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LRot= Aolth

AAACE 7SS AAAEE HHT =7h= six]-2AW H(Hatch-
Waxman Act)= ZEet vl=o] i 2]o]1, Lutete} /iyt S5 5 1
= A+ A (Free Trade Agreement, FTA)E A2 o2 =7k
1 gAY 43 57t ESAAAEE Ateh?) o] % S HFERAE
Z(TPP) =9] IH7FollA] ml=o] ehd E=| A1 & F, v]=Z A et A 2018
dol| Hrae ZoA-HAA SeHEIEHAEY(CPTPP)OAIAE & Aee
A vt 9lom 8 = JA 2 7oA S7FES| AAA LT} A=
a7l

I2Y S7FESAAAEE AEetA] &2 w7t B2, frie
E FHARE AFE Ag 7S E5EA0l AASHs A= Zdo o
A BHHoltt9) fHS dFoR 1] AREHEST FostA|v
F F50719 QoFE E518 AEoHA ¥ 5 A%E Hoshs F2
%ol B9 A g e H7FESAAA = AR B E JEHE

At 9t 10

A s BAO|A t|g FwakA ol L

7) o19] HF, shpat, SFu|ol, A7t2E, A 5ol AUt

8) CPTPP Article 18.53. o= =AIA] 29| A HolA S7FES| AAA =7t A=
H Fz9] Algo|t}. @A) CPTPP 3¥=2 55, BR o], sfurt, A, &, Lo
Alol, WA|Z, AL, BT, A7HEE, HEY 5 117]=°lth

9) FHAFoNA = ATFEIAAAEE F&olut XA FolA #4351 ofHgl o] {E 9
okz o] TV A - AHA - FAa 5 FA5F Y= Regulation(EC) No.726/2004(A181
Z)9} Directive(EC) No.2001/83(A1126%)9] f¥tog ¥rKBogaert, Peter &
Keymeulen, Eveline Van, “How do patent rights affect regulatory approvals
and data exclusivity rights for pharmaceuticals in the EU?", Pharmaceutical
Patent Analyst, Vol.1 No.4(2012), p. 397-398).

10) A5 9] 291, T7IES AAA = Falls, SR AR LA, 2018, 81H.
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A= A(data exclusivity) A=, THF AQkAE0] AleF 7bAke] <)
A8 ARE BT YEHA RS e A9IE s T

11) S7FE5]AAIA Z(patent linkage)2t 2] ‘B8’ B WA= A2 3 & Al
AA S A2 ofd Qu|E ZHAZE? AAAHEES T E A} dAs = 9T
UutH o 2 ool A7t At 245k EE(threshold)S Ho W A 4242
5E0|U B ol 52 20 = dhrh= 2l Aotk I=ER of7]ofl= A4 Aikdt
AAIE AlZohs B A7t A7gsta Qe BAA A8t Tasto] A B
B3tste] EAIE Eo1EAth= B A7 EA e Aol & 4= . HEAEA
£ AR gk AlFolut EEES] /52 AR Adof QJaiA] Eat o}
Yt APdA]1 37 AARpo]| QJsiA e SRS 7HsAdo] 711, HH o] 8 AR A= A4
AHA9] fE/goluy AH4lo] §Bo5tA} sk BR Tol ARke] AAARES Hfsl=
A i 5-& QAT TA AR A FE7t oS FotA BAEE A%5E BolA o
£ 7131E Aol At A& Aolh o] Al AARA] o] SollA] A E e
Sh= QokE Holo] MB7IES| AAAE ] o]l Heat AL ajve T IAdAET
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YA AE Tt FEI A202239] AT, SFEF/IT2 AU SFEF AFFH
At AHARIAE AARE Edhat 957t 91, SEERE%0] olFolzl ol Fd
gt APt ol ks o] R ARFA O R SFERE AT 4 At BASHITHAE
I5HY 2005. 4 8. A1 2004522048 T2, 9 A2 oY 2005. 8. 19. A
200554724 AR 27g5). SrEAT T o|FE Wetehks A4 A4 AA A=
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AFAES] BT FUSAE AL S HAo|th 213 AEE P
o) 4 A0 el AN AR Qo B Aot A
SA0] ohlehn HE AsPh BEstL Uk ARsAAe S
£4717k0] AT 349 F7t0] AAHOZA AUAA HoHIE AL
19} 22 RS AL 4BL ST

NS AAA LS} AREABS B0t et olFe] B
B9 TN AN A QA Ao A2 BB oA
AAANDAO] FH55HES 371 Qlonz, Mol uj2e] Tel AEo AL
S7FE 8 QA E o} A s o] ATl 9l

AASANFWTO) SATA QARG (Agreement on Trade
Related Aspect of Intellectual Property Rights, ©]3} “TRIPS") A|39% A|3%

in
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I, o

[¢)

v}

12) ¥FH, “9loFs] 7o} st Alm = A(data exclusivity)Q] & - TPP @479
AGE FHoR -7, TBAPHE,, B9 1263(2015), 14%.

13) 71& A7E F&(reliance)d F At = v, AvgQE] a3yt eeAd
oFo] ailel Zou g 7t AlAsk= AUEerEY] HlolE7t Xd AH|2fAt A
3 71E AR} ZE Aolgk= AW ARAre] 782 9o Fo] Qg ste] BAdolet
H 87519 AR Al BEE 94 B FHAA £k %oltKCarvalho, Nuno
Pires de, The TRIPS Regime of Patents and Test Data, 5th Ed., Wolters
Kluwer, 2018, p. 539.).

14) A5EHHE A AQAHIS] g0 =2 B MRS AdllE Carvalho, /d, at 544; A9
2, &5 d(Data Exclusivity), AH 518 E5717H] 74RA7F, Ttk dsh,
54 353(2011), 336%; Ruckelshaus, v. Monsanto, 467 U.S. 986, 1002-03
(1984) (H5A A A2=-HEE AEA A4 o]l 52 Akl FAke] dF= =
I3t vl A A9 we). AR=EES ALY gFo] ot gl F219] A
2, AvlS, ALY 7lsg oA B89t QJokE b A7 IR #FAI7E RIR=
Q¥ gh=ro] W= A EA AESTE AAE AR, TRAPATA
T, A114E A25(2016), 1099, g A=2EHE2 W2 uoA9] A &Z4HE H
Aty & 4= AN, O E BE 5H0 Jm 8o tisto] ] Ho) =4S & 4= A
= AL ofHug B RAEY BS AT |ARE Jo] HA B Holgke= A
2y, 24(2015), ¢ =&, 1949

15) A8, ko] =&, 355W. 0|9} T2 IdT-E ol= A E EHQ] A2 E5H &5
712r QA o)A, AE=TE S o] 3t FF o ouiARt A stk 3] ‘A=
OJorE’ HoloA A= Eo] E5l= EE R FojE|ojof sH= o]fo tifAl= o}
2 1IL 3.014] ZA|5] =Fict.
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2, JoFEoIu 592 7k W] A ARE ARl AT BF
ABATE E54% AYH AF(unfair commercial use) 2 Z5-F
the 349 A= 3 HAT 78S T /U 10) o] fFAfo] 2JoFE9]
ArEHES Foste s AFgstal = 8 AR disiA= ool o
2t} TRIPS A39% A3l gt a4 3A @ 9 F4o] Hlol5 9] 37
£ FA o= AN ofy g A e G=2& stoja A3AY AvE AlE
< 57k o 2Rt "olHE ¥4 71Xt AMSSHAl g2 87 (RS 983
& EZFTITHT B A9 @ EHAE dolHY 3 FATE 279
ol Hi= Asfiez vdnh o] gt sfAA dHE A 4 A,
£ =719] 73t w7t 1o ' PO E o o] xd sty ofg7] gl 3t
o=9] ofg] Hfet A= obFE27] SR BHAMO R AEE ASH B
3 A(constructive ambiguity) & AHZ0]7| & s}ttt 19)

QHH o] TRIPS 7#78°] ‘Al SFehE4dE o8]t oferE ofzkal skl Q)

N
i

16) TRIPS A|39% A33HY] =2 HIE2 thadt 2t} “FY=2 44t 3rE4S o8-
3t QJOFE E= 50 W& o]7ols A 0E FAdof et lElo] &g ulguy
AR B 7|8 AR AEE 876H= 49, olHE AEE EF3FT AIE A
O RRE Bt E3F JY=2 g5S Bl o] Bagt A oledl, k= EF
e AAH AN ERE T AR HEE HASH| S8t 227} FHetod AR k& B¢
o= ol A=t TN EE A2 RE Bt

17) Gervais, Daniel, The TRIPS Agreement: Drafting History and Analysis, Sweet
& Maxwell, 1998, p. 188; Carvalho, /d, at 542.

18) Correa, Carlos, “Unfair Competition Under The TRIPS Agreement:
Protection of Data Submitted for the Registration of Pharmaceuticals’,
Chicago Journal of International Law, Vol.3 No.1(2002), pp. 77-78.

19) Carvalho, /d, at 543.

20) Solovy, Eric, “Protection of Test Data Under Article 39.3 of the TRIPS
Agreement: Advancements and Challenges After 25+ Years of Interpretation
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£ &3] Y5 AlEEE AR B ek A o, ‘o GAMRME 9)oF
AT 7HE 95 RH0E AlEHe ARY HEy, v 9 HdE
< BRI 1 A3 52 A3 A AREHEY B 7R
Fa 5doltt. & @4 BF PAHCE 25 4§ SR Fache 34
717H& Hgstal el SEEct $HH TRIPS A39% A3Fe] &8 ¥
of B3 UF ojHo] U= FE, YUt e FESHY Q=

CPTPPoll= “BE2ofE ofl et Am=4d EIF FAskL otz

vl=o M= 1984 sfA|-Am o] oJste] g ojofEe] A H= A
i%@?ﬂao: QA oJofFo] FE97HE wWzRE A4lste] 54zt &2
E4% B$=A] Paragraph IV 2FAl57HI 0] 3l wofl= 44d7to
.22 01 u Z0F FDA: @AY ook} 72 ofXo|| 3t Z& 57}
AAE WA Rt T o) AREAA 717 o] Fol ANDA WHE B
ff A= Afats 22Ad Xﬂ"”‘ﬁ} A& Ars 48T 4 AL, A
o] A" ool Ao &5 FHolRe ety 554
(&4, bloequwalence) 28 A&uro g ZEF| 7S vk 2= 9t}

FHE 8+2+19, o 11979 A=A A= A2
SloRES TsiA 9T YEHOE LU k. 9 ARSY F1e

_—

and Application”, Northwestern Journal of International Law & Business,
Vol.43 No.1(2022), pp. 88-89; Carvalho, /d, at 573. 18t} WTO 3|€=9l &
U 7| 5 4F 7= AEYdEol Hgste] AEE5-ES Fofota YA Lrial g
t}. Solovy, /d. at 89.

21) CPTPP Article 18.51.

22) 21 C.F.R. §314.108(b)(2). W Paragraph IVS] ANDA A1, & Q|Ad 9JofEo]
e 557 fasHA] Grtal $9goks A A2k Ao QL& A% o] Ar=d
2 4do= hxdr},
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22 84 FII AvAel AREHY 7171, 8do] Apshel Ay A)

fgo] ST 12N 24 FIL Fo HA71E ek
j54 Zbolu], 2% 8e] 7%k ol BAZ Y4 ol
2 Fpsted S7hE Wtk 271 oR 199] 5 7]

St HIO|2A[Z 22| Ofof

RESFEo|H, Aoy T2 FEA A fEid A 98 = A=
= oto] A2 orFoEA EAARAY EE% 7 Bt gdES

ot AESHHAA, AR LE, AEZujFeorE, ddHte] 9
718t A EFERPAA A o)t Aok 0] QAT AAE EFS
% Terth2d) iR A 08 “Fu|@H(Humira) & 2 HAAAY Z&2
50| AEoJeFEo|t}, EAleFo] 180g/moltol H A o= otAT AL}
gt /g9 orE T v o, BEQ|FER] AMEHEnbrel)> 1 &
150,000g/mol=2A ofAm g EArFe] oF 800 E 9T THE A
22 Bty Ad)sitt.25)
OokE HopollA 22Ad 9JotEE EAISH AU joFEo] SIthE,
OFE-9] Zofof| A= Hlo] AU F(biosmilar) 2JF&o] It} Hyl, @
oFE I Hiol e AE R ] TA= FYdEA 2Ad
ok} A oJoFEe] BA O] &Hls] 2FSHA] geth BEYILEY B¢
A7) A Dol Ut tE A v, FA 59 ZHYollA] nlAlgt Zfo 7} &
Joto] ReAd BEJFET} & At EA FEYEE a0
5 Q7] W Zolnt. webA BEYJFE AdolAE 2EAE ko At

[¢]
T

o = v rﬂm

N = o

Mooz o
o gk 10 ot
e 19 ox 19 9
ox
o
o
o

[¢)

v

23) Article 14(11) of Regulation (EC) No 726/2004.
4) A FFEQPHA ()5} “AekA”), “FETHA|A 52 FES|7H HAANFE(H|2022-80
i) L A2z A9Z, A19FA, 2022, p. 3.
25) AAIA-01F7], ool F, 22,
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VS|

1
N H:l

N

I
oln )

of B ANFE A FEAEINE
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h— [e)
AloFo] A= AL otHAT AA| 2= £ /474 (characterization)©|
uH Z] ;q];q] _1;1—5—] %x%x]. xﬂz%} _40]:.\1. o %/1\:][
7194 Eol= HlalEssd ol

& A EQFEEo| A g )] i A] R F(reference product)27)T}

Q0 ¥
2
B
8
_&

(2) MEoerZo| XN A7t U2 =9&|= 0|R
S oloFE ] 71 JAlo H]oto] YEOFES] GAL= Lottt AlA F
o] BEUFFL ‘FEHMHumulin) olZk= A& OZ, 19820 0|2

Bl
Aok AEot=E et Eot 2R d AEo|oFET BlalE-s et vho] AP

42

26) AFORERAETHY, “FAEQNE S7F 9 HARE 3 AogHA, ARy
ErHE7H, 2022, 3.

27) vt B Aol EAd AEAE 2 ‘R HKreference product) ©lzt
= 802 BYE] St} Hiol A7} 554 BHE Stof QX dookET i
Heb= gujolot.

28) AlFOJoRERFAE/Y, ko] 2, 5H. o 4 HuEE AT Rk BG4S F
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83) Heled, /d, at 453.

84) Sanzo, Michael, “The Promise and Problems of Biologics”, Santa Clara High
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85) Id. at 101.
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91) Heled, /d, at 462.

92) Id, at 456.

93) Allison, John & Lemley, Mark, “Who's Patenting What? An Empirical
Exploration of Patent Prosecution”, Vandervilt Law Review, Vol.53
No.6(2000), p. 2125.
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95) Biotechnology Industry Org, “The Trans-Pacific Partnership and Innovation
in the Bioeconomy: The Need for 12 Years of Data Protection for Biologics”,
p.16., Biotechnology Innovation Organization, <https://www.bio.org/sites/
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2023. 8. 3.
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052>, AMY: 2023. 8. 3.
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A Balanced Approach to Promote Biologics and
Biosimilars
- With a Focus on the Relationships between Patents,

Data Exclusivity, Trade Secret and Data Publicity -

Shin, Changhwan*

This article examines the intellectual property (IP) system for
biopharmaceuticals, including patents, data exclusivity, trade
secrets and data publicity. The analysis leads to the following
conclusion: to induce the development of new biologics, it is
necessary to establish a robust patent system for biologics.
However, patents alone are not enough, and the data exclusivity
system must be supplemented. The 6-year data exclusivity period
for new synthetic drugs is not sufficient for biologics, which
require relatively long research and development. It is worth
considering extending the data exclusivity term and converting
some of the extended term into a remuneration or market
exclusivity. The data exclusivity system should be codified in law
rather than being recognized through various non-statutory
regulations.

The practice of segmenting a single invention into multiple

parts, protecting some elements with patents while keeping other

* Adjunct Professor, Yonsei University Graduate School Department of Law



ARG — Aol ET vol oA g 9] F A R st 221

o

elements as trade secrets, deprives follow-on drug companies of
the legitimate benefit of access to technical information. It is
necessary to deter such moral hazard of combining patent

protection and trade secret at the stage of patent litigation.

Biologics, Biosimilar, Patent, Data Exclusivity, Trade Secret, Data Publicity, Patent
Linkage



