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ABSTRACT

This study examines the interpretation of key terms in Article 7, Paragraph 1, Subparagraph 1 of the
Enforcement Decree of the Patent Act, focusing on Supreme Court Decision 2021Hu11070from July
25, 2024. This judgment established a standard by interpreting “pharmaceutical efficacy” as the
indication, “active part” as the active moiety, and “active component” as the active ingredient.
Accordingly, this study proposes interpreting the meaning of “substances with a novel chemical
structure” in Subparagraph 1 in accordance with the purpose of the term extension system, while
considering cases where an invention's implementation is restricted due to complex licensing
procedures. Based on pharmaceutical classification by the Ministry of Food and Drug Safety, new
drugs are considered eligible for extension registration applications, generic drugs are excluded,
and only a portion of data submission drugs are included. Overall, this interpretation emerges as
significant because it fills the gaps in interpretation while ensuring consistency with the systems of
major countries and existing precedents.
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Sh= 2HAOIRIY] &atol] vlste] PRSI QIPEH F2eh Aolil, T JsRobollA 3449 XAlZ 7t

APF @t §hE Ao g FeoldaAe] AR 5akg SRld 4 e AMIRte R T gife] #X

S Holg 4L ok (OiHY 2003. 10. 24. A1 200231935 THA(AHAR(E)))

38) “We affirm the district court’s ruling that the '407 patent on levofloxacin was properly granted
the statutory term extension, for the enantiomer is a different drug product from the racemate
ofloxacin, and was subject to regulatory approval before it could be commercially marketed and
used.” (Ortho-McNeil Pharmaceutical, Inc. v. Lupin Pharmaceuticals, Inc., 603 F.3d 1377 (Fed.
Cir. 2010)).

39) 971atelA ZAx|oA Wrele epolRl 2R Reld E4 Wl YAt aulAlet Ze 852 sb
ZAQR], ojgst F=o] gatg 7P AR of= AR AFG|EY] Aol o5 4 glthe o] dvtd
Q1 sfloloigA1s], “HEIH(Selection Invention) : %}6—.‘0]““?1] S0y Ad HwH 71E -E99
2 2008. 1. 18. A1 20065]6303, 8330(H3H) WAL HAloz-" Mz, A57H A65(2008), 198H).
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40) ABIFEHA, “OIE 5 AAATAR B T IQIEI et 1a BN, OJOFEEU LA A,
<https://nedrug.mfds.go.kr/pbp/CCBAC02/getltem? searchYn=true&mamInngame-%ED%8E%98%E
A%B7%B8%EC%ID%B8%ED%84%B0%ED%8E%9I8%EB%A 1%A0%EB%B2%A0%ED%83%80- 1a&limit=10&t
otalPages=0&page=1&jdgmnResultinfoSeq=33163>, 73A0: 2026. 4. 18.

41) AZBOIoFEOMAX, “ookg 5 AAMEIEE U delEEwl ERPRT, QR EIEAIAR],
<https://nedrug.mfds.go.kr/pbp/CCBACO02/getltem?searchYn=true&mainlngrName=%EC%95%8C%E
B%AG%ACHED%8A%B8%EB%A0%88%ED%8B%B0%EB%85%B8%EC%9D%B8&limit=10&totalPages=1&pa
ge=1&jdgmnResultinfoSeq=14583>, ZAAA: 2026. 4. 18.
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o] AYEH U= s, (iv) sl AlE0] AR ARG olH AR Aol #AIFE 7|3t
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(method of manufacturing a product) o] tjjst £&Ho] 247|712 0]= E3|H A|154%
(b)oll olslf o o] EL7F Ttrd 2 RE AgE 4 U

0]= E6{58 A 1562 (f)(1)2 dA9] thAt =55 2] oF=(drug product), 2] & 7]7](medical
device), Al=Z/M A A7TA|(food/color additive)C 2 sH5HY 911, 0]= E5|H #1565
(f)(2)= 9JeFZE(drug product)o]zt A9 new drug) 59| 5 & E(active ingredient)2 2]
0]stH, §&/dw(active ingredient)?] H(salt)o]ut | AH E(ester)s =02 T=THE
S g E(active ingredient)?} £§sto] Lstet= 71 = sigstctal 45k QT

o]o]] tjisf}, Glaxo Operations UK Ltd. v. Quigg, 894 F.2d 392 (Fed. Cir. 1990) AFz10]|A]
HE2 U= 5519 AlS6E()(2)5 = 102 A st A, 45) A=) (cefuroxime)©] &
71R] & FE7E ol I Aol e B+5hal Al -S4l (cefuroxime) O AB| 27 ARITHAS
o] & 4 9Tk A2 Wats] ol9l i, T4 (Active moiety)T} 22 FEL A8H & ¢
AL HASERIT46) &, U] 5515 AI156%(f)(2)0llA] & 2F&{(drug product)& HH A] 87

E(active ingredient)1} &4 EE(Active moiety)S &Hst Q= Hoj|A At 19] 6
A SRSt o= &5 A156E(1)(2)o|A “S-7AdE(Active ingredient)?] ¥(salt)o]
U} o AE|2(ester)2 ARFEE o7} o ZHsst: A'O) ojnj: Q& AR(Active
ingredient)®] ¢F YEIE 29t5tE O oFZ0f thet E5]= 7]+ atet Ad22f th& FEVT ol ol
S 0] iAo 2 HUfE| AU AFEEQE 2 A A S 42 & the Quleh= Ao
A A}+7] Glaxo Operations UK Ltd. v. Quigg, 894 F.2d 392 (Fed. Cir. 1990) AF71-& ojuj7t
Ik

ojmj, u]= FDA= 4lefe] 74 Oﬂ% Alot jefE AAHNew Drug Application, NDA)et 2
o] MHA(full review)?] FH/d- 987 Al=-5 Q4-5H}.48) T2, o]n] 5{7td QorEyt &
At B E(Active moiety)S 7HR] = 74249), AlF 9]oF= AAKHNew Drug Application,
NDA)Q} Zro] MHA (full review)?] QHA4- 55874 Atg & QL5HK] ¢k=ct tjAl, FDAZL &

Z

95h7 9l 71E 57} o oFEo] obRA- G4 ALR S 8 8ataL, of7]o] b o s Wes 7
Q0 3hstod M|gHE wekRtE (o] AR08/ B R 4 AR, AEHE AAAIE S)gHA]
E5HE2 5] 8505051

Z., 0|2 FDAE AloF o B2 gk 1 B (Active moiety) S 7| & 0 & 5}, 0] 519 A|156

45) We conclude that section 156(f) (2)'s terms, “active ingredient of a new drug ... including any
salt or ester of the active ingredient,” all have a plain meaning(Glaxo Operations UK Ltd. v.
Quigg, 894 F.2d 392 (Fed. Cir. 1990)).

46) Congress chose particular terms--“active ingredient, ... including any salt or ester of an active
ingredient....” Accordingly, we can infer that in so choosing, Congress may have deliberately
rejected the very terms the Commissioner asserts were the intended meaning of section
156(Glaxo Operations UK Ltd. v. Quigg, 894 F.2d 392 (Fed. Cir. 1990)).

47) In addition, a patent to a drug product having one form of an active ingredient may qualify
for an extension even though another form of the underlying chemical moiety was previously
approved and commercially marketed or used (United States Patent and Trademark Office,
“Manual of Patent Examining Procedure (MPEP)”, United States Patent and Trademark Office,
2024, §2751 Eligibility Requirements [R-01.2024]).

48) 21 U.S.C. § 355(b)(1), New Drugs (2025).

49) New chemical entity means a drug that contains no active moiety that has been approved by
FDA in any other NDA submitted under section 505(b) of the Federal Food, Drug, and Cosmetic
Act(21 CFR § 314.108(a)).

50) 21 U.S.C. § 355(b)(2), New Drugs (2025).

51) #, Srole] Aol olo] MoK AR g A el YBE HeolnE Bl gl

Aol ¥ Alofut BEdR oz &5t AESMA 55/d(bioequivalence) AtaTt Al&sto] ofA]
ﬁ%’d’ﬁ(Abbrewated New Drug Application, ANDA)S & 4 Q&= JIYTHAIFL, oto] =82 (F 3),
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52) Similarly, a deesterified version of an approved drug product having the same active moiety is
not the same drug product under 35 U.S.C. 156(United States Patent and Trademark Office,
supra note 47, §2751 Eligibility Requirements [R-01.2024]).

53) i) Glaxo Operations UK Ltd. v. Quigg, 894 F.2d 392, 394-97 (Fed. Cir. 1990). ii) Ortho-McNeil
Pharmaceutical, Inc. v. Lupin Pharmaceuticals, Inc., 603 F.3d 1377 (Fed. Cir. 2010). iii)
PhotoCure ASA v. Kappos, 603 F.3d 1372, 1376-78 (Fed. Cir. 2010).

54) i) Fisons PLC v. Quigg, 876 F.2d 99, 10 U.S.P.Q.2d (BNA) 1869 (Fed. Cir. 1989). ii) Arnold
Partnership v. Dudas, 362 F.3d 1338, 70 U.S.P.Q.2d (BNA) 1311 (Fed. Cir. 2004).

55) United States Patent and Trademark Office, “In re Patent Term Extension Application for U.S.
Patent No. 6,143,771: Decision Denying Application for Patent Term Extension”, United States
Patent and Trademark Office, 2007, pp. 4-5.

56) tAIAo R, 0] E5H AIIL6R(f)(2)A “8§aidE(active ingredient)?] AH(salt)o]Lt of| AH| 2 (ester)S
FFSE 517t i or e A7 71ES7IE oJokgo] A(salt)olut o AE|2(ester) WA JokE
o thsto] Z/dFE(Active moiety)o] SLdToe 7ot A% tides tRsiche Aol oilzt, R&a
‘Z(Active ingredient)®] 3t YPEJE ZFot= 2JerFo] UIgE Sl 712 el w9l g FEI7t olAo
2QlElo] Ao g mujEAY ARREQIHRE A AHE 2g S doe 9ujo]r] hizoltKIn
addition, a patent to a drug product having one form of an active ingredient may qualify for
an extension even though another form of the underlying chemical moiety was previously
approved and commercially marketed or used...(52F)..Similarly, a deesterified version of an
approved drug product having the same active moiety is not the same drug product under 35
U.S.C. 156(United States Patent and Trademark Office, supra note 47, §2751 Eligibility
Requirements [R-01.2024]).
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M| g oJofgat A o] & 5 AlE-2 obgl, TOJoFE R taL jith)of] et 5ol-QlBo
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SOl Tt A= ELol whE Ssidge] AP BRS Fe A TR €9
&9, 8%, 85 % auh, 5 2TRICE "I 7= o] QITh.58)59)
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%, 42 Sl e 71855172 oofgate] 442 FaAQl HERY ¥ 29
AL S-S BAIsH ] Ysto] 87150l Bastal o]of ofsto] S5 HAISHA
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stod si7ts& et 28 AT EAIR Qlsto] Ssidye dAE e gl e
©517] gt FaAQl mEAroletal 25t ojof et St Al A7 ALY A1z
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58) HSCEDSLUNNEFHEGZORIERTOAEGETH > T, EHEMFIIRLTERBRD HFEIC LR 4FF A\
DRADZEE, BEBIHE RH. HE. AL AR, VERVMRIEET, (Y2 S, "HEr - =ZRH
REDHE), BIXP F2F "EERKRZOFFHENFHRABOLR,), 42 £57%, 2024, pp. 9-10, 3. "EHE
BEICRAITEREFROHANER ), 3.1.1 "X DIFFRADENICEOTRFAAPHS TED SUN XI5
ENWNETH-T2EEFBOONL W E &), ¢ TEENE—MICEEEDLS 2 & &L bEBFEIFIC DN Ty, 2024
5. 71")

59) To be specific, in the 2015 Bevacizumab case, the Supreme Court of Japan (SCJ) explicitly
pointed out that the ‘product’ should be understood as being determined by‘the ingredients,
quantity, dosage, administration, effectiveness, and effect’. The Intellectual Property High Court
of Japan (IPHCJ) applied this narrow interpretation approach in the 2017 Pharmaceutically Stable
Preparation of Oxaliplatinum case, pointing out that the ‘product’ prescribed in an MA referred
to ‘ingredients, quantity, dosage, administration, efficacy, and effects’ as a whole. Based on the
narrow interpretation, nowadays the PTE system in Japan does not focus only on ‘active
ingredients’ and ‘efficacy and effectiveness’, but pays more attention to the quantity, dosage
and administration of drugs (Yaojin Peng, “Patent Term Extension in the Pharmaceutical Sector:
An Asian Comparative Perspective”, Edit. by Kung-Chung Liu & Julien Chaisse, 7he Future of
Asian Trade Deals and [P, Bloomsbury Publishing, 2019, p. 198).

X AIRJARITE / Journal of Intellectual Property 23



Jeong, 2026. A Purposive Interpretation-centered Methodology for Interpreting Article 7(1)1 of the Enforcement Decree of the Patent Act
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£oRIoE o) AN Sein 40D S U /uE 3l ss e s34

of st HolA 57H5 o) T =3

PR ARl AAAIARE 2] o]
c}.61)

SPC A=+ Regulation (EC) No. 469/ 2009 of] A3, SPCo] tAQ1 9]oF&(medicinal
product)o]&t QI7F = =52-0] AY -8 X]| g 5FAHL} of|9ts17] $5E 2 & E4)(substance) =
1 2x10] =ghe 0]n|5}1162), “H]E(product)” S “O]ok=0] O § X B (active ingredient) &
(active ingredient)Q] 2" etal ZJoJ3tct.63) &, 0]=r Eofw] A 15622} 0pEt7t
A2, §8A%e] SPC A =9] “AlE(product)” GA] G-&/d&(Active ingredient) At 7|
o7 EAECH Fsh SHAAHARHA(CIEU)S] C-443/17 Abraxis Bioscience LLC v
Comptroller General of Patents AF7164)0]|A 71& S § 8 (Active ingredient)?] Aj 22
AL Regulation (EC) No. 469/20092] Art. 3(d)652 ZH =2 SPC Al =9] thAto] & 4~ 9l
CFEL T u} 9]t 6067)
ojr}], 52| oJoFE 517} A|Al(European Medicines Agency, EMA)+= 2]2F&2] 5]7} /,\_
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Al&(toxicological and pharmacological tests) @ AArA| 3 (clinical trials)S 2% Evts}
ofof SIRIELE 71E s7t oloFEW S 5 UH QU wEsR way AlY

(toxicological and pharmacological tests) & AAMA & (clinical trials) AtgES kst £
IC}.69) Z, EMA A NAS(New Active Substance) 2 Q1 & H ZAIA|&, 1] AT A1 2 o

Ol-l

60) Regulation (EC) No. 469/2009 of the European Parliament and of the Council.

61) Asle, "E3lH E47% A% A ARAY S PALT oA A7, Fucisin AsiE, 2005, 35
.

62) ‘medicinal product’ means any substance or combination of substances presented for treating
or preventing disease in human beings or animals and any substance or combination of
substances which may be administered to human beings or animals with a view to making a
medical diagnosis or to restoring, correcting or modifying physiological functions in humans or
in animals (Regulation (EC) No. 469/2009 of the European Parliament and of the Council, Art.
1(a)).

63) “‘product’ means the active ingredient or combination of active ingredients of a medicinal
product’(Regulation (EC) No. 469/2009 of the European Parliament and of the Council, Art.
1(b)).

64) Case C-443/17, Abraxis Bioscience LLC v. Comptroller General of Patents, ECLI:EU:C:2019:238
(2019).

65) 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:

(d) the authorisation referred to in point (b) is the first authorisation to place the product on
the market as a medicinal product(Regulation (EC) No. 469/2009 of the European Parliament
and of the Council, Art. 3(d)).

66) “only the authorisation in respect of the first medicinal product placed on the market,
consisting of the product concerned, may be regarded as the first MA within the meaning of
Article 3(d) of Regulation No. 469/2009, as defined in Article 1(b) of that regulation”

67) ol2igh W2 2 =9 =20 2Jold, 7]E F&/dE(Active ingredient)?] M2 AP 71E 57 9
oFEI fAMS 59 94 .S THESHo OEU OJoFE 317} AAEMA)Y] oJekrE 517t AR} (tAste
o] APt Bigsto] 575 et 289 AREY] EAlR Qlste] SSUyE MAY 4 gle EEd ol
EAlsHA] govg 33 SPC A|=9] tjido] A] heths ZAo2 siAdr).

68) 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, art. 8(3)(i), 2001 O.J. (L 311)
67.

69) 1. In derogation of Article 8(3)(i), and without prejudice to the law relating to the protection of
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Al%o] thete] ARAo e obHA a4 -EAE AUAoR QFste WAfull dossier ¥
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oltf, 9 E5]% AollA = SPC A= EH”O] Sl ooREY 3ol 0|oFE 517t Al
(European Medicines Agency, EMA) A} 71& 3|7} o] k& 1t0] QAN L A& HAZAE]| o] 9IA]
Tk LX|SHA] ¢k= B} SPC Al = ti/d= EMALER] A oA} of A /TS of 5= K| o] 5}
t=eto] I}

oJ7]A], sofosbuvir AFAOAl TYAFEAQl sofosbuvire EMAS] NAS(New Active
Substance)2 17 E|111,71)72) SPCO] tfj/fo] = o] 55]H E&7|7 o] AR Tt 73) o]=
B = Ro a2 shAo] ook i) AlEolA 71E o7t olopE el §Abgol] QUYEIA] e
NAS(New Active Substance)o]] tisto = “ARp7} 246t 57152 wh=g] A Q& A|719]
EA2 Qlstol S5l AT 4 gl 243l o] 3.2 31 SPC A o] 23|

7= w2 2 S5k Ao 71 Zloltt

industrial and commercial property:

(a) The applicant shall not be required to provide the results of toxicological and
pharmacological tests or the results of clinical trials if he can demonstrate:

(i) either that the medicinal product is essentially similar to a medicinal product authorized in
the Member State concerned by the application and that the holder of the marketing
authorization for the original medicinal product has consented to the toxicological,
pharmacological and/or clinical references contained in the file on the original medicinal
product being used for the purpose of examining the application in question;

(ii) or that the constituent or constituents of the medicinal product have a well established
medicinal use, with recognized efficacy and an acceptable level of safety, by means of a
detailed scientific bibliography;

(iii) or that the medicinal product is essentially similar to a medicinal product which has been
authorized within the Community, in accordance with Community provisions in force, for not
less than six years and is marketed in the Member State for which the application is made.
This period shall be extended to 10 years in the case of high-technology medicinal products
having been authorised according to the procedure laid down in Article 2(5) of Council
Directive 87/22/EEC(21). Furthermore, a Member State may also extend this period to 10 years
by a single Decision covering all the medicinal products marketed on its territory where it
considers this necessary in the interest of public health. Member States are at liberty not to
apply the six-year period beyond the date of expiry of a patent protecting the original
medicinal product(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, art.
10(1)(a), 2001 O.J. (L 311) 67).

70) Besides the rather poor drafting of the Regulation, the court has to deal with the complex
linkage between the SPC system, the patent system and the market authorization system...(&
2h)...This linkage has led to further complications(Frantzeska Papadopoulou, “Supplementary
protection certificates: still a grey area?”, Journal of Intellectual Property Law & Practice, Vol.11
No.5(2016), p. 380).

71) European Medicines Agency, “Sovaldi (sofosbuvir), Procedure No. EMEA/H/C/002798/0000",
European Medicines Agency, 2014, pp. 14-15, 100.

72) The legal basis for this application refers to: Article 8.3 of Directive 2001/83/EC - complete
and independent application. The applicant indicated that sofosbuvir was considered to be a
new active substance. The application submitted is composed of administrative information,
complete quality data, non-clinical and clinical data based on applicants’ own tests and studies
and/or bibliographic literature substituting/supporting certain test(s) or study(ies)(Yuangiong Hu
et al., “Supplementary protection certificates and their impact on access to medicines in
Europe: case studies of sofosbuvir, trastuzumab and imatinib”, Journal of Pharmaceutical Policy
and Practice, Vol.13(2020), Article No. 1, p. 7).

73) SHES] EP22034620] 7]%&35t9] Regulation (EC) No. 469/20090]] w2t Sovaldi(sofosbuvir)of] sl
SPC ti’gol =i,
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9_189879.html>, AHAdd: 2024. 1. 18.).
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