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Observations and Suggestions on
Taiwan’s Patent Linkage System in
Bifurcated Patent Litigation System

Pin-Shen Lee

Abstract

In the U.S., once a patent owner’s patent(s) is declared as invalid, he cannot
bring an infringement suit against other implementers any more. Therefore, when a
generic drug company successfully challenges patent(s) validity in a Hatch-
Waxman litigation, the US FDA will not grant other 30-month stays of regulatory
approval to brand-name drug company because the patent(s) corresponding to new
drugs is invalid. However, patent law in Taiwan follows the bifurcation system.
Accordingly, although Taiwan civil courts are allowed to decide the validity of pa-
tent right at issue, its opinion binds only the parties in suits. For that reason, after
the patent linkage system is implemented in Taiwan, the statutory 12-months stays
will be triggered automatically if the patent(s) corresponding to new drugs have not
been revoked, even the civil courts had decided the patent(s) is invalid based on the
merit of the case. Obviously, patent linkage system in Taiwan’s bifurcated patent
litigation system will delay the latecomer generic drug companies who sell the

same drug entering the market. The generic pharmaceutical industry and the right
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S.J.D. Candidate, School of Law, National Chiao Tung University; Visiting Scholar, School
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to access medicine in Taiwan will subsequently be jeopardized. Furthermore, Tai-
wan civil courts are not allowed to invalidate a patent or decide whether patent(s)
corresponding to new drugs is infringed by a counterclaim or declaratory judge-
ment. On top of that, it is still unknown that whether the generic drug company
could question the patent information in the Hatch-Waxman litigation if it seems
inappropriate. As a result, this article digs into U.S. Statute law revision and sug-
gests Taiwan civil courts should shoulder the burden of verifying the information
after requested by the generic drug company in the litigation with the objective of

striking a balance between brand-name and generic drug company.

Keywords: Patent Linkage, Bifurcated Patent Litigation System, Drug
Patent Listing, Artificial Act of Infringement, Automatic Stay,
Market Exclusivity
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DORSNEY, supra note 62, at 13.

THOMAS, supra note 59, at 561.

21 U.S.C. §§ 355(b)(3)(D), (H(2)(B)(iv).

DORSNEY, supra note 62, at 13-14; 5k » #7483£ 45 @ 73 -

See generally David A. Divine et al., 2013 Report of the Economic Survey, AM. INTELLEC-
TUAL PROP. LAW ASS’N.
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America Invents Act, ATA ) 4 EH 5 [ES«WJ! ?[Jbﬂ £1} (United States Patent and
Trademark Office, USPTO ) [ 7 LAfJ,@‘E'Té‘]J%A F‘ NFEEERY 27 H ‘Ef FII¥

(Inter Partes Review, IPR) ~ {3 ¢ ﬂl ?]JJFEJ?Q ( Covered Business Method
Patent Review, CBM ) ﬁl’ﬁ%’m?ﬁ%’ (Post Grant Review, PGR ) =~ }??EJ%?EJ! e |
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4 15) - DB (oo patents ) "SHPESF LK [ < R

EL P PR (R R ER IS T DR A e T -
fEE IR, Q%@ﬁﬁfﬂﬂ 5 EEE U 3 S ATA J%ﬁ%”?’"%ﬁfuﬁﬁ
Eﬁﬁfﬂﬁ*' S BE R I VR 58 BE S 22 1 3R RET FTJI%FE*FEE [FrEgr Ty
AR ¢@}%FTJ‘;I%F

2011 &+ AIA [ USPTO fﬂ% "ﬂélqﬁi 18T 1/ IPR = Fl E¥F'J1J"\?"%1Ef all

ISRy S J'Fiiﬁiffﬂ’iﬁ ; *ﬂ’ff?f%ﬂ l%i HEZE T E F'f (Board of Patent Ap-
peals and Interferences, BPAI) & ﬁfﬂﬁ E J!%]J*éﬁ EF Pf?"f’ﬁ E DF ( Patent Trial and
Appeal Board, PTAB) %/ BI[M 24 [F - ﬁ?, o Fﬁﬂﬁﬂ?ﬁ DE| = TR
%T lﬁ‘ﬁ%]?fﬁjﬂ’@ » PIRE fi’%ﬁ‘fj’?&?¢ﬁjﬁfﬁiﬁj’¥[J | 3IEETE ?ﬁfﬁﬁﬁ

& EA P EFEERA] 0 PGR %A &AM SR CEMRZ E341 £ » IPR #2 CBM 8l#

Miz%klfj{%&%]f‘ A CBM /5@ £ 5k £ AR B B3R H % B4R %BA
i (transitional ) M » k%45 > A48 38> B 7 -

See Neal Solomon, The Problem of Inter-Partes Review (IPR), IPWATCHDOG (August 8,
2017), https://www.ipwatchdog.com/2017/08/08/problem-inter-partes-review-ipr/id=86287/
(last visited Sept. 5, 2019).

See Mark Consilvio & Jonathan R.K. Stroud, Unraveling the USPTO’s Tangled Web: An
Empirical Analysis of the Complex World of Post-Issuance Patent Proceedings, 21 J. IN-
TELL. PROP. L. 33, 43-44 (2013); Press Release, The White House, President Obama Signs
America Invents Act, Overhauling the Patent System to Stimulate Economic Growth, and

72

73

Announces New Steps to Help Entrepreneurs Create Jobs (Sept. 16, 2011), http://www.
whitehouse.gov/the-press-office/2011/09/16/president-obama-signs-america-invents-act-
overhauling-patent-system-stim (last visited May 11, 2019).
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75 3.1 USPTO 'J[L—E VR A R TSR e -
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Ik VR ERGH PR IR R - e e ot
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AR RN S PO S TR PR V}T«’*%EJJHJ*EJ;F&
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fi s FTE b LI o s g FEWFTE  IPR I SR PR
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U AR PR F’J’F o F EVER BB | Paragraph 1V & EFIFJ#"
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f
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" Stephanie E. O'Byrne, IPRs and ANDA Litigation: All a Matter of Timing, 62-FEB FED.
LAW. 54, 56 (2015).

& Nora Xu, AI4 Proceedings: A Prescription for Accelerating the Availability of Generic
Drugs, 66 EMORY L.J. 1007, 1023 (2017); Divine et al., supra note 70, at 4.

6 Melissa F. Wasserman, The Changing Guard of Patent Law: Chevron Deference for the
PTO, 54 WM. & MARY L. REV. 1959, 1974 (2013); Xu, supra note 75, at 1025.

" Sturiale, supra note 56, at 88-89.

® EER EE AR AEH A R B2 BRI R - B 2 T
HREHIFFEFRTALHR 0 B 11-12 (2015) -

% 35U.8.C.§311(a)

80 35 U.S.C. §§ 311-319 (2012). In an IPR, a patent’s validity may only be challenged with
respect to novelty, id. § 102, or non-obviousness, id. § 103, and only based on patents or

o1 printed publications, id. § 311(b).

35U.S.C. §§ 315@a)(1), (b).
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35 U.S.C. § 282(a).

35 U.S. Code § 316(e). Sturiale, supra note 56, at 92-93.
Xu, supra note 75, at 1024.

35 U.S.C. § 316(a)(11).

35U.S.C. §§ 317, 327.

O’Byrne, supra note 74, at 56.
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O’Byrne, supra note 74, at 56; Xu, supra note 75, at 1024.

Joanna Shepherd, Disrupting the Balance: The Conflict Between Hatch-Waxman and Inter
Partes Review, 6 N.Y.U. J. INTELL. PROP. & ENT. L. 14, 28-29 (2016); Xu, supra note 75, at
1027.

9 Xu, supra note 75, at 1027-28.
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product that was previously approved, such as evidence of prior marketing approval in the
territory of the Party or in another territory, that Party shall: (a) provide that the patent own-
er shall be notified of the identity of any such other person that requests marketing approval
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drug, for which the application for marketing prevention is filed, has already been approved
for marketing, based on the information on safety and efficacy of the listed drug.”)
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trial on invalidity of a patent pursuant to Article 133 of the Patent Act; 2. A trial to invali-
date registration for extension of a patent pursuant to Article 134 of the Patent Act; 3. A trial
to confirm scope of rights pursuant to Article 135 of the Patent Act.”)
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tered patent is invalid, the registration for extension of the registered patent is invalid. or
the relevant drug does not fall in the scope of the registered patent: ...”)
158 Fl AT » (“3. He/she shall file a petition for a trial under Article 50-7 (2), ... Provided,

That a person who received a trial ruling or ruling after nine months have passed from the
date of receipt of notice is excluded therefrom.”)
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