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Supplementary Protection Certificates
(SPC) - Drug Marketing Authorization Period

Patent Term Extension (PTE)
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(b) Except as provided in subsection (d)(5)(F), the rights derived from any patent the term of which is
extended under this section shall during the period during which the term of the patent is extended —
(1) in the case of a patent which claims a product, be limited to any use approved for the product —
(A) before the expiration of the term of the patent—(i) under the provision of law under which
the applicable regulatory review occurred, or(ii) under the provision of law under which any
regulatory review described in paragraph (1), (4), or (5) of subsection (g) occurred, and
(B) on or after the expiration of the regulatory review period upon which the extension of the
patent was based;
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(f) For purposes of this section:(1) The term “product” means:(A) A drug product.(B) Any medical
device, food additive, or color additive subject to regulation under the Federal Food, Drug, and
Cosmetic Act.(2) The term “drug product” means the active ingredient of -(A)a new drug, antibiotic
drug, or human biological product (as those terms are used in the Federal Food, Drug, and Cosmetic
Act and the Public Health Service Act), or(B)a new animal drug or veterinary biological product
(as those terms are used in the Federal Food, Drug, and Cosmetic Act and the Virus-Serum-Toxin
Act) which is not primarily manufactured using recombinant DNA, recombinant RNA, hybridoma
technology, or other processes involving site specific genetic manipulation techniques,including any
salt or ester of the active ingredient, as a single entity or in combination with another active ingredient.
37C.F.R.1.710 Patents subject to extension of the patent term.(b) The term product referred to in
paragraph (a) of this section means — (1) The active ingredient of a new human drug, antibiotic
drug, or human biological product (as those terms are used in the Federal Food, Drug, and Cosmetic
Act and the Public Health Service Act) including any salt or ester of the active ingredient, as a
single entity or in combination with another active ingredient; or(2) The active ingredient of a new
animal drug or veterinary biological product (as those terms are used in the Federal Food, Drug, and
Cosmetic Act and the Virus-Serum-Toxin Act) that is not primarily manufactured using recombinant
DNA, recombinant RNA, hybridoma technology, or other processes including site specific genetic
manipulation techniques, including any salt or ester of the active ingredient, as a single entity or in
combination with another active ingredient; or(3) Any medical device, food additive, or color additive
subject to regulation under the Federal Food, Drug, and Cosmetic Act.
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BX i 4H %Pk £ 3% £ (Supplementary protection certificates, SPC) 1% & | 4 #7
ERAAMBE - HARH TR AL RS AR R R R AR R B AR
% No 469/2009 % 5 4 ° # T T & » SPC 14 42 )R & FI HE 2] B 4% 2 44 2 3 5 4% 51

(sui generis) £&3% ° BX 35 No 469/2009 % S W4&H T » HE R4t T 9 K st &4
AR ZAEA] - HEZ B AB B FRF A EFS o FliES 445 RE  SPCIR T AR -
B R S AMREHE N » ZEESHFT LT ATE B FE & AL SPC BRI AT
WMHFTZAEMAR - BlES (D)4 48E > &SR A8 ST 2 A 2k (active
ingredient) 2 3 % & o @ Bk ¥ % FE (Court of Justice of the European Union,
CIEU) % £ C-392/97" K ## » SPC 271§t [ AAZA 2k o X EAEHT £ T X
BB T SPCHAKEAMRZARZIABAY (FAHE) AKLE SPC
JEHR AT AR T ZAEAT i o

s BA R R R 2 4a R R4

1984 F £ B 42 " 8AF 3t 50 LA B 4418 7% £ (Drug Price Competition and
Patent Term Restoration Act) 1 (F#% Hatch-Waxman 7% ) *» — 5 @ik £ A3
R SR B A R HEMRE > A — 7 HERER G THM GIHETF

#.52 (Abbreviated New Drug Application, ANDA ) - &% Bh52 & % A8 /& 37 4 & 4| 3|
IBEFEANT > EFHEAREARBRAES K B8 #235US.C.
156 (c) A& # Hatch-Waxman A £ kB oy > TR H " ARIFESFTZ HAL » F

Article SEffects of the certificate

Subject to the provisions of Article 4, the certificate shall confer the same rights as conferred by the
basic patent and shall besubject to the same limitations and the same obligations.

% Article 4 Subject matter of protection

Within the limits of the protection conferred by the basic patent, the protection conferred by a
certificate shall extend only to the product covered by the authorisation to place the corresponding
medicinal product on the market and for any use of the product as a medicinal product that has been
authorised before the expiry of the certificate.

(b) ‘product’ means the active ingredient or combination of active ingredients of a medicinal product.
2 https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:61997CJ0392:EN:HTML ( #& 4% %]

3B :2023/05/13) -
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35 U.S.C. 156 - Extension of patent term

(c) The term of a patent eligible for extension under subsection (a) shall be extended by the time equal
to the regulatory review period for the approved product which period occurs after the date the patent
is issued, except that—

(1) each period of the regulatory review period shall be reduced by any period determined under
subsection (d)(2)(B) during which the applicant for the patent extension did not act with due
diligence during such period of the regulatory review period;

(2) after any reduction required by paragraph (1), the period of extension shall include only one-
half of the time remaining in the periods described in paragraphs (1)(B)(i), (2)(B)(i), (3)(B)(i),
(4)(B)(i), and (5)(B)(i) of subsection (g);

(3) if the period remaining in the term of a patent after the date of the approval of the approved
product under the provision of law under which such regulatory review occurred when added
to the regulatory review period as revised under paragraphs (1) and (2) exceeds fourteen years,
the period of extension shall be reduced so that the total of both such periods does not exceed
fourteen years; and

(4) in no event shall more than one patent be extended under subsection (e)(1) for the same
regulatory review period for any product.

Y %@y £ B MPEP % 2758 3 RAIMEHI RIAE R AKX - 2B RAMERMAM A ETHTEE
WM ek T RAINERT LT AT EENMRE - T PHFATHBELIIM ) AR T 4]
NEGZ BERARBPAM 2 — ) -

The Hatch-Waxman Act--25 Years Later: Keeping the Pharmaceutical Scales Balanced (https:/www.
pharmacytimes.com/view/generic-hatchwaxman-0809) (last visited May 13, 2023) : Although the
net effect of Hatch-Waxman on pharmaceutical innovation is ambiguous, its effect on generic drug

15

development has been explicit, and the effect on consumers has been beneficial. Hatch-Waxman
resulted in increased ANDA applications and paragraph IV challenges, especially since 1998. There
has also been a high success rate for patent invalidation, particularly formulation and polymorph
patents. Since Hatch-Waxman, virtually all top-selling drugs not covered by patent face generic
competition; whereas pre—Hatch-Waxman, only 35% had generics available. Similarly, today
more than 70% of prescriptions are for generics, whereas pre—Hatch-Waxman generic prescriptions
numbered 15%. In addition to substantial generic penetration, generic prices are approximately 60% or
less than brand. Under Hatch-Waxman, the average length of patent extension is 3 years. Overall, there
have been some reduced returns on new drugs, but product life cycles have not changed significantly.

112.7 2B E#AT voL.295
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* REGULATION (EC) No 469/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
Y The duration of the protection granted by the certificate should be such as to provide adequate
effective protection. For this purpose, the holder of both a patent and a certificate should be able to
enjoy an overall maximum of 15 years of exclusivity from the time the medicinal product in question
first obtains authorisation to be placed on the market in the Community.

Article 13 Duration of the certificate -

1. The certificate shall take effect at the end of the lawful term of the basic patent for a period equal to

the period which elapsed between the date on which the application for a basic patent was lodged

18

and the date of the first authorisation to place the product on the market in the Community, reduced
by a period of five years.

2. Notwithstanding paragraph 1, the duration of the certificate may not exceed five years from the date
on which it takes effect.

3. The periods laid down in paragraphs 1 and 2 shall be extended by six months in the case where
Article 36 of Regulation (EC) No 1901/2006 applies. In that case, the duration of the period laid
down in paragraph 1 of this Article may be extended only once.

4. Where a certificate is granted for a product protected by a patent which, before 2 January 1993,
had its term extended or for which such extension was applied for, under national law, the term of
protection to be afforded under this certificate shall be reduced by the number of years by which the
term of the patent exceeds 20 years.

¥ 25 years of SPC protection for medicinal products in Europe: Insights and challenges. (https://ec.europa.
eu/info/publications/25-years-spc-protection-medicinal-products-europe-insights-and-challenges
en%3F2nd-language%3Dbg+&cd=1&hl=zh-TW &ct=clnk&gl=tw) (last visited May 13, 2023) : This
article documents the scope of SPC protection for medicinal products sought in the EU Member States
under the SPC Regulation since its entry into force until 2016. Using detailed information on the SPC
applications collected by Alice de Pastors, I show that since the entry into force of the SPC Regulation,
the total number of SPC applications filed in the EU Member States has tripled — from about 500
applications filed in 1993 reaching its peak of 1,518 in 2013. Today, applications for SPC protection for
an innovative medicinal product are filed on average in 20 EU Member States. Analysis of protection
expiry dates unveils significant differences in the scope of SPC protection in the EU. For 80% of
medicinal products approved between 2004 and 2014 protection expiry dates are not homogenous across
Member States. In 26% of cases the existing discrepancy can be attributed to divergent decisions on the
SPC applications. In 58% the discrepancy is due to differences in the first marketing authorization date
reported in the applications.
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* Supplementary protection certificates for medicinal products and plant protection products

(SPC-s) valid in Estonia (https://www.epa.ee/en/patents-utility-models/patent/supplementary-
protection). H#t & B 112 2 A 10 B - (HRFEHE B : 2023/05/13)

Patent Terms Extended Under 35 U.S.C. §156 (https://www.uspto.gov/patents/laws/patent-term-
extension/patent-terms-extended-under-35-usc-156). &4t £ B H 112 F2 A 10 B - (RE#HE A
2023/05/13)
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SIGNIF(% I}‘;Sxfoﬁe); =

ELIQUIS (apixaban)

XARELTO(rivaroxaban) a

SKYRIZI(risankizumab) a -

POLIVY(polatuzumab g
vedotin)

DUPIXENT (dupilumab) [=]

GAZYVA (obinutuzumab) [ =]

OPDIVO(nivolumab) a

..‘
o = o5
A

PERJETA (pertuzumab)

ACTEMRA (tocilizumab) a

GILENYA (fingolimod) | O

TRADJENTA (linagliptin) [=]

FARXIGA (dapaglifiozin) =] o =

DALIRESP (roflumilast) = |

CAPRELSA (vandetanib) D

BRILINTA (ticagrelor)

A28

2018/7 2024/1 2029/7 2034/12

B 1 JRELH e R R B ALY P 2E B A B ER B SPC = 28 % 4] 5] 21 B bk

o 1 PR K3 (1048) B B3 BE AL Rk 2B E4 > AHHD
B A KRB FAZ RAFIR RIAFRA - TH S EESARA R ER L (o
SIGNIFOR * DUPIXENT * OPDIVO * PERJETA » TRADJENTA * BRILINTA) -
ﬁﬁﬁ%ﬂ%ﬁ(@EM@M%RlWY)°§%ﬁ€’%%i$&$ﬂﬁ%m
AAEZEEREEREFAZI N DR E R MRS o - LB FE LA
B A 2 ETHREAMEHM - o FRATE o
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ELAR > £ 2 ETREABPRLE X

Lk S AR (A ER)

| BREE/ (EH#TH -kt §H2MA)
2] £8 1
! BRILINTA 12.6 5 (EE04193) 13.3 4 (RE46276) 12.3 F (1229674)
/ticagrelor 2010/12/03-2023/07/15 [2011/07/20-2024/10/30 |2012/07/30-2024/11/18
, |CAPRELSA 13.7 % (EE05330) 11.2 % (RE42353) 8.2 4 (1287540)
/vandetanib  |2012/02/16-2025/11/01 [2011/04/06-2022/06/27 |2017/09/18-2025/11/28
3 |DALIRESP 14.4 % (EP1606261) |8.9 4 (US5712298) 10.8 4 (1363636)
/roflumilast ~ |2011/02/28-2025/07/05 [2011/02/28-2020/01/26 |2012/07/16-2023/04/10
4 |FARXIGA 15 4 (EP1506211) 11.7 #F (US6515117) [ 13.3 4 (1310770)
/dapagliflozin |2012/11/11-2027/11/14 |2014/01/08-2025/10/02 |{2015/01/19-2028/05/13
5 | TRADJENTA/ 15 4 (EP1532149) 14 #F (US7407955) 13.2 ¥ (1319320)
linagliptin 2011/08/23-2026/08/30 |2011/05/02-2025/05/02 |2011/11/15-2025/02/07
¢ |GILENYA 15 % (EP1613288) 8.4 *F (US5604229) 13.3 4 (1332847)
/fingolimod ~ |2011/03/17-2026/03/22 |2010/09/21-2019/02/17 |2012-12/24-2026/04/05
- |ACTEMRA 15 % (EP1475101) 9.3 F (US5795965) 9.9 4 (1351967)
/tocilizumab ~ |2009/01/15-2024/01/16 |2010/01/08-2019/04/17 |2018/05/29-2028/03/17
g |PERIETA 15 4 (EP2263691) 13 4 (US7862817) 12.9 4 (1369992)
/pertuzumab | 2013/03/04-2028/03/04 |2012/06/08-2025/06/01 |2013/07/10-2026/06/10
9 |OPDIVO 15 4 (EP2161336) 14 5 (US8008449)*  |11.9 #F (1379898)
/nivolumab 2013/06/19-2030/06/24 |2014/12/22-2028/12/22 |2017/09/14-2029/08/03
10 | GAZYVA 15 % (EP1692182) 8.1 % (US6602684) 15 4 (1404728)
Jobinutuzumab |2014/07/22-2029/07/24 [2013/11/01-2021/11/21 |2015/05/28-2030/05/12
11 | PUPIXENT 15 % (EP2356151) 14 5 (US7608693) 12.4 % (1538686)
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1 })OILItVYm po|135 SF (EP2474557) |14 % (US8088378) 13.2 % (1392503)
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