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Prescriptions for Innovative and Inexpensive

‘Hatch-Waxman Act:
Medicines’, First presented at the AIPLA 2010 Spring Meeting, 2010 at 16:

1) D. Christopher Ohly,

“The 180-day

marketing exclusivity period was created in the Hatch-Waxman Act to encourage Paragraph IV



American Intellectual Property Law Association)e] 2011\d F3 o] w=w
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FITNESS, LLC v. ICON HEALTH & FITNESS, INC. HZdA A$H] &
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challenges by rewarding the first filing applicant for undertaking the costs and risks of patent
litigation, in which weak or improperly obtained patents are challenged, or in which
appropriate non-infringing products are defended.

2) Benjamin P. Liu, Fighting Poision with Poision? The Chinese Experience with Pharmaceutical
Patent Linkage, 11 J. Marshall Rev. Intell. Prop. L. 623 (2012) at 646.
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3) 7}¥ D. Christopher Ohly & Sailesh K. Patel, ‘The Hatch-Waxman Act: Prescriptions for
Innovative and Inexpensive Medicines’, 19 U. BALT. INTELL. PROP. L.J. 107, 118-120,
132-33 (2011); Christopher M. Holman, ‘Do Reverse Payment Settlements Violate the
Antitrust Laws?’, 23 SANTA CLARA COMPUTER & HIGH TECH. L.J. 489, 527-38 (2007);
‘Alfred B. Engelberg, Special Patent Provisions for Pharmaceuticals: Have They Outlived Their
Usefulness?’, 39 J. L. & TECH. 389, 423-25 (1999); Ankur N. Patel, ‘Comment, Delayed
Access to Generic Medicine: A Comment on the Hatch-Waxman Act and the “Approval
Bottleneck™, 78 Fordham L. Rev. 1075, 1113-14 (2009); Greater Access to Affordable
Pharmaceuticals Act of 2003: Hearing Before the Senate Committee on the Judiciary, 108"
Congress, Aug. 1, 2003 (statement of Robert Armitage); C. Scott Hemphill & Mark A.
Lemely, ‘Earning Exclusivity: Generic Drug Incentives and the Hatch-Waxman Act (2011)
http://ssrn.com/abstract=1736822.

4)
http://www.ftc.go.kr/news/ftc/reportView.jsp?report data no=3938&report data div_cd=&tribu_type
_cd=&currpage=1&searchKey=&searchVal=&stdate=&enddate=
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6) =I5 3941002 2] 2 (o] vl E] Gl A 4Fd) (T A A 239)

SANES: 10-0885129 “ A= 712 =o A&

SN A 60/243,810 (2000. 10. 27. 1] =)

T E<Y 2003. 3. 18.

5= 2009. 2. 17.

52342 w92 E A oA, gt A AAERE d=(UF 9%, 2012. 10. 26.)
TEAT AT WA o) AL A (2013, 2. 13.), K= A FF2 342013, 3. 29.), FLF(203.
4. 2), ALFEQ013. 5. 27), IWF 221 2k(2013. 6. 10.), ool ~E](2013. 6. 13.), LE A
°F(2013. 7. 19.)
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7) 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.
Article 126 “An authorization to market a medicinal product shall not be refused, suspended
or revoked except on the grounds set out in this Directive. No decision concerning suspension
of manufacture or of importation of medicinal products coming from third countries,
prohibition of supply or withdrawal from the market of a medicinal product may be taken
except on the grounds set out in Articles 117 and 118.”
REGULATION (EC) No 726/2004 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 31 March 2004 laying down Community procedures for the authorisation and
supervision of medicinal products for human and veterinary use and establishing a European
Medicines Agency. Article 81 “l. All decisions to grant, refuse, vary, suspend, withdraw or
revoke a marketing authorisation which are taken in accordance with this Regulation shall
state in detail the reasons on which they are based. Such decisions shall be notified to the
party concerned. 2. An authorisation to place a medicinal product governed by this Regulation
on the market shall not be granted, refused, varied, suspended, withdrawn or revoked except
through the procedures and on the grounds set out in this Regulation.”

8) IP-Watch, European Commission Orders Italy To Drop Patent Linkage Delaying Generics
http://www.ip-watch.org/2012/01/3 1/european-commission-orders-italy-to-drop-patent-linkage-delayi
ng-generics/



gol olmglo] Helw 5¥5HS WATHE ANE w3, AN A
A =
T

O #7155 A A EdAAAL tee] fFo] WS 2 Awgl.
O Hep Ax ote WA ek 39 2ol AR AL A

o
A71E o (a) A9 (good faith)E A% A7)
29 Aol dohe= A, (o) BEFEHS 4&F A
ks = 3} al(Therapeutic
ofd B¢ des F3 H
= 7

ofok 3.

O =19 Z-$, 200013~2008 3 7hA] & <Fe] A 5 (API: Active Pharmaceutical
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4

9) shvho] ejefFol stite] Hajdolgt @ oA Al FHAFTH A LI(EC) FAM
w2, e 1,300 9 #01 =95 & JFEE A el Ent ‘53 F¥) European
Commission Competition DG (2009) Pharmaceutical Sector Inquiry Final Report Adopted 8
July 2009 - Commission Staff Working Document Part 1
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/index.html. 7§ Uthe] 749 o] oF&F
stubell H 40719 53 (Bouchard RA, Hawkins RW, Clark R, Hagtvedt R, Savani J
(2010) Empirical Analysis of Drug Approval-Drug Patenting Linkage for High Value
Pharmaceuticals. Nw J Tech & Intell Prop 8(2): 174 - 227, 192), "= H3F 41719 537}
ATt SH(Amin T, Kesselheim AS (2012) Secondary Patenting of Branded Pharmaceuticals: a
case study of how patents on two HIV drugs could be extended for decades. Health Aff
31(10): 2286 - 2294).

10) http://www.comlaw.gov.au/Details/C2011C00060

11) Federal Trade Commission, Generic Drug Entry: Prior to Patent Expiration, July 2002, 13
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