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§156(D(1)). Yo7} QoFE2 A7t T TE2 FIRF AloFe] a4 E(active
ingredient) 0.2 A 1 FAEAES ¥ E+= JAH g
¥ oL 02 $EARHY 23e
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2 9T R4 LA FEAY A156320] 7
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U.S.C. §156(d)).

;



HER] — 2 AFE5 9] EL7|INIA = AAAYSE 15

471709749 414 9 FeEje USPTOZE s, 37179 Alxke
FDA7} @352 = FDACIA 24 % 77to] w2t USPTO= #F4o® A
A7 APSHA "eh29) A7 AL FAIAAIRE, & °‘*JA]?.4

7172} FDA AE7|7Hl| ZASH] AR ==, %ol 7hegt 7|17
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24) E51% AAB= B9 £4717H] ABAE 93], o] AFE LA, 90H.
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oln, 9] 4hAE ok A7) 24-9] 9u] Fof| oAl United States Patent

and Trademark Office, “Manual of Patent Examination Procedure (MPEP)",
USPTO, Oct. 2019 ed., p.2758 &1L

26) 35 U.S.C. §156(8)(6).

27) B743], 49 A A, 58-59H.

28) USTO, supra note 25, at 2758.
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29) European Patent Office, “The European Patent Convention”, EPO, <https:/
/www.epo.org/law-practice/legal-texts/html/epc/2020/e/mal.html), FMY:
2022. 12. 22.

30) 24, 9] AFHEILA, 104,

31) &9, “B&r|7to] dAE 5Pl adWY - E3H AHo5xo AR e -,
PR A AT, A14E A145(2019), 139.

32) Council Regulation (EEC) No 1768/92 of 18 June 1992 concerning the
creation of a supplementary protection certificate for medicinal products,
OJ L 182,2.7.1992, p.1.

33) Regulation (EC) No 1610/96 of the European Parliament and of the Council
of 23 July 1996 concerning the creation of a supplementary protection
certificate for plant protection products, OJ L 198, 8. 8. 1996, pp.30-35.

34) Regulation (EC) No 469/2009 of the European Parliament and of the
Council of 6 May 2009 concerning the supplementary protection certificate
for medicinal products, OJ L 152, 16. 6. 2009, pp.1-10.
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469/20099 Article 7 (Application for a certificate), Article 8
(Content of the application for a certificate) & Article 9 (Lodging of
an application for a certificate) 59 F3=o] At 1 F8 Y& A
A, A AFol et 71&9) E517F EASteoF stal A, i AlFol
i3 o]dof SPC7F & Hi7t glojok st AA, sid A& FE A
Directive 2001/83/EC30) =¥ Directive 2001/82/EC379] w}e} 517}
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2 & 39ste =719 §3F00 A=k sk, 1 #F 535189 A
71% 5ol et HARE AA SPCTF R =AY A- =™ oA, SPC 4l
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2001/82/ECo] wt2t ojefFof gt Al @37t d = 5E 671 olyiol A&
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SPC 717+9] A4t 7152 Regulation (EC) No 469/20099] Article 13
(Duration of the certificate)?] 4= o] J=d 1 F8 WELE AH|, SPC

35) A&4, 49 =&, 14%.

36) 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, OJ L 311, 28. 11. 2001, p.67.

37) 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, OJ L 311, 28. 11. 2001, p.1.

38) Tt Regulation (EC) No 469/20099] Article 7(2) 7730l wet, Al®s]71do] £
TEURET FA = S ESI5EYRRH 6714 ool SPCE AHE 4= AUt
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717+ 712 E9]9] &¥YU(“date on which the application for a basic
patent was lodged)ZHE EU U FZ A|Ho]|7}Y("date of the first
authorisation to place the product on the market in the Community”)7}A]
o] 717t A 5¥S ApgAet 717k 2, A 5W¥7bA|o]H39) EA, 40k 9
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469/2009° AR #A4S FiL AUth= Fol fEuetel thE Hold
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(EC) No 469/20099] Article 18 (Appeals) 740l Wt Y 24& W =
7He] =i of] whE MY B 55 dg7|Ho F4T 4 At

39) wEbA] 7% E519] SUYRFE EU G 2= Alws]7H7HA 9] 7|3te] O 549wt
9 3, SPCE 53l Ha=E 7|7k glon @ 5ddA 10991 %, 5dS ALt 7]
ZHEE SPC 717to] E31 3) 10WE 23)sh= 4%, 5Ho] SPC 717to] Htt,

40) Japan Law Translation, “Patent Act” (Amendment of Act No. 3 of 2019),
Japanese Law Translation Database System, <https://www.japanese
lawtranslation.go.jp/en/laws/view/4097), AAL: 2022. 12. 21.
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Policy Consideration on Streamlining of the Patent
Term Extension for Pharmaceutical Patents

EOM, Taemin*

This article intends to contribute to the examination of recent
developments, challenges and controversies concerning Patent
Term Extension, with a focus on pharmaceutical patents.

The article recognizes that majority of countries in the world,
particularly South Korea, the United States, the European Union
and Japan introduced the Patent Term Extension. This article also
recognizes those countries have one thing in common that the
term of a patent for pharmaceutical patent can be extended up to
5 years. This article subsequently shows that South Korea, the
United States and Japan commonly allow the extension of patent
term itself, while the European Union assures market exclusivity
for a certain period after the expiration of the original patent
term by issuing a Supplementary Protection Certificate.

The article concludes the followings: First, even if there are
multiple patents corresponding to one permission for
manufacturing and distribution of a pharmaceutical item, a
provision that the patent term can be extended for only one of

them should be introduced in the Patent Act. Second, even if there

* Chief Presiding Administrative Judge (Trademark), Intellectual Property Trial
and Appeal Board (IPTAB).



are multiple permissions for manufacturing and distribution of
pharmaceutical items corresponding to patents with multiple
active ingredients, a provision that the patent term can be
extended only for the first permission of a pharmaceutical item
must be stipulated into the Patent Act. Third, it is necessary to
newly establish a limitation on the effective patent term in the
Patent Act, which states that the actual term of the extended
patent term cannot exceed 14 years from the date of permission
for manufacturing and distribution of a pharmaceutical item.
Fourth, an appeal procedure against an examiner's decision to
reject an application for patent term extension is also needed in

the Patent Act.

Pharmaceutical Patent, Working of Patented Invention, Permission for Manufacturing and

Distribution of Pharmaceutical Item, Patent Term, Patent Term Extension, Streamlining of

Patent Term Extension, Supplementary Protection Certificate



