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OFAN JHERY), X502 10 MIE,

2)H. R Rep. No. 98-857, pt. 1, at 17 (1984); Holly Soehnge, The Drug Price Competiton and
Patent Term Restoration Act of 1984: Fine—Tuning the Balance Between the Interests of Pioneer
and Generic Drug Manufacturers, 58 Food & Drug L.J. 51, 52 (2003).

3 B2 - Y, "AxizEol B o7, FY, 070l A2, FUHG, HI505(201), 28-298%
IR, “F7HES Mzl =it 4—X471EHEHOI MZ" Law & Technology, M7# M5 (2011,
70-72M; Alfred B. Engeloerg, Special Patent Provisions for Pharmaceuticals: Have They
Outlived Their Usefulness?, 39 IDEA 389, 41419 (1999). Lara J, Glasgow, Stretching the Limits
of Intellectual Property Rights: Has the Pharmaceutical Indusiry Gone Too Far?, 41 IDEA 227,
233 n.27 (2001).
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5) Herbert Hovenkamp et. al., Anticompetitive Settlement of Intellectual Property Disputes, 87 Minn,
L. Rev. 1719, 1730 (2003): 11 Philip E. Areeda and Herbert Hovenkamp, Antitrust Law—An
Analysis of Antitrust Principles and Their Application (3d ed.) 11906 (2011).

6) CHER 2014, 2. 27, M1 2012524498 A,

7) See eg, EU, Johnson & Johnson and Novartis Case COMP/ AT. 39685 (2013, 12); Lundbeck,
Case COMP/ AT. 39226 (2013. 6).
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8) In re Cardizem CD antitrust Litigation, 332 F.3d 896, 907-909(6th Cir, 2003)(Per se illegal(1 ™
QI 2eliol FAIRHS MEsIo FRRIY 7ol siZch= ARI7E LSt ol o3t SHE SIEEX|
SA=Ch= Txlstoll marQlo| st HiALe)).

9) Remarks of J. Thomas Rosch, Antitrust Evaluation of Pay—fFor-Delay Settlements: a Persistent
Quest for Balance, 2011 WL 6140878, at 4(December 7, 2011): Briet of the Federal Trade
Commission as Amicus Curiae Supporting Appellants and Urging Reversal at 22-23, In re K-
Dur Antitrust Litig, Nos. 10-2077, —2078, 2079 & — 4571 (3d Cir. May 18, 2011); 20054
Schering—Plough ARA0IAM, FTC= eiflel B B2l AlEely glo] figde Fg6tn, 27t ¢
ANAISO0| 0|5 BiEY TN HE4s YSoH XAUSS M2 AYez WHSIRCL See
Schering—Plough Corp, v. F.T.C. 402 F.3d 1056, 1065 (11th Cir. 2005)( &AM 0[2{8F FTCO|

=2 7129,

10) See supra note 9.
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1) In re K~Dur Antitrust Litig, 686 F.3d 197 (3d Cir. 2012) cert granted, judgment vacated sub
nom. Upsher—Smith Labs, Inc. v. Louisiana Wholesale Drug Co, Inc, 133 S. Ct. 2849 (US.
2013) and cert granted, judgment vacated sub nom. Merck & Co, Inc. v. Louisiana Wholesale
Drug Co, Inc, 133 S, Ct, 2849, 186 L. Ed. 2d 904 (US. 2013) and reinstatement granted, 10—
2077, 2013 WL 5180857 (3d Cir. Sept. 9, 2013).

12) See supra note 9.

13) £3| E5iTeiAS0IM AETIYRY|2] tiViz ASHIES Zifsts 30| XZk= B2 Halch—
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Herbert Hovenkamp et al., Anticompetilive Setflement of Intellectual Property Disputes, 87 Minn.
L. Rev. 1719, 1757 (2003); Scott Hemphil and Mark A Lemley, Eaming Exclusivity: Generic
Drug Incentives and the Hatch—\Waxman Act 77 Antitrust L.J. 947, 962-965 (2011).
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14) lan Hastings, Dynamic Innovative Inefficiency in Pharmaceutical Patent Settlements, 13 N.C. J.
L. & Tech. 31, 63-64 (2011); Michael A, Carrier, Unsetting Drug Patents: A Framework for
Presumptive lllegality, 108 Mich. L. Rev. 37, 67 (2009-10); Daniel A. Crane, Exit Payments in
Setilement of Patent Infringement Lawsuits: Antifrust Rules and Economic Implications, 54 Fla.
L. Rev. 747, 779-96 (2002); Herbert Hovenkamp et al, supra note 13, at 1759-60; Rosch, supra
note 9, at 4-5,

15) See Valley Drug Co, Inc. v. Geneva Pharmaceuticals, Inc, 344 F.3d 1294, 1312 (1ith Cir.
2003)("E51HA T SASIH ZZECl= 5IZE0fo & MUZIEYE wiXsk= 20| ofLe= FY £
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16) James C. Burling, Hatch-Waxman Patent Settlements: The Battle for a Benchmark, 20 Antitrust
41, 44 (20006).

17) Valley Drug Co. v. Geneva Pharm,, Inc, 344 F.3d 1294, 1305 (11th Cir. 2003).

18) FTC v. Watson Pharms, Inc,, 677 F.3d 1298,1309-10 (11th Cir, 2012),

19) F.T.C. v. Watson Pharm,, Inc., 677 F.3d 1298, 1312 (1ith Cir, 2012) cert granted, 133 S, Ct. 787,
184 L. Ed. 2d 527 (2012) and rev'd and remanded sub nom. F.T.C. v. Actavis, Inc, 133 S. Ct,
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21) In re Tamoxifen Citrate Antitrust Litig., 466 F.3d 187 (2d Cir. 2006).

22) See Professional Real Estate Investors v. Columbia Pictures Industry, 508 U.S. 49, 60-61
(1993); California Motor Transport Co. v. Trucking Unlimited, 404 US. 508 (1972); City of
Columbia v. Omni Outdoor Advertising, Inc,, 499 U.S. 365, 380 (1991).

23) Herbert Hovenkamp, Mark D. Janis, Mark A, Lemley and Christopher R. Leslie, IP & Antitrust:
Analysis Antitrust Principle Applied IP Law §153a, at 15-34 (2013).
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64) Hovenkamp, Janis, Lemley, and Leslie, supra note 23, §15.3a, at 15-44.
65) FTC v. Watson Pharms, Inc, 677 F.3d 1298, 1308 (11th Cir, 2012).
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69) Rohert D. Wilig & John P. Bigelow, Antitrust Policy Towards Agreements That Settle Patent
Litigation, 49 Antitrust Bull. 655, 667 (2003),

70) Actavis, 133 S. Ct, at 2233, 2236 (quoting, Lear, Inc. v. Adkins, 395 U.S, 653, 670 (1969)).
71) Actavis, 133 S. Ct. at 2236.
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73) C. Scott Hemphil, An Aggregate Approach to Antitrust: Using New Data and Rulemaking to
Preserve Drug Competition, 109 Colum. L. Rev. 629, 663 (2009).
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78) See, eg, In re Lamictal Direct Purchaser Antitrust Litig, 2012 WL 6725580 (D.N.J. Dec. 6, 2012)
(" "'II = XZg StelX] %2 thadt JYUXA k= ol ofd” A&zl Hovenkamp,
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79) Actavis, 133 S, Ct. at 2237.
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82) FTC, Authorized Generic Drugs: Short=Term Effects and Long—Term Impact, at 1, footnote 1,
2011 (hereinafter “FTC AG Report 2011,

83) Letter from Wiliam K. Hubbard, Assoc. Comm' for Policy and Planning, Food & Drug Admin,
fo Stuart A Wiliams, Chief Legal Officer, Mylan Pharm, Inc, and James N. Czaban, Heller
Ehrman LLP (July 2, 2004), available at hitp:// www.fda.gov/ohrms/dockets/dailys/04/july04/
070704/04p—0075-pdn0001.pdf.

84) FTC AG Report 2011, supra note 82, at 14.
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86) FTC AG Report 2011, supra note 81, at 27-29, 32-34.
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The Standard to Determine the Illegality of Patent
Infringement Settlements

Seung-han Oh

Abstract ‘ ...........................................................................................................................

The pharmaceutical patent linkage system means that the approval
or delay system for generic version of a drugs containing the same
active pharmaceutical ingredient (API) as that of a registered brand drug
in the orange book. It has been adopted to promote the innovation in
pharmaceutical industry and pharmaceutical patent protection by
ensuring the profitability of its innovative products. However, its’
incentive method for a generic patent challenger, like the exclusivity
forfeiture provisions, has been said to allow reverse payments by patent
holders to generic challengers to delay other generic competitors’
market entry.

In Korea, the small size of a pharmaceutical market could lead
patent infringement settlements between a brand pharmaceutical party
and a generic business to foreclose the patent drug market. For this
reason, these settlements should be supervised in detail not to allow a
brand patent proprietors to avoid competition by sharing their

monopoly profits with generic challengers.

Actually, the reverse payments could be found to establish the
violation of antitrust laws because of their objective anticompetitive
effect of excluding or delaying entry of generics, and subjective intent
to accept the anticompetitive effect. However, the patent infringement
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settlements should be legal if it based on the valid patent and if parties
actually intended the termination of the patent infringement suits in its
early stages. As a result, the patent infringement settlements involving
so-called “reverse payments” should be investigated seriously to prevent
such payments effectively from allowing the brand patent owners to
avoid competition by sharing their monopoly profits with generic

challengers.

Keywo rds ‘ ..........................................................................................................................

patent infringement settlements, reverse payments, the pharmaceutical
patent linkage system, pharmaceutical patent protection, exclusive right






