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substances presented as having properties for treating or preventing disease in human beings; or (b)
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either with a view to restoring, correcting or modifying physiological functions by exerting a
pharmacological, immunological or metabolic action, or to making a medical diagnosis.
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% [E[%E 20, Page 327
% 3.2.1.1(b) of Part 1 of Annex I of DIRECTIVE 2001/83/EC : A biological medicinal product is a
product, the active substance of which is a biological substance. A biological substance is a substance
that is produced by or extracted from a biological source and that needs for its characterisation and the
determination of its quality a combination of physico-chemical-biological testing, together with the
production process and its control. The following shall be considered as biological medicinal products:
immunological medicinal products and medicinal products derived from human blood and human
plasma as defined, respectively in paragraphs (4) and (10) of Article 1; medicinal products falling
within the scope of Part A of the Annex to Regulation (EEC) No 2309/93; advanced therapy medicinal
products as defined in Part 1V of this Annex.
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%0 [ 22, Page 5

3L Article 10(4) of 2004/27/EC : Where a biological medicinal product which is similar to a reference
biological product does not meet the conditions in the definition of generic medicinal products, owing
to, in particular, differences relating to raw materials or differences in manufacturing processes of the
biological medicinal product and the reference biological medicinal product, the results of appropriate
pre-clinical tests or clinical trials relating to these conditions must be provided. The type and quantity
of supplementary data to be provided must comply with the relevant criteria stated in Annex | and the
related detailed guidelines. The results of other tests and trials from the reference medicinal product's
dossier shall not be provided.

% MRAEE - TR - TEE  <EYHALIMESES Biosimilars> » (EREFEAM) > B5=4 > 2011
Pagel-5

% 1.1 REGULATORY FRAMEWORK of CHMP/437/04 : ...... Comparability studies are needed to
generate evidence substantiating the similar nature, in terms of quality, safety and efficacy, of the new
similar biological medicinal product and the chosen reference medicinal product authorised in the
Community.
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T Article 52 of European Patent Convention (EPC) :
(1)European patents shall be granted for any inventions, in all fields of technology, provided that they
are new, involve an inventive step and are susceptible of industrial application:.
(2)The following in particular shall not be regarded as inventions within the meaning of paragraph 1:
(a)discoveries, scientific theories and mathematical methods;
(b)aesthetic creations;
(c)schemes, rules and methods for performing mental acts, playing games or doing business, and
programs for computers;
(d)presentations of information.
(3)Paragraph 2 shall exclude the patentability of the subject-matter or activities referred to therein only
to the extent to which a European patent application or European patent relates to such subject-matter

or activities as such.
8 Andreas Hiibel, General Issues of Biotech Patents, BIOPATENT LAW: PATENT STRATEGIES

AND PATENT MANAGEMENT, Springer Berlin Heidelberg, 2012/01/04, Page 1-12
“ [EFTEE > Page 3
0 [k 47
°' [} 48 - Page 3
%2 Sven J. R. Bostyn, Patenting DNA sequences (polynucleotides) and scope of protection in the
European Union: an evaluation, EUROPEAN COMMISSION, 2004, Page 14
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62 [E]x¥ 52, Page 15

83 «discovery is the finding of something existing but heretofore unknown; it is therefore purely
perception. A discoverer turns into an inventor, however, if he provides - based on his perception
instructions for purposeful industrial action”(Cyclisches Dekapeptid Antamanid, BPatG., 16 W(pat)
64/75, 28 July 1977, GRUR, 1978, 238; 1IC, 1979, 494.)

* [ 52, Page 15

%«[naturally occurring microorganisms] are not eligible for protection, unless the inventor
demonstrates a reproducible method whereby naturally occurring micro-organisms may be produced by
human means. This Court shares this opinion; it has validity not only in the field of microbiology, but
constitutes generally a condition of patentability.” (Cyclisches Dekapeptid Antamanid, BPatG., 16
W(pat) 64/75, 28 July 1977, GRUR, 1978, 238; IIC, 1979, 494.)

%52} 52, Page 15

¢ EPO, Case Law of the Board of Appeal,
http://www.epo.org/law-practice/legal-texts/html/caselaw/2013/e/clr i a 2 2 1.htm, & ZEH
2016/08/17
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EPC Article 53"°(a)~ # i &-¥tiE £ o B 2 i (ordre public and morality) >

%8 Article 27 of Agreement on Trade Related Aspects of Intellectual Property Rights, TRIPS :
1.Subject to the provisions of paragraphs 2 and 3, patents shall be available for any inventions, whether
products or processes, in all fields of technology, provided that they are new, involve an inventive step
and are capable of industrial application. (5) Subject to paragraph 4 of Article 65, paragraph 8 of
Article 70 and paragraph 3 of this Article, patents shall be available and patent rights enjoyable without
discrimination as to the place of invention, the field of technology and whether products are imported
or locally produced.

2.Members may exclude from patentability inventions, the prevention within their territory of the
commercial exploitation of which is necessary to protect ordre public or morality, including to protect
human, animal or plant life or health or to avoid serious prejudice to the environment, provided that
such exclusion is not made merely because the exploitation is prohibited by their law.

3.Members may also exclude from patentability:

(a)diagnostic, therapeutic and surgical methods for the treatment of humans or animals;

(b)plants and animals other than micro-organisms, and essentially biological processes for the
production of plants or animals other than non-biological and microbiological processes. However,
Members shall provide for the protection of plant varieties either by patents or by an effective sui
generis system or by any combination thereof. The provisions of this subparagraph shall be reviewed
four years after the date of entry into force of the WTO Agreement.

* WA

" Article 53 of EPC 2000 : European patents shall not be granted in respect of:

(a)inventions the commercial exploitation of which would be contrary to "ordre public" or morality;
such exploitation shall not be deemed to be so contrary merely because it is prohibited by law or
regulation in some or all of the Contracting States;
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(b)plant or animal varieties or essentially biological processes for the production of plants or animals;
this provision shall not apply to microbiological processes or the products thereof;

(c)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.

"t Article 6 of Directive 98/44/EC

1. Inventions shall be considered unpatentable where their commercial exploitation would be contrary
to ordre public or morality; however, exploitation shall not be deemed to be so contrary merely because
it is prohibited by law or regulation.

2. On the basis of paragraph 1, the following, in particular, shall be considered unpatentable:

(a) processes for cloning human beings;

(b) processes for modifying the germ line genetic identity of human beings;

(c) uses of human embryos for industrial or commercial purposes;

(d) processes for modifying the genetic identity of animals which are likely to cause them suffering
without any substantial medical benefit to man or animal, and also animals resulting from such
processes.

2 [ 41 > Page 45-46

©OErESS  <EUNEFBREIT Y T AT R ) EEURERIEE © DU SRR RGE AT E R B> o (o
ERAZEEER ) » 55— HH » 2011/01 » Page 53- 89

™ [EIFiEE - Page 54, 55,71

® (38) of Directive 98/44/EC : Whereas the operative part of this Directive should also include an
illustrative list of inventions excluded from patentability so as to provide national courts and patent
offices with a general guide to interpreting the reference to ordre public and morality; whereas this list
obviously cannot presume to be exhaustive; whereas processes, the use of which offend against human
dignity, such as processes to produce chimeras from germ cells or totipotent cells of humans and
animals, are obviously also excluded from patentability
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80 [E]%k 41, Page 47

81 Stefano John, FEFY13Z, Important decisions at the EPO, JL25%5REHES 130 HH, 2015/04/09,
http://www.naipo.com/Portals/1/web_tw/Knowledge Center/Patent Administrator/publish-61.htm, &
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8 Article 54 Novelty of EPC :
(1)An invention shall be considered to be new if it does not form part of the state of the art.
(2)The state of the art shall be held to comprise everything made available to the public by means of a
written or oral description, by use, or in any other way, before the date of filing of the European patent
application.
(3)Additionally, the content of European patent applications as filed, the dates of filing of which are
prior to the date referred to in paragraph 2 and which were published on or after that date, shall be
considered as comprised in the state of the art.
(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.
(5)Paragraphs 2 and 3 shall also not exclude the patentability of any substance or composition 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.
8 [H]%: 48, Page 3-4
89 R AT B BT R 1l s (5] 35 55 (U 5 A S0 5% 43> Page 95 The European Patent Convention uses the
term 'state of the art' which is equivalent to prior art ...)
0 FF(E  SEMTEBEANE B2 HEEE > CEEMEEAT) 78 # > 2005/06 > Page 52-70
" [EE 87
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% Article 55(1) of EPC :
(1)For the application of Article 54, a disclosure of the invention shall not be taken into consideration if
it occurred no earlier than six months preceding the filing of the European patent application and if it
was due to, or in consequence of:
(a)an evident abuse in relation to the applicant or his legal predecessor, or
(b)the fact that the applicant or his legal predecessor has displayed the invention at an official, or
officially recognised, international exhibition falling within the terms of the Convention on
international exhibitions signed at Paris on 22 November 1928 and last revised on 30 November 1972.
% [H]3: 48, Page 5
% [H]%k 52, Page 17
% [GJ3¥: 48, Page 4
* [EIREE, Page 4
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(1)If the Examining Division is of the opinion that the European patent application and the invention to
which it relates meet the requirements of this Convention, it shall decide to grant a European patent,
provided that the conditions laid down in the Implementing Regulations are fulfilled.

(2)If the Examining Division is of the opinion that the European patent application or the invention to
which it relates does not meet the requirements of this Convention, it shall refuse the application unless
this Convention provides for a different legal consequence.

(3)The decision to grant a European patent shall take effect on the date on which the mention of the
grant is published in the European Patent Bulletin.

29



A g 0 135 4 2 Miles Laboratories F i85 % = 4 15 % 2 [1k-(D) #] & &
rFRR p\ W& B eE 8y B %o Miles Laboratories # A AR 5T o B e

L S g 1 R 4 @"’3—1\191 511 % Gmarﬁp,ﬁoﬁﬂ,fg*m; )y 2
),?f“‘ FE7 A m%ffwﬁ% R SR L ;fﬁfﬂ* it 4% o EPO % )72

e - 3l PR R T > R LD FpFh G ok b §s

BT H g ) ’i-m““ B2 dhGEAp ke o

LR g(Board of Appeal) s E_ = 1{1‘(1)?1”4\5!% TR IRE R
8 pTR2030 > F]ot & A pUsk i & L MR8 15 112 6 enirgnid

R RS OEE.T Eas R UL il T8 SR g S
PTR2030 > + 3% 4 $fub B3 g £ « BAL & > ¥ R B LF § 24
¥ 45 % (enabling disclosure) 2 2 T 4 2 EPC Art. 54(2) # &L 70 $Ljie o gt
e R 2 BAOAE O (A)EE v‘)}%(l)_'rh;}ﬁ’é ¢ W] 5 A 2 g AL
BB AR s A e B RB2R T2 K,%’%(l)—mltjz AT gRIETH
pTR2030 % i i .@u\'ﬂ Flef14 9 (B) L7 FaE pTR2030 S L R 3
R BAR B PO ¥ AR A EF o gt kB R —3{3]%
SR N R | :L«kp)%?% ?2(# ;?—]Jf% S.Lactis LM0230 ¥ S.Lactis ME2) -

FHFRAE(A) RE R ¢ Rl RSN S TR T A = R }%‘Jwﬂl Ak i rnp{:]fik
FAARTL G S AR RorramE o BT AP R R 2 PR =
gt o FlAAR S AR F G o uayg 7 v}“‘k(l)ml; PR AR
£ 7 péwhwfr‘*op,tiﬁﬁ*mﬁwﬁd ia‘f‘;TZi'/ P o gt pt BT R
T oATATE o PR R R AE(A) N E R AT wano

¥ JR(L) e it Rl ¥ ARz 4 £ 40 A pTR200 » S.Lactis
LMO0230 ¥ % = B4 jEE 5 27 A #73 £ 3 - S.Lactis ME2 ] £.d Miles
Laboratories #7473 o % &IV B A AR 5 L Hgran- 384 > 7 ¥ A gl
ERFvpd EE -GESLE v‘gkél *p Ftk o e S.LactisME2 £.d Miles
Laboratories “73#&3 & ¥y ¢ » 1 ¥ F 3R A R FR FIRGEE R = 3 @ 2
ik e P UBELED| P AR EIRE L P #z%“,f Miles #-Fth:E 2 v &2 Miles
FEOOBRRAES R Y OV A o R e L3 BIHREP “,érf KLU - S
B > S.Lactis ME2 § # Miles &2 } 37 4 eh3z ) &332 A o BT

AR E L F U] T3 AL E SRS A T o ipw ARe
ﬁ]p{fﬁ%mfé FAog 2 oo Flpt hiptRapRRT o LB i ARGR S AL 2 K
ravE oo o T300/86 ¢ » AR 00 AL f# vk @;I;Jefv’vefr’# ME LB L]
EUL AT H ,fﬁn s E R L oRrraeE o Wigs "*1&“\?[;%“’ 7] x
AT o

® IR 2 ¢ 773k 3] Miles Laboratories 2 < ),;Je(l)i A =L

e

~

30



#Rﬁ%o P2 BeanplBE k3 Miles 3 £ T 2 % o Miles .22 354 5 2 3
oVt BIHEDS Y WA FHREE TR 242 o F] > Miles
FAGEP A I A e FA PRI d A RS LR RAED
STEFP PR Z A o (B E X AN HEY B F T o
& B g & T576/91 v‘ RO TR FEHER- B S R —
T B R “réf%ﬁ St FHRET A B (T R )—
P A v}?“ SEaA FARET ARG R SRt E o R4 R
BEP FFFAFZLTNADBERIPHERALE W 75 F L
s AR E ) 8 %ﬁ»%}»%&’ AT o B A P AR AL S EAIL
54(2)#7HL2 T & = Bofpdr % (available to the public) e
btk R quﬁm—&é St o AR H AR BS crdr I O B
%A #FE 04 PRPETB] SR APEY N g, T #F 4
e T 1 ”"’ﬂPJ'J?—:’K'wP 10g ML o B AR B B R TRE
PpTR2030 f 4% 1 & ¢ 7F’a‘ﬂ w z}F:k“:}Evi;%%?é)gJev’ e g B T K4 0 o
Zgm hl-l—}%ji/{ BB 7; kj;.r\_—-_\.f A ;;%,u«? LA drf 2
Lenge R AR G 2 w,\_mq@?;rs gtk d 9 4 g ﬁvgq‘gﬁms .
f“?’%ﬁiﬁ“‘ A ’»‘*T##Bxﬂé P Fpt xS PRI Bt
£ 2N EH TSRS R R Zﬁé‘pﬁié—;ﬂ”ﬁxﬁ’#fr’*’ A e
FIER BT RPN o RFP ig%%’*ﬁ§@w7%ﬁ
A ELPHPE T 2 T1281 %7 » t AL B ¢ TRR E- BAS
RGBS R AR A ST 5&&(?‘;&{% BE) % g 1‘%‘
FENT &/ AF FF R Y SRR SN BFR g«‘fﬁ'i" 4?%{5}4 °
£¢i#%bﬁ’4ﬁﬁfwéﬁﬁ’ﬁﬁwﬁ’“$ 2 A I
B3 enRE > 57 0 s S RS AR o Fn PR R g
AR VAR i T ER A e d DR 2 F R A

Flpt i

—\

g

\"1-'
= o t+

% EPO FAEFE PR ISR EAE RS DA IR P e R T R AT
HAERE Art. 54(1) b 2 Sepii 2 it 24a TRl Z ABVERZ T et » (HEH € AE *EI%%HTFE'?!S
BRSPS BT Eo » 1 [ER 225 RO 2 AR AT A Y » I E R — e
BRI - RIS — SR AR 2 NIBLLE T > RS EEA e AR AR A » IR H st e
SRR Z 7% - (2 H R - 4. Enabling disclosure of a prior document of Chapter VI Novelty of Part
G Patentability of Guidelines for Examination in the European Patent Office : Subject-matter described
in a document can only be regarded as having been made available to the public, and therefore as
comprised in the state of the art pursuant to Art. 54(1), if the information given therein to the skilled
person is sufficient to enable him, at the relevant date of the document (see G-VI, 3), to practise the
technical teaching which is the subject of the document, taking into account also the general knowledge
at that time in the field to be expected of him (see T 26/85, T 206/83 and T 491/99). Similarly, it should
be noted that a chemical compound, the name or formula of which is mentioned in a prior-art document,
is not thereby considered as known, unless the information in the document, together, where
appropriate, with knowledge generally available on the relevant date of the document, enables it to be
prepared and separated or, for instance in the case of a product of nature, only to be separated.)

31



e A G ol ) BEAFS o FA R "+'\5)§J¢\:‘ MR, v H
VIR 5 E*”*’4*ﬁ?ﬁmﬁ%’ﬂ4#ﬁ+’@ﬁ;#
F %5 T HILBIRES K4 o @ & TH76/91 % ¢ » d ShAeds gl e
LS o A éwf\;@,;zéﬁu\&p}wiﬁ BEPIAG  Flageke 4
RO 2B R TR EEASBER B2 R d s G 4 R
?'Lg)ﬁﬁ ARV 2 IR Ja e

L

Wi
ETIRS
=k

¥o% AEHPEITRGRIAFE

-

e [ en® % 4Lge3t EPC Article 56 #
AEIRE K G2 A 2 %”¥im°&%é§ﬂ{%7£mf%WEu
¥

i H g BB Bl o Ft R AR BASLE LR I & T o
o FBRA AR E D R o B BER T EE G e

£
P“}"Jlﬁ”fﬂi?f— AT AR ALK R F 3 15"'5 ' F R BRSO R - TAEA

A FER P i ﬁﬁi?%ﬁ@%’uﬁiﬂﬁfﬁﬁﬁ*
R ™ A f FladE ~al § Aot A e SN E S RIERE Y A
Al A SRR I A e B aedbiie o 302 iE Blae g 4 en
R L R L ] "4‘=+7fé Rt o FH KD S rmgg*};lz o
FPEEHPEE > ok P EHFE 5
Lk A LG h A BB R R ORE AT A Y A
1R e EHBERD.
wHEHF ARG A& '"ﬂa» iE—EL— B E S 2R AT
oA gt~ L2 p(hindsight)d £ EZF S iR B EJIF A 0 50
FFIA LR A Y A Y R B T ey 0 1T
BivEp A L2 & Aladis .;i oA DA g e LY N E G P
(written description) r4 2 % ; & i* (enablement requirement)™' -

P oy
&y
oy N

¥
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deciding whether there has been an inventive step.
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do so in the hope of solving the objective technical problem or in expectation of some improvement or
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VEGF st B4 # 1 15— 3 2 M3 Sz flie (ngh Court of
England and Wales, Chancery Division, Patents Court) #7:% % 8 5 8 o1 >

e JIpE o e o VEGE & & ER72 5 M > g7 & 4 dril VEGF)I.kg

z i* Foekrtk 0 AT e R gATA T B B g2 S F]S
(anglogenlc growth factors) ¥ JpR 58 5 3% % & Fwahn g 2 S F)F 5 Ao
#_FGF ~ VEGF ~ PD-ECGF ~ EGF ~ TGF-B »~ TNF-a ~ angiotrophin 14 2 x
# 24 = % (angiogenin) o f- L&A G A e deiE ok ke R AR RR G H
Sapenm G 0 R EFLE R A U RARE FIEE FlE W@ E Y - B2
X FF T A KA ARk o

HRBOEBAN ) ARAED W P A e F 2 M B Roir
Foo A fept A Fn F 2 drd B2 @ * 5 B o @ R P2 Fa(The
Court of Appeal of England and Wales, Cicvil Division) = 2> 4% 7 Floyd
#F - F - 2L G Genentech e 15 2% 0 VEGF-Trap iz B 2 & &
30 B

% David Lancaster £ Penny Gilbert 72 5 - 5 2 %] § 4B i £ 7
¥ 4 "e‘f;;m % Renw g ) (obvioustotry) s FREGES;HF P S HEA B R

~

technical problem, it should nevertheless be regarded as obvious if the technical problem to be solved
leads the skilled person to the solution in a step-by-step manner and each individual step is obvious in
the light of what has already been accomplished and of the residual task still to be solved (see T 623/97
and T 558/00).

131 Regeneron & Bayer v. Genentech, [2013]EWCA Civ 93, In the Court of Appeal(Civil Division),
Before Lord Justice Longmore, Lord Justice Moses & Lord Justice Kitchin, 2013

132 Dr David Lancaster & Dr Penny Gilbert, <Obviousness: A Trap for the Unwary? Regeneron &
Bayer v Genentech>, {European Intellectual Property Review) , Vol. 35 Issue 9, 2013, Page 542-546
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133 [E|E7EE, Summary, Page 542

3% Regeneron & Bayer v. Genentech, [2012]EWHC 657(Pat), In the High Court of Justice, Chancery
Division, Patent Court, Before the Hon Mr Justice Floyd, 2012, Paragraph 88 : In my judgment, at the
filing date, there was nothing approaching a concluded view as to which if any of the many growth
factors which had been identified would be the right or best one to target for therapeutic purposes. Each
of the growth factors had its enthusiasts, but there was no way of predicting which of the growth
factors would be necessary for pathological angiogenesis. There was plainly a justifiable concern that a
process as important as angiogenesis would have built in redundancy, so that no single factor could be
targeted alone to achieve an effect. Workers in the field were continuing research on factors other than
VEGF. The obviousness and insufficiency cases will have to be approached with this state of the art in
mind.

135 )3 131, Paragraph 72: ... Here he correctly reminded himself that it is the invention which must
be found to be obvious and the invention is to be found in the claim in issue. In the case of a claim to
the use of a product for a particular purpose, the correct question is whether it is obvious to use the
product for that purpose....
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136 [5]%}: 134, Paragraph 145 : | bear in mind that there was the strongest of motivations to discover a
therapy that would target a molecule within the body responsible for angiogenesis. That motivation was,
however, being channelled down far more avenues than anti-VEGF therapy. | also bear in mind that
there is no suggestion that there would be any unusual difficulty in carrying out the mouse xenograft
test. Against that | have to place the fact that VEGF was only one of many factors and other agents
which could be investigated, the commonly accepted view that there was no single factor responsible,
the confusing picture presented by the common general knowledge and the view that achieving
anti-angiogenesis therapy would be difficult. | cannot accept that the publication of Kim 1992 altered
the landscape to the extent that it was now obvious that VEGF could be used in therapy, or that it was
now obvious to try that use.

137 )3 131, Paragraph 89 : ...... All of these matters were considered by the judge, together with the
motivation to discover a therapy, in arriving at his conclusion at [145]. In so doing the judge weighed
all the various factors in an entirely proper manner.

138 )3k 132, Page 546

139 HOSPIRA UK LIMITED v. GENENTECH INC., [2014] EWHC 3857 (Pat), IN THE HIGH
COURT OF JUSTICE, CHANCERY DIVISION, PATENTS COURT, Before JUSTICE BIRSS, 2014
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NEEERE R & R T TR FEHE T

# R B %2 41 (High Court of England and Wales, Chancery
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i 148 T e trastuzumab 4k g R o R T S

v EEEFEFIN 0 2 UG A PR o

'ﬂJ 34

E I
o
=

0 penny Gilbert & Sam Carter, < Product-by-process claims: clarification from the UK court in
Hospira v Genentech>, (European Intellectual Property Review ), Vol. 37 Issue 5, 2015, Page 314-320
YU E R

142 153 139, HOSPIRA UK LIMITED v. GENENTECH INC., [2014] EWHC 3857 (Pat)

3 EFiEE, HOSPIRA UK LIMITED v. GENENTECH INC., [2014] EWHC 3857 (Pat)

39



Genentech Fisk> Fl 5 # i1 3 A Mg Z BRABN » ¥ - ® & GUEF FE RPN
AR RGeS T 2ERE S 5O o B2 A (T B (7 e E BT
R € AL TRIFL W 0 BLITHY - BAETOER D o B AT i i
WAL A T AP R F R AR T BB
FAFER T F ook W R TPz 4 T ) REET | ¢ i) &
AMDFZ I RE gt E om0 BAaEEYRY P FE

F oo Birss i F BT mé—jug*rszd;pm L B F)E e R
2 A uﬁéﬁﬁﬁﬁﬁﬂﬂme 2R T A L R R
F - i F ot T2 B A fE % 4 (inventive effort)eiE F ) o 18 B
oo ERFALIT AR Toaa g o Y{“ f LB R T 7

AL R g A B N E AR PR - R e e B
e
B

4

?\1

Pk E G A d e PEAR R 5 B chk 5] o b3k Regeneron & Bayer v
Genentech % # » 827X Tdrd] VEGF T+ ¥ i € 7 ipfi2ch | ¢ 2 Fih
AU SRR IO 1 T o U E TR A B &
P PR Rk Y BRI R PR - ERE S KA ﬁ
LEF I Fla L @ﬁri iz ?. Hospira v Genentech %

d 3 gRamd 2 xwﬁﬂfﬁd oy gt = '5'3’3'?'1 e J@;’i%'iiﬁfrgéf 2R F

A
P ek Td BFF T *+i PALHS B P ke g £ R
LFIH R e bl RS SRR S S 2RAP AN ALY s
Bl g Sk e o T +ﬁﬁﬁlw§ﬁﬁ%?@41%§g¥%
25 o F]pt Regeneron & Bayer v Genentech'®% ¢ > Floyd ;2 ¢ % % {4 22
PRz ERA R AFA R A (kT 51;@?&5‘2?% .

2

N

$=23F Hi1EFTHELTR R 2E

-2
EPC Article 57" %_» # P Z & & % + & * (susceptible Industrial
applicability) 4 &c &7 & > p+ & 22 FEjp TR T HAF P A LG 7

= 1)
-

144 TE]3¥ 139, paragraph 230: Third, the word “would” is not always straightforward. Sometimes asking

simply if a skilled person “would” do something risks placing too much weight on what are really
minor or irrelevant factors like cost, instead of focussing on the technical issues.

%5 [H]%% 131, Regeneron & Bayer v. Genentech, [2013]JEWCA Civ 93

146 Article 57 of EPC : An invention shall be considered as susceptible of industrial application if it can
be made or used in any kind of industry, including agriculture.
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W7 5%} 48, Page 7

18 ) 41, Page 52

19 I5]%}: 48, Page 7

150 5= 109, Page 2

151 Article 52(2) of EPC : The following in particular shall not be regarded as inventions within the
meaning of paragraph 1:

(a)discoveries, scientific theories and mathematical methods;

(b)aesthetic creations;

(c)schemes, rules and methods for performing mental acts, playing games or doing business, and
programs for computers;

(d)presentations of information.

152" [5]3% 52, Page 21-22
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193 [H]3¥ 48, Page 7

%4 Timo Minssen & David Nilsson, <The industrial application requirement for biotech inventions in
light of recent EPO & UK case law: a plausible approach or a mere “hunting license”?>, ( European
Intellectual Property Review) , Vol. 34 Issue 10, 2012, Page 689-703
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1% EpQ, Case Law of the Boards of Appeal of the European Patent Office 8th Edition, Page 259-260
137 Elj Lilly & Co. v. Human Genome Sciences Inc, [2011]JUKSC 51, The Supreme Court, Before Lord
Hope, Walker, Neuberger, Clarke & Collons
158 Andrew Sharples, <Industrial applicability for genetics patents — divergences between the EPO and
the UK>, (European Intellectual Property Review) , Vol. 33 Issue 2, 2011, Page 72-75
159 EEE 154
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100 5513 158, Page 72

161 5%} 159, Page 8

162 15]%}: 158, Page 73

163 15| 159, Page 8

164 T5]3¥ 158, Page 73

185 1. industry must be construed broadly, and is not limited to activities conducted for profit;
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2. industrial applicability must be derivable by the skilled person from the description read in light of
the common general knowledge;

3. the description must disclose a practical way of exploiting the invention in at least one field
ofindustry;

4. there must be a real disclosure of the purpose of the invention and how it can be used to solve a
given technical problem, which must be a real prospect of exploitation, either directly derivable from
the specification, or obvious from the nature of the invention and the background art;

5. a speculative indication of possible objectives that may or may not be achievable is not sufficient,
and it should not be left to the reader to find out how to exploit the invention by carrying out a research
programme;

6. the purpose of granting a patent is not to reserve an unexplored field for the patentee, nor give
unjustified control over others who might find ways of actually exploiting the invention;

7. the identification of a substance essential for human health will immediately suggest a
practicalapplication, but if the function is not known or incompletely-understood, no disease is
attributable to an excess or deficiency of the substance, and no other use is suggested, then the
requirement forindustrial applicability is not met;

8. using the claimed substance to find out more about its own activities is not in‘itself an
industrialapplication; and

9. the use of homology studies using bioinformatic techniques-is not a bar to patentability, but may
affect how the skilled person would understand the disclosure.

166 15]%}: 158, Page 73

7 [EpiEE, Page 73

188 Elj Lilly & Co. v. Human Genome Sciences Inc, [2010] EWCA Civ 33, IN THE HIGH COURT OF
JUSTICE, COURT OF APPEAL (CIVIL DIVISION), ON APPEAL FROM THE CHANCERY
DIVISION (PATENTS COURT), Before : THE RT HON LORD JUSTICE JACOB, THE RT HON
LADY JUSTICE HALLETT & THE HON MR JUSTICE LEWISON, paragrapg 77 : The reference to
"make at least plausible” should be noted — the Board has carried it over into Art.57 considerations. It
should also be noted that in context "at least plausible™ means more than a speculation, even if the
speculation could be true. The word is not being used in the sense of "not incredible” but in the sense of

A[:/—‘—»

having significant degree of likelihood to be true. Jacob &EM% FErZaeE T 2/ A HAEE
Hi | (make at least plausible)4iy A\ T8 FIMEAYEE o ifi T 2/ VA HAEEI | AV R #E
M BIEEHERA FTRERE - B FIA Z ARG rK%KﬁEEﬁﬁ%E’\L ERHVRE - T AR
TEEERENAREENRE | EENEE -

189 |7 - paragraph 111 : Now | am conscious that it is a bit absurd to suppose that Art.57, which
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@ B+ £ 7012 e 3 (plausibility test) © Neuberger i% ¢ 3 /- @ &3z
B fify e ® o AR AOER] T KAy a T
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\m&

does not use the word “plausible™ or any other language version of the word, should be interpreted by
reference to an English dictionary meaning of the word “plausible”. But | think it is legitimate to have
regard to the dictionary to see what it is the TBA was intending to convey by its use of the word in the
English language cases where it.is used. More than "not incredible™ is required — there must be some
real reason for supposing that the statement is true. #; T REREERE(STY | FREERE TS 20V - )
A — S H A GRS ) Rl 2 ErY

0151773 > paragraph 112 : Moreover the statement itself must be sufficiently precise. It is not good
enough to say this protein or any antibody to it probably has a pharmaceutical use. Such a statement is
indeed plausible, but is of no real practical use. You are left to find out what that use is. gt AS B 0h
e ST 1%1%“‘%%5 EECEARDUG B A RS AR R A Sy » ERRREIUEEERY - HI
FEAEEENEERHZR

171 5%k 158, Page 74

72 Andrew Sharples, <lIndustrial applicability, patents and the Supreme Court: Human Genome
Sciences Inc v Eli Lilly and Co>, ({European Intellectual Property Review) , Vol. 34 Issue 4 , 2012,
Page 284-286

13 [E]3¥ 157, paragraph 109 : In those circumstances, it seems to me that, subject to dealing with a
number of specific arguments to the contrary, the disclosure of the existence and structure of
Neutrokine-a and its gene sequence, and its membership of the TNF

ligand superfamily should have been sufficient, taking into account the common general knowledge, to
satisfy the requirements of Article 57, in the light of the principles which I have attempted to
summarise in para 107 above.

174 )% 159, Page 698
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9 FAR] - et 9 RFEP] G ERT T AF L T BRI A M
ERE S LS S W (Exammatlon Guidelines for Patent Applications
relating to Biotechnological Inventions in the Intellectual Property Office)
M & lﬁ]ﬁxrﬁ ER E QRIS S SES l‘m)“”iiﬁ | % G2 T898/05 % ¢ #rRE M T 34
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f_ o Wi #;:r.,- v ofe i A gy ik B F r%ﬂf'jﬁ»% {jﬁ;ﬁ’»’:‘#?*{ﬁﬁJ )

Eh AARE A TAR L LA BT E B 2 bl mpP RS
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179
o

5 [5)%¥ 157, paragraph 107 (viii), (ix) & (X)

176 5] 159, Page 697

Y77 5% 157, paragraph 122 : Further, at least in the context of the present case, | do not consider that
the Courts below gave proper weight to points (viii), (ix) and (x). In particular, in my judgment, the
Court of Appeal did not approach the concept of plausibility consistently with the jurisprudence of the
Board. That is well demonstrated by Jacob LJ’s observation at [2010] RPC 14, para 112, that “[i]t is not
good enough to say this protein or any antibody to it probably has a pharmaceutical use. Such a
statement is indeed plausible, but is of no real practical use. You are left to find out what that use is.” If
the statement “is indeed plausible”, then, in the absence of any reason to the contrary, it at least prima
facie satisfies the requirements of Article 57 according to the Board.

78 5%k 172, Page 286

79 5% 158, Page 75

180 5% 172, Page 286

181 1513 159, Page 697
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182 1|3k 172, Page 286
9 W Rl FIRAE R EOR B BT 0 52 Andrew Sharples 7 “IIndustrial

applicability, patents and the Supreme Court: Human Genome Sciences Inc v Eli Lilly and Co”
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( European Intellectual Property Review, Vol. 34 Issue 4 , 2012)—>2 1 7 5V

184" Article 83 of EPC : 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.

185 [H]%: 109, Page 4

186 Article 84 of EPC : The claims shall define the matter for which protection is sought. They shall be
clear and concise and be supported by the description

187 )3 52, Page 26

0 REs > <EREEVRHEHEANARHERE RS> > (H BRHECEAHERE) No.28 » 2012/03 » Page
123-162
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FRBJIEGEZFM A 7 sy BRI SRR > 3 TR iRE | (enabling
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189 6.1 Biological material of Guidelines for Examination in the European Patent Office(2015/11) :
Applications relating to biological material are subject to the special provisions set out in Rule 31. In
accordance with Rule 26(3), the term "biological material” means any material containing genetic
information and capable of reproducing itself or being reproduced in a biological system. If an
invention involves the use of or concerns biological material which is not available to the public and
which cannot be described in the European patent application in such a manner as to enable the
invention to be carried out by a person skilled in the art, the disclosure is not considered to have
satisfied the requirements of Art. 83 unless the requirements of Rule 31(1), (2), first and second
sentences, and 33(1), first sentence, have been met.

1% EPC Rule 31 & Rule 33 LWkl &7 2 #E

RSO BRI — B L) - BEREHERTAT - 55 5 1 > 2011/10/03 -
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193 11.C.6.1.1 The requirement of sufficiency of disclosure in the biotechnology field, Case Law of the
Boards of Appeal of the European Patent Office, 8" edition
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194 H]%: 52, Page 33
1% 11.A.3.2 Clarity of claims, Case Law of the Boards of Appeal of the European Patent Office, 8"
edition
1% BIOGEN INC. V. MEDEVA PLC . RPC 1997; 114 (1): 1-54. doi: 10.1093/rpc/1997rpcl
197 gebastian Moore&Duncan Ribbons, < Patents: sufficiency>, ( European Intellectual Property
Review) , Vol. 30 Issue 8, 2008, Page 60-62
1% Rowan Freeland&Galya Blachman, < The law of insufficiency: is Biogen still good law?>,
( European Intellectual Property Review) , Vol. 31 Issue 9, 2009, Page 478-483
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0 M EE B EALA LAY E SR> (SRR AT) 127 1> 2009/07 > Page 62-103
20 [El Rl

201 5%k 41 > Page 141

22 Rule 31 of EPC :

(1)If an invention involves the use of or concerns biological material which is not available to the
public and which cannot be described in the European patent application in such a manner as to enable
the invention to be carried out by a person skilled in the art, the invention shall only be regarded as
being disclosed as prescribed in Article 83 if:

(a)a sample of the biological material has been deposited with a recognised depositary institution on the
same terms as those laid down in the Budapest Treaty on the International Recognition of the Deposit
of Microorganisms for the Purposes of Patent Procedure of 28 April 1977 not later than the date of
filing of the application;

(b)the application as filed gives such relevant information as is available to the applicant on the
characteristics of the biological material;

(c)the depositary institution and the accession number of the deposited biological material are stated in
the application, and

(d)where the biological material has been deposited by a person other than the applicant, the name and
address of the depositor are stated in the application and a document is submitted to the European
Patent Office providing evidence that the depositor has authorised the applicant to refer to the deposited
biological material in the application and has given his unreserved and irrevocable consent to the
deposited material being made available to the public in accordance with Rule 33.
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Box: Protection through SPC

Patent application = 1985 Patent expiry = 2005 (20 years later)

If first marketing authorisation in EU = 1990 => 15 years patent protection, no SPC
protection. Total protection = 15 years. Protection ends with patent expiry in 2005.

If first marketing authorisation in EU = 1993 => 12 years patent protection + 3 years
SPC protection. Total protection = 15 years. Protection ends in 2008.

If first marketing authorisation in EU = 1995 => 10 years patent protection + 5 years
SPC protection. Total protection = 15 years. Protection ends in 2010.

If first marketing authorisation in EU = 2000 => 5 years patent protection + 5 years
SPC protection. Total protection = 10 years. Protection ends in 2010.

If first marketing authorisation in EU = 2001 => 4 years patent protection + 5 years
- - - - 2
SPC protection. Total protection = 9 years. Protection ends in 2010
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218 Article 1 (b) of Regulation 469/2009 : *product’ means the active ingredient or combination of
active ingredients of a medicinal product

19 [E]z¥: 208, Page 89-90

220 Article 3 of Regulation 469/2009 : A certificate shall be granted if, in the Member State in which
the application referred to in Article 7 is submitted and at the date of that application:

(a) the product is protected by a basic patent in force;

(b) a valid authorisation to place the product on the market as a medicinal product has been granted in
accordance with Directive 2001/83/EC or Directive 2001/82/EC, as appropriate;

(c) the product has not already been the subject of a certificate;

(d) the authorisation referred to in point (b) is the first authorization to place the product on the market
as a medicinal product

221 5] 207, Page 113, paragraph 295

222 Eorresters, Patent term extensions for biosimilars, 2014/11,

60



BRm e - g 4#ﬁwﬁ¥ ’ﬂéﬁmW$¢W*#@$
Foaot (s A3 2 2AR) A 5L ERDSPCEAEEE L A0
Wﬁ%%’é”ﬁ%L%4#ﬁWW§%@%“%ﬁmﬁwim°d%
-75— BAPARNPBES(A PR ESY Py LN —B R S EE

7 Fe eE AL 1Y 3V 4% (glycosylation pattern, glycoform))ii i + % 3¢ & ARk
3 W% 18P t5 1 i& » 7 H - 1245 Regulation (EC) 469/2009 Avrticle 4°%*
Ao @wa”%@rﬁéiﬁfﬁﬁ?iﬁﬁé&ﬂﬁ%§%§%g
AP HPE e ot AR ERETEA ) BT TR AL
~ B R A

\

G d AP EEL L FEETL ’ﬂﬂ\ﬁ,ﬁwﬁg:}:fg;ﬂ_
B or oy A B Z S ‘%’KE%.E;?&%#BPE' Flm i+ & THFT
FEOA S-SR LIRS R AP EERESR ST S EE & L
FRHELZ (L AR aPEA SR LH -fE) > TR - K2
e DRIp R gl A ET — wimiﬂ N A AR D B
* SPC 2 i i3 * SPC 2 R4 -

ﬁg'm‘ # SPC
EA Mk BAEAT @R E H2 Ak s E7 SPCe w44 $
wmw%&@%ﬁa%’%ﬂ&? * 4 Fodp i M e )
HARE W Axap > @ EFe 7 82 Fipn L8 25SPC-

fg'im—gs'f"}%'{ ";}aZEF’ SPC ek 2 & 43 @Z]/zl‘m%f‘—l“ P B F OV R
IHMERT AT RILT BRI E R AT R B
B %\'JZ/EEL'HOEJK?.E;'}’}E4 lll%’*ME_Aﬁ‘J_P’r“%v?ii
SPC {7 it } 7% Wiz o

KEIHE A chk B a2 ook A dp L ES A
*?’%?ﬁ&aﬁwﬁtﬂ# AR o CRUTES

R g R A P AR B R

ﬁf”ﬂﬁﬂ'£4#wwﬁg%i%&%

ok

¥

fi

9

A Y

:‘{M‘\‘

x. (\x. m)‘
— ke
7“

"&\

:d,

http://www.forresters.co.uk/media/219407/patent_term_extensions_for_biosimilars.pdf
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224 Avrticle 4 of Regulation 469/2009 : 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 authorized before the expiry of the certificate.

% &5 209, Page 29

226 GJE Intellectuall Property, Will the new biosimilar regulation in the EU cause a rise in UK
competition?,
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21 Article 3 of Regulation (EC) 469/2009 : A certificate shall be granted if, in the Member State in
which the application referred to in Article 7 is submitted and at the date of that application:

(a) the product is protected by a basic patent in force;

(b) a valid authorisation to place the product on the market as a medicinal product has been granted in
accordance with Directive 2001/83/EC or Directive 2001/82/EC, as appropriate;

(c) the product has not already been the subject of a certificate;

(d) the authorisation referred to in point (b) is the first authorization to place the product on the market
as a medicinal product.

232 Sebastian Moore & Jonathan Turnbull, <Advocate General opines on supplementary protection
certificates(SPCs) for combination products>, {European Intellectual Property Review) , Vol. 33 Issue
11, 2011, Page 728-732
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%9 Autorita Garante Delle Concorrenza e del Mercato v Pfizer Italia Srl Unreported January 14, 2014
(Cons Stato (1))

0 Ratiopharm Italia Srl v Pfizer Italia Srl Unreported February 12, 2014 (Cons Stato (1))

1 Christopher Stothers & Marleen Van Kerckhove, <Is winter coming? The competition chill
continues in Italian Antitrust Authority v Pfizer>, (European Intellectual Property Review) , 36(11),
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94



fs ;,1;; Pfizer * % ¥ 2 & Latanoprost AEAJOEREDET > AL g
FAEETA B3R 4 2 i 2 Fa i AstraZeneca ¥ st dh (s 0 IAA LG
Pf|zer 2 FREF WPEITIE J(Treaty on the Functioning of the European
Union)102 i£%% « IAA ch32d 5 » % - » EP168 4 £ 4F % f1(double
patenting) » H #rikEz F WM EP417 ¥ & T 4 F o % = - Pfizer ¥ £ 2
o+ 41 &4k > EP168 .- B 4 2le& 4] o % = - Pfizer & & £ &5
i %\ PR OATA &~ Pfizer &8 & B RY -EPAL7 57 SPC 5 #1 4 &+ )
3 EP168 ¢ SPC> ¥ ¥ KA o H i @Z]%‘\E' 3 EP168 2z SPC(iz % F + »Pfizer
@ LY %G 4E 02 #0 1) o Pfizer ;& @]k EP168 2 # SPC &% < ]~ 517
3 E;'WF #r2 § %3N #2498 (royalty-free license) = —\i B e A 5 20 A
¥ SPC 2_ ¥ & ; Pfizer 7= Jirw 3t + 7 Latanoprost & % #2373
HAAlEret BT CEYURH Faé 40 Bots Pfizer f e b
s 5 3 Latanoprost 2 & r%? At gL EE PR EEE
ﬁé@ R VA0 R
Pfizer 4+ ‘%‘_P PRI TR }‘%(Lazio Regional Administrative
Court) - Pfizer - B 5 TAA G T FRRE RN J’;D%. ) AstraZeneca
';‘sif,%z A o AstraZeneca =S R Fm;.t;:; AstraZeneca £ 2 &5 F A 0 H
E ?tﬁl’a@hﬂ%éﬁ%a"—m AFFEMARE SRS i E’ LI EF A
AL i 2 o W S R 2012 £ 9 1 3P E padade IAA
-0 H AP IR Pfizer 2 17 5 & AATARE 102 RS Bl R 0 me AL
\%_gf,f {SPCyE’F%—,lE.ﬂ: f—,ﬁ-pnfﬁg\g'—qMS
PR 18 kB 37 1 Consiglio di Stato(#- & 17 532 )
Consiglio di Stato %42 1AA 2_ -2t i 283 -

3‘3’ = m

9’33 J<
# l‘ﬂ «—,

x\r\v \-‘-H
r‘_ Cﬂ\d, \_

SR @

“\A

¥ZP FERALARITR
§ % 57+ * Consiglio di Stato(k« & {7 #cj% 1)z 3 Pfizer v T2 % 1]

%42 Article 102 of TFEU : Such abuse may, in particular, consist in:
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%1 Gonenc Gurkaynak, Ayse Guner & Janelle Filson, < The global reach of FTC v Actavis - will
Europe differ from the US approach to pay-for-delay agreements? >, (International Review of
Intellectual Property and Competition Law) , 45(2), 2014, Page 128-160

97



AL HTERFLGRRE T ES T LT RE Y 22 2R E

Fra f e o RS KB B RERT L § 2L 2 G PR B
o B AR 52{’«’\? A R FE AR Ed HiHA
flg & “%FTJ;%%'”* S RAEE o T A gl%\iﬁt“ﬁﬁﬁ%;im&?\
L/Z‘"#;ﬁfa}i}; wLa e bJ’-L:HL—ig" iz e i * i
cFMEIP WAL PRFIERAL IR 3;1 WL > TN R

3

3
F_k
@

%wiwAWMsﬁﬁgimmﬁ\ﬁipnﬁ |wwmmmmmﬁ
R R R #E T "ﬁi%l »~ % (C-501/06 P)# =~ &gt !> U o8 it
BB AIATR chT e A FIEL o Bl o A § R (T lwi@ i
5% 2% gp #4. 4 € (European Commission, EC) e 2012 # & 4 7
AstraZeneca £ GlaxoSmithKline =g B # & - @ 175 & 4 48P g0 B %*ii €
SRR R E E R E e AR E et 2 BB AT
Lundbeck % -~ Cephalon and Teva % -~ Les Laboratoires Servier .i% ~» Johnson &
Johnson (Janssen-Cilag) and Novartis % ™ 2 H v 32 A & 285 3o i v
HEHBERL ¢ 2 ) ﬁ*ﬁ%iﬁm°

A%s

FZ P WEHRLCHNUH HEBRBRESLRA
2014 & 7 * w3 g3n 5 oServier o ¥ T R EF L FRT 2w
A bh R AT HE A e D B ik 72 (restriction by object) > & & 1 FR i@
Ti% 5 % 101 ﬁ%i%i’ Jald B3t 4 R 2700 F R L2 I o B AR
¢ e84 (restriction) - H p c(object) & B AFF g ¥Fp d 2T L HR
i 7’5@“32%’@?@%#1 g AR AN AT R D B A
B o7& E S 2 sk (effect) ] B et A %0
Fas (TP FRRIE R TR HRGIEE o A 5 B oen(object) &
sehk(effec) T M E & o — 2 fA3R2Z P s R45s gljz 2 ERITE
" ,

-

Eﬁ’li‘éq\llg\’ﬁhiﬁiiii%Jo@'gi,r‘gj\%ﬁp‘bf ‘%\'ﬁ‘\i%%&’
7o AR AR 2 5% ? £ % TFEUAr. 101 £z $ % o & 2|
Srin iR AT OFERE 5 P e AR RPN F LR R S 2

Bk 2] #0357 .

%52 Josef Drexl, <"Pay-for-delay" and blocking patents - targeting pharmaceutical companies under
European competition law >, {International Review of Intellectual Property and Competition Law ) ,
40(7) 2009, Page 751-755

HUE 351
3% ﬁl%:f
B0 Zeph RGP R EAA > (RHAEE R R ) 12 4% 2 1 > 2015 > Page
127-164
%7 [H]¥: 338, Page 8

98



EFEA DT UBEHEP %R & TFEU Art. 101(3)#7if & & % 5
ETET "3iﬂ';1‘ﬁ"3i+*{?'<‘?if’—Q%f#riﬁ’rﬁéi‘ai‘a*’ﬁE B
HAvd A ﬂ%‘«f”méﬂ‘*‘ﬂb RELRSR IR SF e ‘/ﬁﬁ‘ﬁﬁ #341
FoRRRY UGIES T E AR P TAERZEE o n P HE €
FPEAFELTE2ZFF ARG =R F LHR L RERIEE LERF
{?Eﬁﬁiﬁﬁ’Zw%&mééﬁﬁpﬁmﬁﬁﬁﬁf6—%§§@

\y
q

RS RERETE CERATE G TS A S A
@%ﬁ?r%&@%?%m®%<W%@m?

A # 5 I » 2005~2007 £ B Servier 28 L ERE T S A > 5 i o
Ao @ #t Lundbeck &93% & |2 2010 & B 4> 0 2003 & & 3|8 2% >
Lundbeck 7= 23w i 25tk 4 H F L B R~ 0115 0 2013 # 6 7 Fp
ﬁigmﬁ*%ﬂiﬁéﬁﬁﬁﬁﬁéﬁiié’ﬁﬁTEUNtmha
Lundbeck % ¥ & #FRA RF HE L g v b BRI LLERZ 7 &
ST H i S E A R L TR o R BERGLAE e AR
EAatflEEflEFp 75 22§ 7 5 cLundbeck & p & @ 1} 372§ 4
TRES R

M F RN A% 0F fa e 2013 & ¥ Actavis & (F A1z )i, k- G 2T
AR R ey 2 BN E & & R € (Federal Trade Commission, FTC) & 9% e
L G e AR 2 R 2 0 AR IR TR BB IR

Bl 7 ¥ gx/z » @ F &4 £ 12 Rl (rule of reason) % iE % A 45 o
'U@&m?%ﬁf'?b L i d T aGEIREE o gt b Actavis 27 3L G
B2 B m%ﬁp(sue) A F B AR S R B 360

2 25BN SRS R
F 40 % ¥ hd oo 4 F B2.(4e Herceptin, Enbrel, Glivec and Aranesp)
BREA g L AU B A2 ) 2 L GREFRFR A L PR E
ABFLIFE ] AT ERY FFRERG G RER AR {2 SPC
B ER fél%\'i"m]‘-?-vﬁt""z I B LER AL AR AR
4 VALY v RnE R F - L BT B 4
AR DI B2 B He Flpt 0 B LERGLG 0 A p B R RN L
P&

Hg}ﬁ%ﬁiﬂ’ﬂ%ﬁ@ﬁi%%&%ﬁ@#ﬁfﬂ

o
)\4—
F_*

3% ]2 356, Page 134, 136

%9 [E|RTEE, Page 130-131

%0 [ERifEE, Page 131

Duncan Curley, Stewards’ Inquiry? The European Commission's Investigation into Generic Entry
in the Pharma Sector, Innovate Legal, 2009,

99



BT o A p At ERYUREH L e EMARR Y o
\ s AR S RN R R PRI ﬁv%ﬂé%& Phase1~IV§é,5e%
AR ISR EFERT R o F R A AN E AR 23 B L E AP
AP NIRRT B E) I AEFEeh o @ 2 Jr 4P 1Y Fﬂ‘%nﬂw'ﬁ i%ﬂi‘*» A
28 LB FE R a0 §EBRET 0 2P AR L E S flg AT
Y e kO R KR BT I o KA RFLF L
it ?Eﬁ’?f—%mm: RA S TR H ] K L8

@ IMS Health P £ L2 5] 8 B 4 @ (D)L ok § 17 % - (22 4
AP OB LT G R R el s L R IMS chF A 0 T i 4 b
R E RS K R R R RSN T R L R AR H
B E WG EAw A IR o Q)T » i S B P F R T
Lormay ,zﬂ@%rm%&% A LA ﬁ_z,)]-}qjﬁ Mt
AP 22 2 B e Ag 38 i\"FBFx Iéﬁf?iﬁﬂ'lﬁﬂf‘é PR PR ERE
R A& 2 R B E R S SR C BRI
Foems G- %\%‘L P’?é%fu 2 é*%#ﬁfl‘z'ﬁ_%&’%!‘%“’ 53
{oglegmsy 2P0 @ 2R (4)&5‘{1‘2?‘ S e A A R K D
B Fhp o enig :;Wfrﬂ?u Bde dn e * S IR T lérﬂé s
Gl de 0 A B R KRB E T AR 2R EL G g 5T

RSB a $1$’? o P R R LR ol gl v
FII R

1. 2 pdp P& S s & 8 J1 0B 5 1 B4

T RIS R PN E L DR REDE I 2 B B4
AR ER LT AP AR F A T > @Bk 4 P odp s
FroiEd b & E s e 2~4 & 4 B 45(Somatropin 3~4 & ; EPO 3~4 &

#£) e
"+

—=

j =

Filgrastim 2~3 AIFS B v AP BREQIDE F frd X G 2 4 4p
M ER TS — b R RRREL AR F I LA
$0F R K i 0B Bt ol pi R _mf;'. R ET e ) %
o [k ap 2 ’}%L“i\%‘f |27 SPC #f3cx & .33 = § < R A -
A FrAp 0B ST B E AR R
A g Ap iR e B A H] e 2 e dp i 2 2 B B 23 1B ] 22009
EFosl B8 WL A FEREN34% B EED FD0T7% Red HE

www.innovatelegal.co.uk/DUNCAN_CURLEY CIPA BIOTECH.ppt, f& %% H : 2016/09/08
%2 pinsent Masons, Level-PEGing : Competition Law Considerations in relation to Originator
Biologics, Biosimilars and Biobetters, 2015, Page 1-10

%63 |MS Health, The Impact of Biosimilar Competition, 2016/06, Page 1-7

%4 Joan Rovira, Jamie Espin, Leticia Garcia and Antonio Olry de Labry, The impact of biosimilars’
entry in the EU market, Andalusian School of Public Health, 2011/01, Page 29

100



http://www.innovatelegal.co.uk/DUNCAN_CURLEY_CIPA_BIOTECH.ppt

Ehle &R B R B 206007 0 A 4 fAp P R AR ST
AHBEROH LY 0 4 1% ER A L d g E S ) AT E
SREFEE A S EREDE SRES A TF S on TR EE B B
e & gg 4 £ e (Human Groeth Hermone, HGH)#g &) » i -3 % 5.27 4 4
P EENE SERERE S TR A HEEASEREY 07 SAFREE
x;pLQHQ%ﬁﬁﬁﬁw’i“ﬁmlRT’iﬁuéﬁﬁ?ﬁ%$&

p8=
&ﬁ%&éﬁﬁ Bo 2 H vaEnhd S ER 0 BB pHR S T
ER #ﬁ—?fﬂéa“ 5o

4#wwr% G4 A ko endd o BRI R {8
Wie LB R LA G @ BB 4 AR %i;%#ﬂﬁ‘l'ﬁ%‘% E3
it - BRI hAH - HREE R i;%,f{a@; I F 0 D M
i*%WWﬁ%§~£$éﬁﬁ$,rwﬂﬂ%ﬁgfu«oﬁaﬁﬁ
FBARNEF A3 FBEF - GRAEZ S4ERLD
BeoglFIZ v a7 § 5 F R AL JIHE LS %VT%oﬁgﬁ
5 G R R LA Sk R A F SR TRA - 2 P
R R Bl R TR B ik 0 (2 %4 ;—}:ﬁf;—’&?g B AR P o
m%¢@ﬁ#$%?4#www%wﬂ — R R E

3. A ELUAFV | AFELTE

#%w&#"b’]“"\—*%%%°i3f;”%r%m??: CERE E R A 0 4§
AP B e e ¢ TRGE T g 0 2011 £ ¢ chdicdp AR 0 2 bAp L #
gl B R e R RS BERATUEEE R EUS Fandail koo BA 2
2o PP ERBA AL § P EFAfEY R AT S B
Eﬁ%w%*ﬁﬁﬁ’fﬁﬁaﬂﬁ%ﬂE*%%%w’m¢?ﬁﬁﬁi
* H 'ﬁ%l”"‘ oE ,% 2 SV ig%?? | 3B ] 4] (5 370

B CE A REP R RRE ol Sl

4#§“f4ﬁﬁwﬁ§%@lﬁ*ﬁ’E&%MﬁlOQW%’ﬁ
B2 4% aut idem substitution ; 28 #4712 A g 8 i 2 7 g o mop
f%?i#%w?i«fﬂw‘”'f?—*—%wmﬁm— A ﬁ‘ﬂ'zLF'&T 7 ke 0 A
frz s TApie > B L RFZRE - e A BT FH o F2RR

s

-“\

*
7*

E]l

—

%5 E]RiEE  Page 30

%% European Commission, What you need to know about biosimilar medicinal products, 2013, Page

15-21

T g4k 1 IMS Health, The Impact of Biosimilar Competition, 2016/06, Page 12

%8 E|FTEE - Page 46-48

%9 [E3} 366, Page 15-16

3mumﬁﬁkﬁﬁﬂﬁm TR £ - RS S AT R Y — « FORIACR © 4%
» BRER (EIsk) e FHA MR AR G - PR HZAGETHE 15 1 - Page 1-6

" [F]3% 366, Page 16

101



Fom e b RIE R HN A FE RS FR AL B
33

B4 G R R > HA P AP E R | S EE R i
AP EFFDTEF HESRRATEERE L BB RAETLE » ¥
A PR B E R fF o p LR T AT - B 2301 (1)

Forsrd pip it F o at Qp L ¥ 2 Ap L w2 & (3)
R R AT B

Sz &

bl A ERE o B E L A1
ErAWF PG RE e 4 PR J*?*_ﬁ-gxf'

BB lE R
Rl 5
i A A A £51 0 S

%
%
4

X

—

=
5 A B dn i [ St LI0F pEA &

3
a3 »
PR SRR T B T S N
%
i

-

13

(s

B HEX SRR

Deu}
W

=
o
A=

FEBPEPLEE LD D N d P E L
Al > FIr 2 P Ap S BRI T - 6T R ST
A NEA AR ERT XD 5 - B flape g
'i’é—ﬂ R AP 4##E‘Jlfleﬁrr"ngﬂ%’f'Jf#ﬁ’
X PEFRefR R o @ 24 drAp UM B SRR R Y
ﬂﬁ%ﬁ &@ﬂ%Tl AR E AR e LA
LR RT R XV S

T
S
PAN \“ﬁr
ook g
ey
14

o
TN
7/

=1

|=

Tt o
§

Jra

-

pvd

.
f

—b
—

o .
bl

=

[axiy

4

B

F_L‘% 28
o

.
S
5
\

pa

A

)

3 A3

[ELSIE S N e - S~ Y

&

4

=\

=
A \Ek\‘
Qﬂ
3

P

W&

5
- T,

—
;h\ﬂ ‘-m* RSN

&
e’
=

t“‘ﬁ‘f ‘_)\ F" <L i?
i

W TR oo A4 dedp B T ERE R
4 ‘;’!’J?’%?":‘ _'rry;gtw’ :p.;ﬁ];,—') R S

»-’F'“b'a;_«ilgtﬂ S gm;],k,m7 T %ﬁ—“zﬁt
el /‘W‘Bff' FE RS AT 33
2 %ééepﬁit#w gL AR P AR
KE e e B L ﬁbéﬁﬂyiﬂ°ﬂ“ﬁ*i#ﬁﬂﬁ%&ﬁ€’ﬂ
G2 BF LIS HESBARTT cRAL B RAR B I E -
FHPRR ST E 2 L] L RBRAT4LF DT IOREFT3 & 102 4’”*?
M EEE R RED S 0 AR T AR Bl e R
Zﬁﬁﬁi@%%%%ﬁﬁﬂﬂ’ﬁ4%wWM§fd*ﬂ?W%%ﬂ%_
BOFEAT Y RARRHFAPAANPEE R 2R F T T F LR K R
B RS ﬂlm'Fmp FRREL Y o R bR ATR 2 S AR 0 T il LR
REFREE R SR T o AR JlE 2 BRIILE F S

TR e
ey
L =R 1)
T

[
v
=
N
M

—\\
¢

F 5 o

-

2 [E|H7sE, Page 16-17
102



A0 R B T B R 0E DR Fl2
o F EE R A A F E R TR FIL R ERER e
MAR R R s g e %%%*ﬁ’d%4#§§$ﬁ
44 APy 8RR Eﬁ#
»}; ?;;fﬁg\, = H .E.gguaq = E x%
ﬁiﬁﬁﬂﬁ*ﬁﬂﬁéoi%% BA P ESF S *ﬁ’WK
. aut idem substitution & 47§ $ 47 12 & & 4t
CNEA ipk‘*ah? F % LFLF'“ Gk s R INRUE TRV SRl B -t s o )
T A4 B
LR FIE AT RS S 3 S
A I SN s s S SR L B ] £¢r%(
HGH)mQFw P AP A NEERS AN B T/ }iwoi };g,_ gw_&ﬁ
APESd T ASEEPHR S o A gh e
HS o G ARG FHAS FAFRNEESL ,r,s 18 #& é v Eﬁ
A SRR o FIP A R F ARA SR e T

103



$2F oMt PEFLAMERSFEREUZHE

TPP 2 g%

ABLREE S RIS o ANPRIZE L S EE R T P
A RFERE LR FR LU G RO AP D e~ D TPP o X
etk 7R fd ke ok > AR R e HFFLES L R
2o 2 TPP @ 94 & 72 % W75 2 & flid 24 & (Patent Linkage
System)®® > 2 5 4 L F A » TPP > 405 s RaE = L 4] B 0 fe d 3t gc
A ¥ AEE AR EACV A F] A KT AR
TR T3t o

F-8 coRAIFPREEIPMEPIERAERIAN A

ﬁ%%i%ﬁ;%ﬁ4#§%wwf%$é<’”iﬁﬁﬂﬁﬂﬁﬁ
Bop BRI F A3 Al 8 Bl enfR o —ﬁfri*:}ipﬁﬁmﬁ B4 o A4p it

-0 AFRRA-HZBHEIER

M A LR R 2 F AR P E T R I
ERSIEEEES T E 1T ERRIES EETE STLERT
.

P ARl LWL ER

ARE AL E 2L GER T TER g § R P AL 2 4
Foea ARENFARES - F LR dm P Ep p RER AL
HA2 B~k R REN '}:l‘/ \;Lﬂ} | # po2RE ‘J.%z.;;; sEE R F](éa 5
i ~ HAHFTdhT 2 58554 17) ¢ 2L B3P o 4pit EPCAI. 52 2

% EFIEALHIE (patent linkage ) » EHEHTEE I i B R S BE > HAE - DU R4 EE (generic
drug) b EREFHLIEE DR ENEEEFRAE 2 H#aE - WK T2 — IS BHFE > D
{6 T EHRALE R A BER A EE ETTRTE - T BEAEAETIE | HUThAE B (R M EE 8L T ol a8 Tl
A%ﬁ%ﬁ’éf%’]ﬁﬁ 7 > FEHRARHEEER G T ﬁ%ﬂéfﬁﬁT%ﬁé%c%%ﬂﬂkﬁw
RTINS WEAARMES R RESEE - CRR © BBk, B AZELEF ST
BBV R SRR AL ?, JLEEHT 166 1A,

http://www.naipo.com/Portals/1/web tw/KnowIedqe Center/Industry Economy/IPNC 160824 0702.h
tm, F{&%ZIEH : 2017/01/02 )

104


http://www.naipo.com/Portals/1/web_tw/Knowledge_Center/Industry_Economy/IPNC_160824_0702.htm
http://www.naipo.com/Portals/1/web_tw/Knowledge_Center/Industry_Economy/IPNC_160824_0702.htm

R AFLEJZES TFEP - PP DT

i%#ﬂi@%W%ﬁfgﬁéﬁﬂvM R N R 3 U e
SN Ak SRR I S N Efkifﬁﬂi\;"**’ v AF 2z iz ie
PR RHR{H - TH - ERME - p: ~wF - LR B SR ek
Ry e —kiv\%‘«‘f’”‘@*‘ﬁv#ﬂ\_%f m”a,&éﬁi—EJom E’F%—7 %ﬂ;m#
Bla3l& MY gikenfenk | ¢ mf P > ¢ g2 P2 232 2 P8
A¥ At Rl e s PR £ 2P AT DNA A S| 35
ﬁw~fﬁ~4%&9\ﬁ%?$:;aﬁw4#@m7kaiiom4
o e R Ez;)g THAEE FP R EFR? o Fa AR 325 T2
BEP 23], ¢ FRP S P ARG AL 2 F R SH B FR R
BARRY Fhad LA LHETAd pAREAGE - WG T T HEREITE
HoRIGHEM o Fla AT BT ER o A B EED 2T ETE G BN
Birastd e o

Yo Z2EAAEBREFEA

AARE I 24 2 e T2 A BT E L L8
TRIPS 2 EPC 2 .2~ RApfe o Flpt 2 P F L F HFLE - 2 2 2 5
ER A SN 4 b2 A I A N O PF RN S A

FIE TRIIELRE
1. 2 ¥4+ &
ARBEIZF 2 EF-BEF B L AT T LT L 2R .
He FARTFP IO EAE Y > - FPRZEAL VY > &2
&gé%% » RS LA CRAEE R EN ST 43 ) FRLY Y
& :

EE
SR PRE T FEAERS FHF CRAlR R Awp T

I REREFNES 24 16 0 THIBK - AT

— ~ B~ Y R EE) - Y2 TEAEYER A B EETTE 0 ATEMR -
=~ NEEEW 2l - JaREINEIRIT A o

=~ EAIPTEE REGE

¥ WREIHANES 22 fEF— I -

Tﬁ?%iﬂﬁﬁzféﬂ‘% FETYIESE . — » (HRATE RS RS S HH A

~ RIS -

- HEERTEARERE -

~ HEEHTE B AR AR -

é*@ﬂﬁ&ﬁmié% KAETFIEE - (R E TR T T B S R

A Z Se ARt FrRE iR S 5e i > (RS S 2E IR B A -

O RERSEFEE I BEUED - (R - AT - R RS AIME - DURIEAE S - i
TEAE

[

105



FHAF I L @k G EEp L] T Rl g
S AEE R AY EP R IR L A EIY
AL BAEP ATLRT 2 FHRETTHE 0 F 3 LT L
%?%E‘fiz{ A2 T L (A o - A AN iR AL A YRER
v FEPAEY I p RZPIZFIFLER G HENER o F 4

Y TEERRER AT LR B REEP L AT
ip B¢ > 2% 3§ Eli Lilly & Co v. Human Genome Sciences Inc(HGS) 2. gL % >
AP ER2 AFUAFY AR gl v PEAE > A 2N FERINL T
tf o Lillyke @302 AL 3 ENAL 2258 P £ G AR 2
mRREE RRFEAFRAFAAMER - 0 G (PR AP
ST g Lilly % 2 ek de > Apsttd g 2 5 R 3 A AR5
RSN RS S PSR PN ESS SR SR LSRR

AREIESF 25%5 - FARETSATFLL R FhAR 0P
T FE AU R A e AP R E R L KA o B A
E AT A T (R e AR TF e SR F e e ;t O
e o mep P RIPEAEAFEFZS 225 -7 5548
7P TR R fl g R A ey £ 8 o f_;% 2 JERE (as
awhole) %28 P s B E AR Y B }ai"#i‘r?ﬁ;’ﬁ o = w2 ko P
i P R B

sk G AARS SR e TAGApM AR Y A fgp
’?Tf EEEh s T3 RTBEFEZEF RN R o ot qrﬁr}a,gﬁ
"'J AP AP L AT AL E AR f’ ST N ( PR %
TE M) b B g B iitkee™ C(Dd B i*i“.%i,%;g:'\fﬁub7 e
Afo(2)d pAREHES S A R AT (NS F )N e o
(3) 50 7B ATH Fv T2 AR F) (2 fﬂm 5 ) o (4)%FB F I kiR v 2
Prpe s+ o (B) P HEAILNMARATE - (B)HBAT - (NE2E

-\n«

A

AN S Y A P M P IR Y SR — MU (SR =R LT AR )4
HESRA 2 BORATT
(D HFEMN 2 SRS AR - GRS RTE R 2 N A K% AW p R g A
A AR Z BOKAE > HEL E RS AT E R IR - FREs IR IR~ B EHIE
FERAYEEHT » S5 LS r At -
EERIHZ AE AR HEEN RS AEN SRS TR EAEEE LERFHZ 5= - 1
W PR~ FERFP RIS R Bz 330 > HLm i A E%?%K%%gﬁﬁ%ﬂﬁﬁF%J:ﬁﬂﬂﬂﬁﬁ
PRIt - S E TR G A ﬁlﬁiﬁlﬂz/ﬁiﬁﬁﬂ‘ FESE FHVEIRAR SIS RGCH AT
iR HZFEHE R R AR prEs sk h B A B E S E R E 158N %?&Eﬁ%ﬁ
* o Rz A BRI -

106



BB o (B)HR kRN o (FTHR A 4 2 B HhFml o (10)2 2 2 F B R
R HPFA o o d BT A B FEP L Bl ARAT &1
B S U ER R Ty RO

Frix #E

1. s i

m@g?g%%ﬁ$~ﬁ%i”ﬁﬂ%@mﬁ“‘Q%%’@ B
PATRBATAEE Y LA K R AR RAPF O EEHREUFR e F
5&}%,%“14$ﬂ”¢ﬁm*%éﬂ FAL IR RCR AL I R PSS
e s Ly FoER2ERAMES IR B > WP 3
é@%ﬁiiﬁmo

EE R o A

54#%g7%{r*ﬂﬂiﬁ¢”ﬂ@%—W%Lr@ 24
AL A * A St 2 B P B0 ¥ G BB R Y P Ko 4#%%%&
WEIE TN L RPN F e B2l R T RBTAER Y R
FEAFTRFINEERF > AFEF o A dFFgion 2 ink > L4
ﬁ+N&%%‘”*oiﬂﬁﬁﬁwﬁﬂmiiﬁ’“ﬂ*%ﬁ%ﬂ
P B2 S S LA EERER 27 u;c)@*mj ke %"Tﬂ%rb’%
P o BARIRAR k2% Lﬁaiiﬂ Tag1EFE pi’"'Tw ¢ F%"ﬁ M A 4
Pl B F R Bd “*r%?ﬁ*#%&#éﬁﬂa&ﬁ
2E 0 MAIF A

Ik #HEFLREH

;@gf,zwﬁﬁﬂm$éﬁm B EERHFREEFP R A
Fi# % 53104 B EHBEEFIR - 2 222d ¢ gEP > LA

O BRI - S - A - W BEAATRE - EUAEAE - BrR K EGHRS SR T
MHRHZ 555 > SR E MO 35 A S5 > (% 33 A P s Rl sk oh B 2 o R k98
%ﬁi@ﬁfzmgﬁ% B > MIREIR A - 35 DB R (5 H B S A 2 2590

0 FREHFIEE 53 6

BEAEN E%ﬁﬁﬁ%ﬁﬁ%ﬁ%%ﬂ*Z%M RHAEAERE - ERUS ST HI36E - HREA
FENERAUGET > B AGLUS— G Al RE H aR I R BAREIE - WA —RBIR - HaZaT e
(B DA SR A R EARESHRE — 2K -

TR AR TR Z ST - SR8 Byl b o H SR 3E B HRAHUS 5T I sEim SR B 34 UH SO
HiSr i e nEs - RERIENULFERR -

F—IHFTRE R S A o A BN SR

FTHH GG R P E - RSV PRSI R = AN - A E AR R
th - (EAEFAEREEmAT AN EH N > AR Z - EERBRUE R ZZE - FE5 58 R R
Mg R PR HVERTERBEEXEIE -

107



BYTEEFIR2 220 PAFRHFES  LESE AU FP LAY
ERFLPE I HTRAAZFEFEP A LIPE o LR EY
@%%‘f']’fgﬁ};%&i:i&’ R T W o TP E - )%ﬂg_g?;}q%i*%
AEEEARDE > T2 Wik - PRI PAEL SRS E -
BAMED Bt £ e yeE 4% e FESSAWS S WY
wE BRI 2 R

Fo FRENAAFGHRBEE2 N

h 2008 & EMAR LY 4> BB ERL LT eIz G
I 2 229 10 # > 28 B R 2307 e B0 Sy m o 8 )
FooeiE R AR s Bl 5 100 & A R3S B 149 (46 # Fosamax
%)~102 & & %355 % 77 55 L 575 < Crestor %) ~102 # & & 373 %
111 55(F # 5. Baraclude %)% 103 # X 2355 & 14 5L (H S Em g £
Crestor &) 2|i4-% 4 i+ -

Y it 4k e T s (e @ T LR B R L HE
o (QFFE R Y FIR LB e et o m i et 5 F) L TR RS 2
P F A A hp R AT REE R AFP | - R R
LR A LR Aa A RERE A A4 Ta R
CEERE G R R T At o A% PR E R
FRIFFENE R BL 0 ZRTTEF 2R A ZP R AT At o T R E A
1iARd £ % kEFHE R A G L2 P aT i e

1 L 3223 9CFEMARIR 99 & % L35 5 149 524

275k 5 A R MR 15 1226833 5 TR ek (v L F e g
oo BRI GE BN FM L G E R GM - AFFR L

U EA IR R E R 4 1

BadE B HBLE )T A S R FEAEZ IAE S

— ~ RSP RV E T BRI S S e T AT aS P 1T 2 B N S M PR B AR -

— - BN A SR E T AR -

HITEEE — 2 B4 M PRk » DASK BRI B i o 22 3 vh o B Y S5 2% B BRI s I R i 3 B
HFrEEFT R E RIR

RS —THFFEE A T IE R 2 AR - FEFIRR mTER I R s N 2 A E R HARE ~ B9 Mife PR e i B S R
SRR B A B G S A A BB AR o

2 SN RFAREERAE > R BEMEAR 0 S0 ¢ B AT R
BEF o SHI AR bR EE - ARG AR REEFEARM EE TR - R
(R EHF PR E R E

% FEABEEEAT - SRV KT > 8L > 2015/09/30 -
http://www.lexology.com/library/detail.aspx?g=b648b029-0ded-4adb-aa24-257480ef19el - 1% 2|
H :2016/10/18

108


http://www.lexology.com/library/detail.aspx?g=b648b029-0ded-4adb-aa24-257480ef19e1

a
PR

\‘.

ot

A

Tk
=7
3

2

ETIRS

(
(j,

ﬁfr;(AIendronlc acid) » & # ?5% Py R Eﬁ&\ﬁ‘ ﬁr]
‘:*ﬁ“ 2R s RS F (Fosamax) R A
5432010 # 6 % 10 p 424 r/%?'ﬂ;@:ﬂ"n’p"ﬁ R
% 5. %% 4z (Alendronate Sandoz 70mg Tablets) &
[EZ2E4iehBplirdLms - %

X
A:
peut
;O
P\ 1‘-— 1\4- _\3'\' .\:""‘:r4
v"!"
=

‘%9

R
=5
=
g |
5

=)

N\
4
e
=
.is}
N
‘.

{ .

S

;km.\,l_
— O

BN

4 ‘lg—s’f o @ ff
2. Ffrzows
(D% 41

R LA
LS ERN - N

?"wpfrj—%]z’

(A

|

b
A

(

ERETIE
‘,‘1

=)

a

I

%
.
i

ST

P AT oA s o RE A T
ERAN o BlhrE e o~ T e
”}JL“ $H2 LAt Jojis o @ i)

W I w G T F
124 'FB’~ RPN N
Wi, WEHIEL L g *ﬁ %fr,T B2 ] RSB M2 IR 5
BALET 210011 =% - H @ p w55 kS R {2 ¥ 5-p 1998 & 10
113 p 5 rLUNARNEWSJ Bl A FRARKER Lunar 2> P T2 F
T B g L4 15,000 & 200,000 EFEFAFEREAR 2T
XPF el TR o PETMN2 B ART T2 T3
FHBE AR R B B RARARET
10 » 111“~,<a;%1 SRR LG A i > 2 Ao iy
Dr.Mazess #rglzz2 4 2@ 7475 > FPEFTRAAK D T F Ky
T WEREEFAEZ ﬁifri"lm)%‘%%"m%iﬁ. AEEG B L
TRt 2 Ampime o 0 BRI HET 2 KF Ba2 FaAa 7
Lo phamge 3 RE A fRET ~ 1011 2 184 DrMazess 5 A 5
1o AL R RS B o Fé\iz o 4o & » Dr.Mazess
BARH Z 878 3 & ?7%?@§$%*’%%?@§3:;$a
Lo Xg FEEX GRS TRELThFR (FELMF5 16 F
FNS )& > 2 T & 4 & & {9l 2 o g8k » 87 7 f*“*? °
TR ] R BT S R B LR T AT
AR T2 FAAR T BAct & Ko w2 AREET R B0 3 LR

.~ 385
1 o

H

A
»
-
RN
o T o=
I T
AR )
i
= e

m‘
e
a

N s

—{\
¥
-~ VST A T ™

\ &
LS
LS
e A7

-

o
<
Fe
iﬁ
€
5
S

Tl
2
N

L

NN

%
o

-k

b3
w N

=
T
|

B M

Y

pal

po

’

\\\xr

W“%
‘Hw.
?F

Q#7104 11 £2 10 F 4 <20 F £ <40 £ & 80 & &
[ £ M- BHHE- > THFIORN P BRI 2 Y w2 2
]_O%E._,_Ef',% gﬁﬁiﬁ1iﬁ$\§3€'—{ ’ n\ﬂ Z’ﬁt 7 % 11 ”Ll‘«ljg‘lgg.-\

FE- o NF TR R 23 W O§ AoEs "Fﬂ‘ﬁb Al i

=

| >\
B

¥ r

E

iy

1

I

St

J

{

F 7
p
- %
5

=B

£

O A AT 99 R R 149 SRR Z S
AT
109



CEVCIESR: E | (E'F}ﬁa BB P PFIETRERE T A
?%’a (TR EAE S TR M AE 2 Y S R
R 18IEbt’7rJi’37r’aﬁ FAvZ FAR LR
2 T S BAY R AlFERF 18 1A F S
0% 5 > a k@ T “h P —gé 80 F 5 > kB ISP fdp e 2 BTG
TOoMNT0OERFARBOERCTRT fa;féﬂ?ﬁ:j W T AR EPE
BFERMEERP > P ALE 0 BI0 T2 LB EATHIFG PR
{ R A e fEak A 0 %"i~ 3 EHAE o TF T R
@)¥ d HE L0 *rihF 2 p F o w2 iz s pAE 0%
LTHIRBRAEFHE kL B2 X FgFp 42— Arthur C.Santora % 1 >
F i P RERIREARTT S 71\r44t— xd0EFZAHEHEILS T
B S A2 MBEME AR 80T A2 AELE R 10 F LA
S RZARER JEF O R BRI R A K g o p i
Mo ez BT BREFEE- XT0E R LG
o K BRI S 1B A M A SRR Y B i
J %’ﬁz’ w7 ‘10\111.31:1@ 2R PEZ_ MR g F s
He X AET 100U 2 BB F P e LR k£ 4
KIF 5 mwz a%ww
Ltii’ﬁ'b‘}‘ﬁ*"r“ RSB R A (L ¥ g ) Ldpy £ &

G AR EIVRTEP ) FHE '—iw:}iﬁu R r?"miﬁEJ 2R
Lh R K g e kB e ke L R AV T
L ria":}iﬁfu B L end §E | T}Mgﬂ‘— BAEE ?J}i/{ﬁri A fe B9 A%
MR B AR AR R - R S ER - 2
2R D T AT ARG o PIE R P R B o @ BT
EEE S £l I f"&fjf‘u%iﬁv"} Bxol g4 g A .u\« P ARE b i
Ao RIF AR LG e e s Fhep R A RS R ke
WER o

ARG RARAETHET ~10~11 2 fe- Dr.Mazess & ]
1o R AL BT R PR Y £ ¥ Ao )0 @ DrMazess » /2R

&+
b

\1“\. I‘ﬁ"mk- =N

@.‘{V‘q
(\_L\.,
=|

w
Bl
<

=

A
(\s
-
ke
=

ks
¢

,‘d
{

% TR
7 [E AL
O BREEQIRY T RS 2 SRER A 0 A HIASEEE(NO.242) - 2015/07 - Page
227-259
110



FMiEmms T AL BT Rec &5 B ﬁ%%’$$?ﬁi
B T EFH - R4 DAL ER @ i 2. B Rt g R R
MR AL o & 2 35 o Fosamax 70mg FrF *E 4 .{grr;-t'é@qf B f
* o5 L& p 10mg x5 & 3 70mg ,a”%%#iﬁ:rﬁ?i*“‘ e
§b§a;ﬁd7rﬁ; 7 ~10~112 % g2 fprz sl §avsp (T 22 0 B2 i
W oo RiEH K] o Flam A2 Ru i Fosamax 70mg X 4 B B o

MAtdrm G el R RHETEH M P R AREJF L AR TR
Miegp- & 5 iIEY BerhB 2 AR AT ¥R Y R F v
W A EZATHEE RS B B AR K28 N /i__%
Pl g Mm% g2 FRTEE 3o BraTdids st =4 - B0
2R A B Lo pEA A R 2016 2 0 26 p g T AT E
AR ARMEA BRI R o FEME p i~ % aF g
ﬁm’*%ﬁ%aﬁﬁﬂﬁﬁﬁwm1%§4ngamjﬁﬁﬁ’%%
A AR AR a2 A BB el Zed thinmg i H
ﬁ%o

LN R A

v
%é@%wﬂ,\ﬂ?m\g—»ﬁ
51

/

.
R3

o

His A2 M2 {35 B ARBARET WS
BUER|Z2 2 A AR, k@i iz PP
RFAFR ) TR EE AL L2 aE 4 o T

£ %é$ %%%?%ﬁ‘ﬁim FEG 2P fes
*fémﬁ%* T2 3 %3 2% o

o8 A%BR2IERNIARNFELFEULER

¥ 2FAFEFFLFRS

P 2IRFE T Fiv R e ko oA P 4 HELAE S E D
ﬁ%ogﬁﬁﬁﬁyﬁiﬂ’i@%%%ﬁ,;&%r@%%ﬁ%oa@
RAEPFEESFTR g L PRANEES LS FE R

0 FESLUV&EEIRE - RN RS M FET ) B A R4 > 2016/03/31
http://www.leeandli.com/TW/Newsletters/5621.htm - &£ 28 H : 2016/10/18

111



http://www.leeandli.com/TW/Newsletters/5621.htm

S g ] o e

¥-F 2REEIFSLFE e
BARLER HEELELLE > B L BH 2 L s

A4

LAESH L AT A H 2012 BB o wEF LI A
f(%%\f P B E R ARESY Rt 2R ERIELE K g w A o
1295 EvaluatePharma 2 2 s+ 500 + 2 49:%1% NP Bt 2014
D3RR EAH B L 7431 R E 0 (0t 2013 E = & 280/390

Ber: +@RT %

1200 100
RABRHER —— k¥

600

400 -

200

650 664 687 728 716 723 743 734 772 816 872 926 987

2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020

B 2-1 ZEREE TS E

BH KR : World Preview 2015, Outlook To 2020, EvaluatePharm, 2015 °

B 17 23RS BEH B2 R (Rih s Gt 2015 2 A% L 2 5 14 F)

Yo $RMLEA S B9

L RET B 20 % 2 Y E D P avi F @ﬁ»ﬁ,iw;&
X R E B mMﬁ;@ﬁ~%ﬂ%wm<i WE DD S R
iJZMQ@%N’@2m3ﬁWQ%5@%m’$£789%ouﬁw %
B ~FR~&212 557 L A &amiT B> 2014 &35 % 20 « 4
BUEF s 835 1274 3 A > 2013 £:01243 % ~ 0 X £ 7
24%-°m 2014 & p &m0 20 ~ 4 BREF S P48 4F 5 586 mE o 4k 2013

30 H2E 15 p13-14
112



£ %19106% > B p AHEALE OB 0P [ E D SR
Pl % IR AR D 26% o

#2-1 2014 5T A R4 B BEE N F] R V5 RESH B AT
B AT %

WE S | 20124 | 2013 & | 2014 & | 2012~2013 | 2013~2014
HER | HER | HER | FrRkE | FAKE
B 200.7 206.5 224.9 2.9 8.9
s SE | 124.3 127.4 130.4 2.5 2.4
B & 78.2 65.5 58.6 -16.2 -10.6
£ 312.8 323.6 329.2 - -
&4 716.0 723.0 743.1 1.0 2.8

HHR R PR : World Preview 2015, Outlook To 2020, EvaluatePharm, 2015

25 820 4 4 HEEL A BH L RRA T
(hif | AR 20152 A %5 4 25 15F)

FIE JHESREILAER

23 004 FEZRMT+ARBEEREEHE
B EEzET, %

e T2 RRE 2013 4 [2014 § [2013-2014 &
HEW HEW B % ®

BURGAME X LB

Humira (AbbVie) KE ~ %8 ~ 45 F 3 106.59 |125.43 197
AHEMSMmEF

Sovaldichend C A AF % 139 |102.83 1,298.0

Sciences)

Remicade

(Johnson&Johnson/Me | %8, & M & % 89.44 | 92.40 3.3

rck)

Rituxan $ :
JEAT A L K HE

(Roche/Biogen) ALK HE B 86.31 86.78 0.5

B X~ 44

Enbrel (Amgen/Pfizer) g}i )? :}2 ;’j {t R 83.25 85.38 2.6

Lantus (Sanofi) A5 Ik 65.57 72.79 11.0

Avastin(Roche) £ By R 67.77 | 69.57 2.9

Herceptin(Roche) 3L B R 63.75 | 67.93 6.6

: v~ 12 M A E M B

Advair(GSK) ;: o REEELN 80.20 64.31 -19.8
"

Crestor (AstraZeneca) |F A% [F] 5% 59.46 58.69 =13

HHRE : GEN, 2015 ¢
%6%10*%5?%3‘@’@%‘;7(%5&3 TR 2015 4 A ¥ A2 % 18 F)

¥ EETEE o pl4-15



ZM4ﬁiﬂw~m SUEY A HERLG TR DALY
AR E N3 s F P “f 7 Sovaldi % ZLEF M £ b Advair
% Crestor ¥ 4 gfﬁ’ o £ 2 Advair X Pl &I EH 2 BT g (&
£110.8%: 4+ 7 Bi 7 3 S St 2 IR 0 SA WAL ANE & 2 2 F 2020
£ HELDEJRAETRDI R AN ERL b E FE R
ﬁ’%wﬂ@irwwﬁﬁmmﬁﬁx%$—%izﬁ%%mo

FrA A5 ESED SR
dripnitERGs  EH B LE ﬁéﬁﬁ%?%ﬁﬁﬁﬁ
R W i e RARERTLF AR FEREIATE Y L5
ﬁ@&mﬁﬂﬁﬁ’ﬂ&ﬁaﬁ§%?§p+ﬁﬂ’mﬁﬁ%@$ﬁg
fl - p 2006 &3] 2015 & > % 2§ 19 BA &S B 4L o RMAIFE D
BoopAFET B s BRI LA - BAPRREESED o
GaBl Online en#uzt > 4f 5 2020 ™% > 23k #-5 12 4 L EF R L E L - &
B EIEBEOT0 BE A HUIMAAZRT N2 Pdp I E R 24
© 3% 7 3% £ ' Global Biosimilars/Follow-on Biologics Market | 73 < &8
o AR RIR A FeoAp B R B iTEd 2013 £ 4013 mE A0 4
7| 2020 # 7350 % <3P0 & 414 8 3Eee & 2012 # F) L )% A A 05
THyLEAFEF R oA o ade I HELSY Iﬁ,%\-;\r.”ﬁiizg‘b ;
GRIEER I Ry e LR e B
@ IMS Health #2016 & 7 " £-3F2 o dp i (2 & mandp £ 0 Pl BLE
FIABRE ()L 5E H T % EPO~ G-CSF ~ HGH 12 2 Anti-tnf &
EEA PN chT 3o 64 #r = 5 (19957 b 2 547w T 42% 8~33% 7 %) &k
BB R 5% 50-70% 0 3 4e chik L 3 EH BRI A Y B Rl 2 ¢
W%ﬁ%ﬁwwm%¢¢ﬁ (2)2 F4p 022 57 1 S 22 R 7Y eBd B
P15 IMS nFERLE T > TR A fdpi R P v T F
§$314’%Vm7%limﬁ$ﬁ¢%uaﬂﬁﬁmﬁ%%a%l

ip o (3)n’ﬁi % i3 31%’%1‘-“2? BR T R LR E R A /}i'li N

NS AF S RN P T AP o B Eﬁ]fgfi*g%%ﬁ%#ﬁ,l i
#fl%l*)l)j}ikﬁﬁ 1"&1}.%‘; v B Feodp L AR g A ]Fg,ﬁilj 5 454l ehia
BRSO REERGLD LA S B ERRLRT L S
LRI RA R @Y 3k 0 A f - RARRL e ER GiAd

PoAp i B FreD B Lz aid o 2P 2 2R o (AR

2 @R > p17-18
% [EREE > p34-39
4 EETEE o p13-17
114



B 4o te dp i F SRR Fp B it i A 5
Bt oenif o A EPO s ST g 3] fdv kg
R B

s

AL EC EREEEREE L EEL
395

WP EF R A
ﬁ«m@%:%*
ER N

1995 — i 2011 & % ey 01 2 Bdp LI S AR ] o
A Fedp B B@W@mwﬁw@gﬁ% 4 P 2 3.4% Gkt
T EED HR0T% Kad HES AR ER AT F5T $20.6%%
2013 £ EFRE A AR MPE SR FIR A NP ES AR
BArp AR FELH LY 7 1%5’3‘17}@4\%\-5»397

¥ AAFRIFPNEFSHRG
’ﬁ A0 B R R A R R G o BT a4 e 0 (e Al
f"l'/ Wkﬁf‘fﬁl'lﬁﬁ/ir$\35goml_‘lz%}%m ’i\";;]'f]‘%/\'l«f”%

"TU —_—
r"-ﬂr'i‘ii’*ﬁ»# T Boig 2 o 100 &P R o

Y-k AFRZAEIR BRI
1. 22w
ARRE P EFE L P AR E TR FARE 30 Fo AR Y ot B RS

Fw 2 L ¢ i&EBOJE’I\?ﬁt’quIHP?ﬁ%—"z”bf;‘ w A 0 ek
R e 4 EATE R el e Tk RSk 0 AL A
2?\§§§%é4~%§%%2? SRR L S o
R EiT % = DRk %™ RE SHHAF S0 0 S BBR RN AR
PHL T A REEFAR R N FREFAE S > T G

kR WE AL TR ,mn4§ﬁmo
mHE RPN ES e L AT R B RE R AT BN R T 2
ﬁ#’ﬂ%?‘%'@ P FEE T HES A RMELNEI R B4 HDP
CEHZAMELRE T L FREFRMATEDGEESAY > 1
#’555{%? FB825 ¢ jE¥ % & FDA 3/ » & » § — # ek 2540 .

T

%% [H]%¥ 363, Page 1-7
%% [E3¥ 364, Page 30
%7 [E3¥ 366, Page 18
(g R IR A FAREE E BV R A EE OBI-822, BERESEE/\ T RN RN T
B3R PL10L, rPair&e/) EIHYE 22vaE TMB-355, Wi & A Bdas N ay b L ki
UB-421 S5 » DUROKIT AR 04 PE A 2E L GranNex » B L BH4ATAT T8 _HASE = Hi b
PReEES ©
%9 [E3¥ 1 Page 59-114
0 15]E7EE > Page 59-114

115



K323 BREMBEREDBELUEERRE_NKERTZRR

ng E @ 5 Al BEE EE
o4& | IFN alfa-8 EggmsE Fr 3 Clone development

ki

EPO EgE= &= Mm Preclinical
7]

G-CSF EBEE Bm¥EAIE THREERS
i

Herceptin nEeEEY e ERREERSE

Humira MEELY ?,ﬁ:‘l,‘ﬁ'ﬁ BEET | Clone ready

AL
Rituxan ME\ED FERAEER TREERS

7 APURG AL AP ML R 2 SRR
(FAL % 2 4 Ap 0012 8 555 B SRR 2 ABE 69-71 T7)

E =
Avastin mEEy BT Lab process
L #@fBE |EPO EpEE & [m THiERKERER

2] 3
hGH EnEE ERER

L7
G-CSF ECHEE tESIE 2B

i m =K E T
Interferon o -2b EpE=E BF

L7
Interferon [3 -1b EQE®E ZEMNEILE

L7
Aprotinin EpEE SFs&m

n
Etanercept EcEE EEEEIE

2]
Herceptin MEB\E L
Avastin meEEY rEEBES
Rituxan MEEY EEFTETEH

EE

Erbitux ME\EY AEEEE
Humira MEEDY HE TR

%8 ARMBRFAFAFPNEESZ RRERELT)
(FA KR - 2 Fdp L% 28 B R 2 484 69-71 )

116




EEEE |P1101 (Peg-IFNa |EnEE BF 3k Phase I ( TFDA) =
-2b) Lo R
Phase I ( FDA -~ 70)
Peg-GH EpE= IEHEEE Preclinical
7]
Peg-IFN [ EpgEE FF 3t Preclinical
7]
Peg-G-CSF EpgEE m e Preclinical
7]
Peg-EPO EggEE & m Preclinical
7]
HEEEE | SuperFeron EggEE B & FF IND 25
7]
OmTEs EpEE |cEHE% Phase II ( TFDA)
( interferon-alpha | 47 58 AL
lozenges ) Phase I ( FDA )
29 ARPPUFPAFLFPUEERZILR(ET L 8)
(FAL &R @ 4 Fap i 2 558 B Rm 2 485 69-71 7))
HETE | TuNEX MEEY HE S IERIEN | A EE N Phase III
g = vy { TFDA)
Phase IIT ( 88 « H] )
GranNEX EQEE RIENIZE IND 532
7]
EHELSY | TP-001 MEEY JEEZFELH | Pre-IND
B2 EE
TP-002 8 2 4 HEEEBEE Pre-IND
TP-003 MEEY LB ST EATT &
TP-004 meEEY * = GHAE S
TP-005 meEEY EEE GHAE S
EEL£Y | TX01 EpEEZE - Process
i Development
TX02 ECHEE - i BE) ¥ &
7]
TX03 EQDEE - i BE £ 0 &
7]
£ 8% % |RTIAQT MEBEY — Process
Development
S | Herceptin ey = R&D
E;'—,ﬂﬁél:;t;a
%10 ARBRFPAFALFANEE S RS £ 9)

(FH i

4 fodp 1B B B LT 2 484 69-71 )
117




A A AR L E R G FP APTA F O PRSP~ A pAp i
V@%’é%%%ﬁ&ﬂﬁﬁﬁ%?gii%%éﬁﬁMTﬁ%ﬁGmn
NEX - # ¢ GranNEX ¢ »*Rp 2 (7% = Pk dsk o n B & 4 W % 2
5‘&ﬁ4 DE BRI EEND AP AP NP EER Y

oaSSPBwﬂwmmpﬁ4%wmw F2_ AR o

2. A X P4

AR HA ’Pm&%‘h PRI =k i FPB;? q‘%r_”’*ﬁ
2ie 4 s B R TRk AR ‘E%vki—t@]’;%w«f{i 224 3o
4’f¢zﬁm@ﬂ§ﬂﬁ4mozgi%% ﬁ%m%P’ﬁgﬁ
Egr

“/

-
%ﬂwgﬁé#ﬁ%%&*’P@#%%ﬁiﬂéééﬁ‘WW%&
%ﬁd’ﬁi%ﬂ’ié$%$\§&§§¥ﬁ%mgﬁ%,%;@@§
FUEZ SN TS EES L TR A HRESY F R
M%%\ﬁﬁ%%i§%jia%%%41mo

WARLE U LER AP ER)E EL

Ao T B TR ¢ %ﬁu4§ﬁ§rﬁ4 2 AR L )i S
oo BEARAPEOT Y B B o s B T 4 edn i i S enfE AR 4 ¥k
333F 5 RE A P AR MPEEE R ERERE > 5 E PRLRRER

v

FER B R SRR ERPE > 520
=5

FOORR S augfet PR A 2 TH UG TR RRET H
LEPBFRME HEFERTF  RFad B FEHSF L2
Flo G LER A IrB I a N F LERZL A TIE o £ 4t d 32
PrapmtEr d NHPAFHES GRAFE CEHE L PR R
Bt RBEH A B 2P AEF LA AT F R T G
TS B & ’%Wﬂn%§r¥°*% o R RARE TR

01 15]H7EE > Page 59-114

O R IR R R A I Bl Y 2016 -

http://biomed.life.nctu.edu.tw/20160105 slides/%E6%87%B7%E7%89%B9%E7%94%9F%E6%8A%
80-%E4%BA%A4%ES%A4%ATYET7%94%9IF%EE%8A%80%ES5%8F%8A%EI%86%ABYES%97
% A5%E6%9C%8D%ES5%8B%99%E5%B9%B3%ES5%8F%B0%E6%BC%94%E8%AC%9B-010516.
pdf

O ERTEE

118


http://biomed.life.nctu.edu.tw/20160105_slides/%E6%87%B7%E7%89%B9%E7%94%9F%E6%8A%80-%E4%BA%A4%E5%A4%A7%E7%94%9F%E6%8A%80%E5%8F%8A%E9%86%AB%E8%97%A5%E6%9C%8D%E5%8B%99%E5%B9%B3%E5%8F%B0%E6%BC%94%E8%AC%9B-010516.pdf
http://biomed.life.nctu.edu.tw/20160105_slides/%E6%87%B7%E7%89%B9%E7%94%9F%E6%8A%80-%E4%BA%A4%E5%A4%A7%E7%94%9F%E6%8A%80%E5%8F%8A%E9%86%AB%E8%97%A5%E6%9C%8D%E5%8B%99%E5%B9%B3%E5%8F%B0%E6%BC%94%E8%AC%9B-010516.pdf
http://biomed.life.nctu.edu.tw/20160105_slides/%E6%87%B7%E7%89%B9%E7%94%9F%E6%8A%80-%E4%BA%A4%E5%A4%A7%E7%94%9F%E6%8A%80%E5%8F%8A%E9%86%AB%E8%97%A5%E6%9C%8D%E5%8B%99%E5%B9%B3%E5%8F%B0%E6%BC%94%E8%AC%9B-010516.pdf
http://biomed.life.nctu.edu.tw/20160105_slides/%E6%87%B7%E7%89%B9%E7%94%9F%E6%8A%80-%E4%BA%A4%E5%A4%A7%E7%94%9F%E6%8A%80%E5%8F%8A%E9%86%AB%E8%97%A5%E6%9C%8D%E5%8B%99%E5%B9%B3%E5%8F%B0%E6%BC%94%E8%AC%9B-010516.pdf

A 2k o ERIFR AR ESREF A SR RLT oo e F R
Mt AN ELEREA G X AR o5y FREEREY 0 S
@i%wwﬁg%ﬂﬁﬁwﬁ%ﬁiﬁwﬁﬁm°

Flt > SR % i EAE £ “%Eﬂ%@ﬂl”*%—%iﬂ”w S H R b
f’r’%ﬁﬁéﬁmw%%w& AR KPR A AR B R F R - bl
B A d FF L& Teva 22015 % 117 30 p 2 # » &2 p jxév’ﬂ%
EE A e (Takeda) 24k > B2 2 - F3T27 > Ap A1 83
SR LB o e RETS P #d Tevafg S1% LR R D Fe oo AT
7 Tevam§ 7R AR RAaRE R e F;?W P AP FnEng s
jiﬁ{;, B AR LB B L R ik B Rana IR | [ [

4 e An 0 Hés%wBenepall (%% 55 Enbrel®)’ %2016 & 1 14
P g i o Biogen B AR § 2 F R AR S B R BN EHRE S
(European Economic Area, EEA) = % it 2 74 AR AV FiF s = AT F
AP S g b R g FEH R kP R

Bk 4B g ] B 0 g 4 ’T*wdiﬁfrms? SR R R
Ak 22 EARNM B JI R REA & o Tl IR G Bl P v
EREY o p FALATOFEMARS IR L TP LA TOTEME
Bk FRfGR] 4 A7 Famgnz -

2. ML HoH

FEF RN IARFAFEN T SRR 0 - s g 4 p
AR EE s g - H A R R B B B g 5B T ARG v Hp 3R
B, A4t EWEPALTPPY 55 X B9 3 FR7 L 2RAES F
BB H o Lo fadsde ~ TPP é{%ﬁxiﬁkﬁ SRAFFR H R b
AfAp BT B P BRI A L - B LR R

-

0% [E[xr 22 5 Page 121
“® Golden Raven » LRSI T - LIEFI%ERG Teva BLE BTG H AR - RHCH#
TechNews http://myshare.url.com.tw/show/970780 - 2% HHH : 2016/08/14
106 bz pe o [ IS AR OIS SR SIS 93 hittp://www.phycos.com.tw/articles/98 » FEFEE - e
HHA : 2016/8/14
O BREETR B ~ DA - ERE & EE - f5EEEY ¢ M o AR RBERT R R R
(B BAEOKHEEERE—LL Seattle Genetics Fyf3l] » K075 EH0ES SEIBRHE & BRI PE A A BE3)I5 12 (IR 48 1R
5 3 HA) 0 102 SR MR R
08 BRIFIAL BRI AE AR MR EE SR S R Y Y S A SRS > RS BT BUA RE RIS
P B R EE R ST FT 2015 FEER AR S >

119



http://myshare.url.com.tw/show/970780
http://www.phycos.com.tw/articles/98

Fz28% cAUELe HTPP AR
S B gt~ TPP B (R (B RS T e 8 & A ¥ i
B AR RESF LN Hha s ARESN RS L TPP 4 5

(?***FWWP7@WPKEW%?AWQ%%TWE%i@%ﬂ%
5 ¢*#mm¢&kﬂ%ﬂ’AaAW% B e S VIR - Ut S

rE e s TPP HARE K2 N {1 F f@p#ﬂéang‘ﬁ“ogofié%?;;‘%{‘
ERE s 0 P ST » TPP o 2 O Btk 3

YA TPP?%M&%& P R E ST }imgmsau ¢4
AP FEAEY RGE S b~ TPP 29 ST R AR E L L F2
Kt o AL FHRELFTPP 7 FI L 4an B o

¥ - 38 TPP 3 RS L A4 » TPP 2 515

TPP#+5 3% (Trans-Pacific Partnership Agreement) i 4=*+2005% 6 7 d #74c
o~ Bd o R T EARE RF A R RS TERG AP LR T
(Trans-Pacific Strategic Economic PartnershipAgreement - TPSEP) d 3t 2 B
WA AR ¥ g A (5 ALPacific 42 P4) » fdd 7 g+ ‘AR R %
BT > TPSEP- B4s A X FIH & B R § b id o

2008#9% » £ R PAR] jrec i iz~ L E g ok f‘x;(Trans-Pacific
Partnership Agreement » TPP) 5 & ¥ A2 2k 2] » gt pF 28 1) # oy 3 4 > H {878
(2008) ~ 4.4 (2008) ~ 4% = (2008) ~ & k& 4;(2010) ~ & & # (2012) ~ 4r £ <
(2012)% p #(2013)4p %223k 2] o TPP4 % - BR B L% ¥ FhRB | 3

PR EARRBCT 28V E At 2k A BB e36% 0 % Y % B (European
Union » EU)(23%) 2 # % El d 75 % (North American Free Trade Area »
NAFTA)(26%)2 1t & - &» Tt 2 Fert m A SN0 o A g g
M FidEns$a ':“’&77?%;;5‘2;@4\:%TPP’J!ﬁﬁnbé’a%@%%é_?ﬁ
2_EAERE -

a0 s rTPPA FkY 973 SR RR R > 0 SR B2 FEN

oo T RAPY PP AR hol E R LB 5 R4 2 0T i 2 K o [ TPP

409 ‘I;%S’%% SRS e e B B ERE R E N IR S T o 1 — — (AR AVE

s N B PR AR 5  AEL e R B G I A & > http://www.tradelaw.nccu.edu.tw/?2p=3211 » §%14 21
EI 2016/11/2
BN 5 F4EnE - TPP 249 > TPP fiiif-
http://www.tpptrade.tw/db/pictures/AdminModules/PDT/01/11/ 00000018/TPP%E7%B0%A1%E4%B
B%8B.pdf » §77% %% H 2016/08/14

120


http://www.tradelaw.nccu.edu.tw/?p=3211
http://www.tpptrade.tw/db/pictures/AdminModules/PDT/01/11/_00000018/TPP%E7%B0%A1%E4%BB%8B.pdf
http://www.tpptrade.tw/db/pictures/AdminModules/PDT/01/11/_00000018/TPP%E7%B0%A1%E4%BB%8B.pdf

A REFH ARG UG T AL F Y > RARE L S o M o T
Py o »TPP > R F A i b ¥ 4 37 L ¢ R R R o

o AFHELBEL G RLAR

3 R Al i Hatch-Waxman 2 & e P> » P RFiRRT % - B¢ ;%—zea
TR TR U TR R +§¢aprz%4 - TRIPS 39.3

Tm%?§m$$PW Rk TP R EERBRTES LFEMA
ek (RS § A REERERET ORI AR F T HRER
1‘?% Ji’ﬂ?ﬁ*L‘ TRIPS Art. 39.3 z_ & i£ » & fi*u{ 1 B AFTIVE P 37% o
. fi'“?’,_#&f’s? BH N RBATERHRTAPEE LE pATERE I BT (S
2 BB RPN 7 F’Jf"ﬁr%‘f LE2 W o3 ISR YA BE 4
AR OBImG oA TR B RS A L T4 % B (Data
Exclusivity) £ & 32 J 4 (Market Exclusivity) s + #g* «

ﬁpﬁgﬁﬁﬁfﬂﬁ%éﬁ’@ﬁ%ﬁﬁ§§%ﬁ¥Q§’a§?
Wf\q\-gﬁ*ifg;.‘,é%%ﬁ‘*%’lggi—iévﬂkﬁ}% B FF L
BPERDNTBAFREREOPING M AR TR BRI IFTHE @%ﬂﬂ
F"”ﬁﬂlﬁﬁ S0 B B ek Sk Y Gt B R o A B F R T T

£ F s Fap ettt

# 3-jp o (marketing exclusivity) £ F# % F 72 4 gk > 4 1}{
@ﬁwg%aéa’aﬁ%&é{ﬂ@o%?u%$iﬁiﬁ Ny

2Ry },3&:?3}%7\?5‘;’f\zb"i%‘f‘/ﬂ‘am{’w’f!wf‘;jﬁ” E

g rERLNTEEF2ERHRER L 0P RAAH :‘_ I
¥ 3 PRl Re T UL FE E LS %qjﬁgﬁ L A
: BT HERED R K S FP IR F ek el A
W g E a8 )’}%gﬂii P& prcd o @by & - LTt
B kAL TR L e d M0

=

W
\ﬂ-

*“k 14
\'—" ke
*ﬁ\; H"k ‘m}&

-

RN

?
5 ¥ RE 7
B

ST - B A TPP HUEERE - R 0 2015/04/22
http://www.peoplenews.tw/news/35dbe4c2-841b-46a0-810e-1c1c6b2756e3 - H 1% %1% H 2016/10/14
M2 Art. 39.3 of TRIPS : Members, when requiring, as a condition of approving the marketing of
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such data against unfair commercial use. In addition, Members shall protect such data against
disclosure, except where necessary to protect the public, or unless steps are taken to ensure that the data
are protected against unfair commercial use.
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“7 Article 18.51: Biologics of TPP :

1. With regard to protecting new biologics, a Party shall either:

(a) with respect to the first marketing approval in a Party of a new pharmaceutical product that is or
contains a biologic,59,60 provide effective market protection through the implementation of Article
18.50.1 (Protection of Undisclosed Test or Other Data) and Article 18.50.3, mutatis mutandis, for a
period of at least eight years from the date of first marketing approval of that product in that Party; or,
alternatively,

(b) with respect to the first marketing approval in a Party of a new pharmaceutical product that is or
contains a biologic, provide effective market protection:

(i) through the implementation of Article 18.50.1 (Protection of Undisclosed Test or Other Data) and
Article 18.50.3, mutatis mutandis, for a period of at least five years from the date of first marketing
approval of that product in that Party,

(i) through other measures, and

(iii) recognising that market circumstances also contribute to effective market protection to deliver a
comparable outcome in the market.

2. For the purposes of this Section, each Party shall apply this Article to, at a minimum, a product that
is, or, alternatively, contains, a protein produced using biotechnology processes, for use in human
beings for the prevention, treatment, or cure of a disease or condition

3. Recognising that international and domestic regulation of new pharmaceutical products that are or
contain a biologic is in a formative stage and that market circumstances may evolve over time, the
Parties shall consult after 10 years from the date of entry into force of this Agreement, or as otherwise
decided by the Commission, to review the period of exclusivity provided in paragraph 1 and the scope
of application provided in paragraph 2, with a view to providing effective incentives for the
development of new pharmaceutical products that are or contain a biologic, as well as with a view to
facilitating the timely availability of follow-on biosimilars, and to ensuring that the scope of application
remains consistent with international developments regarding approval of additional categories of new
pharmaceutical products that are or contain a biologic.
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