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2001 % 4] % & 35 #Part VI Patent Term Extension, 3-1-1(1), [W]hen several dispositions relate to
the same product (or for the same product and use if the dispositions specify the use), dispositions
other than the earliest disposition are not considered necessary for working the patented invention,
since the earliest disposition would be sufficient for working the product (or product for the
specified use) of the patented invention .

2001 & 4] % & # #Part VI Patent Term Extension, 3-1-1(1), [When] approvals are granted to
pharmaceuticals with the same active ingredient (product) and efficacy/effect (use) and differing
only in manufacturing processes, dosage forms, etc., patent term extension shall be granted on basis
of the earliest approval only.
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JZ X In this case, although the previous approval and the later approval in dispute have some
features in common in that the targeted disease is Alzheimer dementia and the pharmacologic
action is inhibition of acetylcholinesterase, if they differ in terms of the degree of the seriousness of
the targeted disease, and it is therefore necessary to carry out additional clinical tests in order to
confirm the effectiveness and safety for the application to the more serious case of the disease,
which had not been covered by the previous approval, such situation can be regarded as the case

where it was necessary to obtain a statutory approval intended to ensure the safety, etc.
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J& X : For an examiner (an appeal examiner) to reject the subject application, it is necessary to
prove that (1) receipt of “a disposition specified by a cabinet order” does not result in lifting
prohibition, or (2) “an act for which the prohibition has been cancelled by a disposition specified by
a cabint order” is not included in ‘acts corresponding to implementation of the subject patented

invention’.

EFET | E=1I0HEA | 20165F1A

Taiwan Patent Attorneys Journal



EZHT

m
o
3]
Sl

B2 [ TIREEES ] www.angle.com.tw

AARAAESME RFEZRERMBERERF R 97

= Hl%gﬁ FI AR EA ] = I/%j*fgjpfjﬁf#?ﬁ e ALl o %j/ﬁu’f#,pfjgg
lﬁ ST R 9 PORL - F{[ﬁ%T FISF%[E_’;& 'EE | P B ERE 3}}’5{[
E?%j%fgjjfﬁ"?ﬁ r%mJ:cliﬁ&Z]i glbjp‘rﬁiﬁ& N F'Jﬁjf’?ﬁfﬁ Lpﬂ“ﬁ I/QJIH Iy ==

ary
I o

.¢w$7j?xaﬁfim—pW%ﬁéy$ﬁ %«wiﬁﬁ%uw@w@@mwr
RV T R o BESRT SRS FER VI V0 SRR E e 5 ﬂ'E'Ji:F"JiFJ'JE
it (R I R R A g R e T A 4
WWHQW$$ﬁw$%W@ﬁF§F%@W"W'ﬁﬁr‘im‘ﬂ“ww’
SR OV 0 SP  J FIRO  E FET6T (LY 3T YL
3l R RETARS VR SR R R AR R

(aw“tﬁ/ﬁm@ﬁwmbﬁ@<ﬁjﬁﬁwﬁvwﬁwﬁ*

EJ R L 768 | ym#f%EVﬂﬂ@ﬁbmbwﬁ@’ﬁﬁﬁ%%ﬁim
Y B TR 1 R *I/;J;%[H@}fr SRR R FE'ES?EW"EJT'Y’?%}EE'J%EI’?%
EpOs L HHGER o R

Aﬂ%ﬁ?ﬁﬁmwﬁwzmﬁhh’ﬁ%&méxqﬁM@&gr%zﬁ,zqwm@ﬁﬂj
B L S Y B (R R R wf“\?F?ﬁW”
SRR ) FOBCRG T 2 RS R R AR o H R B B A A
mﬁ@@@{ﬂ%ﬁﬁﬁﬁ@ﬁ%ﬁ%i%ﬁmﬁ@vﬁfﬂ@WE“Eﬂ@w*
P BT IR RS ST PRIV IR R - P AR
G E g #J;;E“FU}FH—\ s B gR I/%fﬂj?@}rsrplgbif: T ?‘,c“'%&?}ifgﬂ?ﬁﬁ FONE <
i (B 02 ot -

J& X« Thus, the existence of the previous approval will not influence revocation of a legal state in
which the plaintiff who is the patentee of the present invention could not implement the patented
invention without obtaining a predetermined approval under the Pharmaceutical Affairs Law for a
drug included in the scope of the patented invention.

J& 3 : The Japanese patent law stipulates that, where a patent term is extended, the effect of the
patent shall not cover the entire scope of the patented invention but shall cover only “a product to
be subjected to a disposition specified by a cabinet order” (the product to which the specific use is
applied, where a specific use is determined for the product to be subjected to the disposition

concerned.).
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JZ X Where a patented invention relates to pharmaceuticals, among embodiments included in the
scope of the patent, it should be understood that the effect of the thus extended patent right covers
only the implementation of the patented invention relating to “a product” specified by

EERNTS

“component,” “quantity” and “structure” of a drug to which a predetermined approval was given
under the Pharmaceutical Affairs Law, and the implementation of the patented invention relating to
“a product” specified by “the use” of the drug concerned (As a matter of course, it is natural that the
equivalent thereof and a product that is evaluated to be substantially the same are included in view
of an ordinary understanding of the scope of the patent.).
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20 J& X : In a case that the previously approved drug does not fall within the scope of any claims of

the patent relating to the PTE application, the conclusion stated above should never depend on the
interpretation of the scope covered by the patent wherein the term thereof could be extended based

on a previous approval.
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[Claim 1] A humanized anti-VEGF antibody having a heavy chain variable domain comprising the
following hypervariable region amino acid sequences : CDRH1...CDRL3 (QQYSTVPWT; SEQ
ID NO: 6) which combines with human vascular endothelial cell growth factor (VEGF) at a Kd
value of no more than about 1 x 10°M.
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J& 3 : When considering whether the requirement stipulated in Japanese Patent Law, Article 67-3
(1)(i) is satisfied, it is necessary to make a judgment in a practical way in accordance with the
purpose of the Japanese Patent Law which is to provide a system for registration of a patent term
extension, but must not be judged by formally applying each element of the examination matters of
drug products such as “name, ingredients, amounts, structure, usage, dosage, method of use,

efficacy, effects, performance, side effects and other matters related to qualities, effectiveness and
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safety”.
2% JZ X In the case of a patent directed to an ingredient of a drug product (excluding process patents,
patents related to product-by-process claims, and the like), the scope of “the working of the
patented invention” whose ban is lifed by obtaining the approval based on Pharmaceutical Affairs
Law, Article 14(i) or (ix) should be interpreted as activities such as manufacturing and sales
specified by the matters (ingredients, amounts, usage, dosage, efficacy, and effectiveness)

CERN3

excluding the “name”, “side effects and other matters related to qualities”, and “other matters

related to effectlveness and safety” among the above-mentioned examination matters.
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30 JB I ¢ “product” in Art. 68-2 is specified by “ingredients (not limited to active ingredients)”, and

that “use” in Art. 68-2 is specified by “Dosage and Administration” and “efficacy, and
effectiveness”.
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k& X : It is not considered appropriate to compare both approvals based on examination matters
that are not directly related to the medicine’s substantial identity in light of the type and subject
matter of the patented invention, for which the patent term extension is at issue.
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