. Matthias Zigann, Presiding Judge, Reglenal Court Munich
10.45 INJUNCTIONS IN GERMANY — REALLY AUTOMATIC?
Dr. Matthlas Zigann, Presiding Judge, Regienal Court Munich
11.20 MORNING NETWORKING BREAK
PATIENTS, PATENTS, AND PRICE: CAN LIFE SCIENCE INNOVATION SURVIVE THE POLITICS OF AFFORDABLE
11.50 HEALTH?
Aaron Smethurst, IF Policy Director, UCE
12.25 LEGAL RISK MITIGATION & MINIMISATION ACROSS YOUR BUSINESS
" Michelle Davies, Legal Director, HGF Limited
13.60 THE EC'S INCEMTIVE REVIEW — AN ANTIBACTERIAL SME PERSPECTIVE
) Stephane Haudue, Chemistry and IP Manager, Destiny Pharma
13.35 NETWORKING LUNCH
14.35 THE SURPRISING CHALLENGES WHEN ANALYZING BIOLOGICAL SEQUENCES IN PATENTS T
Karthik Subramanian, Life Sciences Product Director, PatSnap
THE CHIMNESE IP LANDSCAPE
. Bin Zheng, Partner, Patent Attorney, Unitalen Attorneys At Law
15.45 NETWORKING AND COFFEE BREAK
16.15 ANIMAL HEALTH IP: KEY LEARNINGS
. Dr. Judy lareckl-Black, Esq., Head of Patent Prosecution and Litigations, Boehringer Ingelheim Animal Health
16.50 Al AND THE E’HIFHNG LIFE SCIENCE LANDSCAPE
- Rahela Penovski, CEQ, COGNEDT
172 CHAIRPERSON'S CLOSING REMARKS
. . Martyn Figh, Partner, HGF Limited
17.35 . EVENING DRINKS RECEPTION SPONSORED BY shd D

With thanks to our partners:

/HGF  pafsnap  glQuester
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REGISTRATION AND NETWORKING BREAKFAST

08.55

CHAIRPERSON'S WELCOME AND OPENING REMARKS
Dr. Sven J.R. Bostyn, Lic.Jur,, LLM, PHD, Associate Professor of Biomedical Innovation Law, Center for Advanced
Studies in Biomedical Innovation Law (CeBIL)

PATENT INFRINGEMENT AND SECOND MEDICAL USE CLAIMS: A PROBLEM THAT IS NOT A PROBLEM?
Dr. Sven J.R. Bostyn , Lic.Jur., LLM, PHD, Associate Professor of Biomedical Innovation Law, Center for Advanced
Studies in Biomedical Innovation Law (CeBIL)

09.35

PATENT ENFORCEMENT STRENGTH IN 52 COUNTRIES WORLDWIDE: IMPLICATIONS FOR YOUR PATENT FILING
LITIGATION STRATEGIES
Nikolaos Papageorgiadis, Senior Lecturer, University of Liverpool

WHEN ALL COMES TOGETHER: CHANGE THE WAY OF SEARCHING PRIOR-ART IN LIFE SCIENCE
Denis Bayada, Product Manager Orbit BioSequence, Questel
Fabienne Persijn, Key Account Manager, Questel

10.45

NETWORKING AND COFFEE BREAK

11.15

WHAT THE NEW SPC WAIVER REGULATION (EU) 2019/933 MEANS FOR THE LIFE SCIENCE INDUSTRY
Jane Lambert, Barrister, 4-5 Gray's Inn Square

11.50

LESSONS LEARNED FROM A FUNDER OF IP LITIGATION
Susan Dunn, Founder, Harbour Litigation Funding Ltd

12.25

Al PATENTING IN MEDTECH, FROM A STARTUP POINT OF VIEW
Ehab Shakour, CTO & IP Director, InnoSphere

NETWORKING LUNCH

14.00

INDUSTRY FOCUS GROUPS
Each person will have the opportunity to select and discuss one of the below topics for 30 minutes each, before a

group spokesperson will be invited to share their thpughts collectivelyin the 10 minute wrap-up summary session.
~

Alternative

dispute
resolutions

Worlchvido\/
lawmakers aren't
keeping up with
the rate of life
science R&D -

The collision of
IP, anti-trust
and competition
law

7
Finding IP
agreement in
collaboration
between
academics and

Collaboration of
in-house
counsel and
external firms
for effective IP

Getting
scientists on
your side

business during

what can we do? R&D

strategy

14.40

PANEL: EFFECTIVELY MANAGING AN IP PORTFOLIO: COMMERCIALISATION STRATEGIES
Harriet Strimpel, Chief IP Counsel, New England Biolabs
Sally Bannan, Senlor European Patent Attorney, GE
Mark Engelman .QC, Barrister, Hardwicke Chambers

15.25

. cl}am Closing Remarks
Dr. Sven J.R. Bostyn , Lic.Jur., LLM, PHD, Associate Professor of Biomedical Innovation Law, Center for Advanced
Studies in Biomedical Innovation Law (CeBIL)

15.30

SUMMARY SESSION
End your conference with a good old fashioned pub quiz!

Designed to test what you've learned at the conference, each participant is given an answer sheet and will be asked a
series of LSIP related questions. Keep your sheets as a reference guide to take back to the office with you!

Katherine Gordon, Divisional Director, Pharma 1Q

15.45

CLOSE OF LIFE SCIENCES IP SUMMIT 2019
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