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Supplementary Protection Certificates(SPC) » Regulation (EC) No
469/2009 ~ Manufacturing Waiver
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EX B8 # AL PR 7 5 £ (Supplementary Protection Certificates, SPC) #& 44 & F| 4#
9 M 2 & (patent term extension, PTE) » SPC L7k B 691% & S By 2| Bk WK F B %
A R BA B BAE IR T A SMER (sui generis) PR RARBEHL L0 H bR -
KR - SPC 2 AN G A I ALY RBITEH PRI - AR
TR SRARAEZIFRRRNERZHANYE T ARBESER - Ko >
TP BB R A HE AT R ARE - Gp e BRI % % (generic drug) ER-XVL:E0E 2
(biosimilar) T 357 @ EE B ATHT A A L3t 5% 5 - AEBZRF 5 T BT £
B (European Commission, EC) #* 2018 % 5 A 28 Hx&# /A?F SPC FA & &,
5 (Manufacturing Waiver % SPC Wavier 2 SPC Exemption * F#% SPC # ¥ ¢,5& )
rAHE U A mEEZ SPCREZFESR  FEHEBERMZE - HEUR 0 £
BRE B A B B AR AR R R TR LS A R I
MBI SPC Hi&EF R EHIES » M ARAAEMTEM SPCREF T AM - RIFHK
B PR RS T A TTRARE - ERRFEAE -

A BB MAREERZTNEEAY L &F

SPC #2844 PTE * 1L RAH R FE# PTE ik B 6y > A RES « BERRE
WO RA]  ARGKIIT LT Ak T M o AR BB
% No 469/2009° ( F #%Ek 21 % % No 469/2009) &7 % (Recital) % (3) 2 ° 82
BES  Hrltedkil  PEAEZIRR  RIFLIRERELRBRE GO

[

Proposal for a Regulation of the European Parliament and of the Council amending Regulation (EC) No
469/2009 concerning the supplementary protection certificate for medicinal products (https://ec.europa.
eu/docsroom/documents/29462) Publication date: 2018/05/28 (last visited May 13, 2023).

Regulation (EC) No 469/2009(https://www.legislation.gov.uk/eur/2009/469/contents) (last visited May
13, 2023).

(3)Medicinal products, especially those that are the result of long, costly research will not continue
to be developed in the Community and in Europe unless they are covered by favourable rules that
provide for sufficient protection to encourage such research.

112.7 2B E#AT voL.295


https://ec.europa.eu/docsroom/documents/29462
https://ec.europa.eu/docsroom/documents/29462
https://www.legislation.gov.uk/eur/2009/469/contents

ARESE

W AR BRI REZEFESA
BELRERE TR

MR LB AR RESRE - REATs % (9) 8 ®—F AL SPCHKR TR
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PR AELFMTHZLETATAARFIARS 1S FH LA - Bt SPC ik
B &y AR R AR A AT SMF A (sui generis) PR3 - ASRME R 598 ik
# oo ZAMHAMREEZZAMARE  BIEE SRR BT RZTEAHA LA
AR R ZAHEA] 0 3 & B AR R IR AR KA o Bk E 44 RE 0 SPC R T AR
AR RAMRERE RN ZESFTETAHREZZESRLE SPC EMAT
AT ZAEMME - Rk H 1(b) 16735 d 0 &S5 L %S4 A 2k (active

ingredient) A4 -

Bk AL F No 469/2009 15 % a7 » SPC F 4 13k s §4]48 B 2 #E #] » SPC #&3&
0B R AAEATEISNE D - REC I N R T £ SPC Bl A7 » AT i R bk
GRLEBR AN EATAE R ORFH O A A M RERCZE R &
BB AR EREFLE R A MRME T EERFS S - &b RERAR

(9)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 5 Effects 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 be subject 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.

Article 1 Definitions

For the purposes of this Regulation, the following definitions shall apply:

(a) ‘medicinal product’ means any substance or combination of substances presented for treating or
preventing disease in human beings or animals and any substance or combination of substances
which may be administered to human beings or animals with a view to making a medical diagnosis
or to restoring, correcting or modifying physiological functions in humans or in animals;

(b) ‘product’ means the active ingredient or combination of active ingredients of a medicinal product

112.7 BEMEEATI VOL.295

23



24

x

E#E?;

BE&E

LB
EERRERETIEARIR

Rt A ok B BB TR AR e = U R
1)

3 No 2019/933° xA45 TEBR B4 3 No 469/2009 » Ex L HL 5 No 469/2009 % 5 %% 2
THEEEARL  aLH
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BRI E—AMMATEEETE Y 3MEA > A TELE  BEHSIERS
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Regulation (EU) 2019/933 (https://www.legislation.gov.uk/eur/2019/933/contents) (last visited May
13, 2023).
Article 5 Effects of the certificate

1.

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

. By way of derogation from paragraph 1, the certificate referred to in paragraph 1 shall not confer

protection against certain acts which would otherwise require the consent of the holder of the
certificate (“the certificate holder”), if the following conditions are met: the acts comprise:(i)the
making of a product, or a medicinal product containing that product, for the purpose of export
to third countries; or (ii)any related act that is strictly necessary for the making, in the Union,
referred to in point (i), or for the actual export; or (iii)the making, no earlier than six months
before the expiry of the certificate, of a product, or a medicinal product containing that product,
for the purpose of storing it in the Member State of making, in order to place that product, or
a medicinal product containing that product, on the market of Member States after the expiry of
the corresponding certificate; or (iv)any related act that is strictly necessary for the making, in the
Union, referred to in point (iii), or for the actual storing, provided that such related act is carried out
no earlier than six months before the expiry of the certificate.

(b)the maker, through appropriate and documented means, notifies the authority referred to in Article
9(1) in the Member State in which that making is to take place, and informs the certificate holder, of
the information listed in paragraph 5 of this Article no later than three months before the start date of
the making in that Member State, or no later than three months before the first related act, prior to that
making, that would otherwise be prohibited by the protection conferred by a certificate, whichever is
the earlier.
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5.The information to be provided by the maker for the purposes of point (b) of paragraph 2 shall be
as follows: (a)the name and address of the maker; (b)an indication of whether the making is for the
purpose of export, for the purpose of storing, or for the purpose of both export and storing; (c)the
Member State in which the making and, if applicable, also the storing is to take place, and the Member
State in which the first related act, if any, prior to that making is to take place; (d)the number of the
certificate granted in the Member State of making, and the number of the certificate granted in the
Member State of the first related act, if any, prior to that making; and (e)for medicinal products to be
exported to third countries, the reference number of the marketing authorisation, or the equivalent of
such authorisation, in each third country of export, as soon as it is publicly available.

2 (d)in the case of products, or medicinal products containing those products, made for the purpose of
export to third countries, the maker ensures that a logo, in the form set out in Annex -1, is affixed to the
outer packaging of the product, or the medicinal product containing that product, referred to in point (a)
(i) of this paragraph, and, where feasible, to its immediate packaging;

Paragraph 2 shall apply to certificates that are applied for on or after 1 July 2019. Paragraph 2 shall
also apply to certificates that have been applied for before 1 July 2019 and that take effect on or after
that date. Paragraph 2 shall only apply to such certificates from 2 July 2022. Paragraph 2 shall not
apply to certificates that take effect before 1 July 2019.

13
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c3ee-4249- bff7aa52127b54ca/BIA%20guide%20to%20the%20SPC%20manufacturing%20waiver.
pdf.pdf. (%% ¥ 8 2023/05/13)
FZ TR TR BAF B E ZAS TG FE PR T SAHE B PISMRE - 123K
15'1 SMRE 3t K A BRI R AN = B R ﬂ?’k?"ﬁlif% TR HEAZ TS -
=TT RAZARG L. EFEAMESE CARF ZCAR R ATRT » PTA iR
H}]ﬁETﬂlﬁ-%ﬂ AR R B A AN P MRTEEEEMNA - AFSE
AT EGEFWE S L HERANE  RRES ZARCZIART FH BT A RAMZ LR
TAFEAE A - HATAAIR - RAEBLE HE DT ARG - A B -

112.7 EEE#BTI voL.295


https://www.biagaladinner.org/static/406c4fd9-c462-4b0d-addaa71bd56b4a77/3d3fdac5-c3ee-4249-bff7aa52127b54ca/BIA%20guide%20to%20the%20SPC%20manufacturing%20waiver.pdf.pdf
https://www.biagaladinner.org/static/406c4fd9-c462-4b0d-addaa71bd56b4a77/3d3fdac5-c3ee-4249-bff7aa52127b54ca/BIA%20guide%20to%20the%20SPC%20manufacturing%20waiver.pdf.pdf
https://www.biagaladinner.org/static/406c4fd9-c462-4b0d-addaa71bd56b4a77/3d3fdac5-c3ee-4249-bff7aa52127b54ca/BIA%20guide%20to%20the%20SPC%20manufacturing%20waiver.pdf.pdf

AREE

?ﬁéﬁ%%ﬁ@ﬁ%%ﬁ@ﬂ% fEREE=HIEEA
BERSER B TERIR

E#D

B RAZBRFREAEZER 0 FFEEAN - HAAR - RESA T L
VR AR 0 T A R 7 SR R 0 B R T SPC R AR R B 1R R4
BSME R IR - @A TRIPS ¥ 2 o 48 BZFam Uk 7 SF4a 547 » £4R5F SPC
B 3% % & G E R TRIPS W) 2 AT » & %% 7 1% SPC £ Fl# PTE » SPC 3k B # %
ﬂﬁ’mégkﬂmﬂ%iﬁﬁz%@’Wcﬂﬁﬁééﬁfé R TRIPS #} %€ °
&% dm ik » SPC & & 3 E X647 £ 2020 2 A WTO & & s+t H
A % B3R BT 5 0 RARHER TRIPS FEZ 528 THANIFERBEHY E
I e

B E#5h SPC B G HXEHTITE > FREFZSHLH  #loEH LRE
BAESZAERLEFREE T EE Z B H i ? BRI e fTR 1k SPC % & HL T
B A o gbsh - ARBISERSURR AT - B BN BT R B @A F R SRR IR
REFHZXN > Flde o iR LR HiEE % SPC HA AR E A EH PHRAER
EHAEZEE 2 SPCRELAFARAFE LN T » BERTHEELTET
FEMA o EE MR REHEERT SPCHEGEATRERE )+ 0¥
Ml R RS ERG - T REHEAR  EEBITSPCHE G ERN MK - B A
HE R T OSPCHEGHFREZ ALK  ZLERHEC— LR B G HEAR
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& & KA - BONPATR #QMT?NHSHAﬁﬁi“&%E*Mi
Fl e SPC PR A M) 2 4 % B AR R 00 227K %5 % (Assessing the economic impacts of

Y Analysis of EU Regulation 2019/933 on the SPC Manufacturing Waiver Exception, Miguel Vidal-
Quadras, IIC (2019) 50:971-1005. (https://link.springer.com/article/10.1007/s40319-019-00860-7)
(last visited May 13, 2023).

An export-only exception to pharmaceutical patents in Europe: should United States follow suit?,
Nature Biotechnology. 2019, Vol. 37, No. 1 (https://www.nature.com/articles/nbt.4324) (last visited
May 13, 2023).

Risk of SPC waiver counterattack makes generics extra cautious, Rory O’Neill July 21, 2022 (https://
www.managingip.com/article/2adxpw95mqfh1hiqyyj9c/risk-of-spc-waiver-counterattack-makes-

18

19

generics-extra-cautious) (last visited May 13, 2023).

SPC waiver: generics getting ready ahead of time, Charlotte Kilpatrick,2020/07/30 (https://www.
managingip.com/article/2a5cx783a0223eeyuldds/spc-waiver-generics-getting-ready-ahead-of-time)
(last visited May 13, 2023).
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Assessing the economic impacts of changing exemption provisions during patent and SPC protection in
Europe, Corporate author(s): Charles River Associates, Directorate-General for Internal Market, Industry,
Entrepreneurship and SMEs (European Commission) (https://op.europa.eu/en/publication-detail/-/
publication/6e4ce9f8-aa41-11e7-837¢-01aa75ed71al/language-en) (last visited May 13, 2023).
2 With respect to the SPC export waiver to third countries, considering the impact on both EU-based
innovators and generics and biosimilars, we estimate that in our base case scenario, it could result in
net additional sales of € 7.3 billion to € 9.5 billion by 2025 for the EU-based pharmaceutical industry.
These results translate into an EU manufacturing employment increase of 13% to 16% (20,000
to 25,000 additional jobs), assuming no change in worker productivity. Additional savings in EU
spending on pharmaceuticals of 4-8% could materialise from a timelier introduction of generics and
biosimilars in European markets following SPC expiry in Europe. These numbers are lower bounds as
the effects are estimated on a sample of 117 non-biological and 17 biological molecules.
SPC waiver: generics getting ready ahead of time, Charlotte Kilpatrick,2020/07/30 (https:/www.
managingip.com/article/2a5cx783a0223eeyuldds/spc-waiver-generics-getting-ready-ahead-of-time)
(last visited May 13, 2023).
An export-only exception to pharmaceutical patents in Europe: should United States follow suit?,
Nature Biotechnology. 2019, Vol. 37, No. 1. (https://www.nature.com/articles/nbt.4324) (last visited
May 13, 2023).
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Poll: SPC waiver backed by some innovators, Patrick Wingrove, 2019/08/28.
(https://www.managingip.com/article/2a5bqtj8ume32iy7sh91c/poll-spc-waiver-backed-by-some-
innovators) (last visited May 13, 2023).
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26 . . . . .
Last week's most read: SPC waiver may drive innovator investment in secondary patents and

litigation, Patrick Wingrove, 2019/05/09
(https://www.managingip.com/article/2a5bqtj8ume32ix9jxbls/last-weeks-most-read-spc-waiver-may-
drive-innovator-investment-in-secondary-patents-and-litigation) (last visited May 13, 2023).

Risk of SPC waiver counterattack makes generics extra cautious, Rory O’Neill, 2022/07/21.
(https://www.managingip.com/article/2adxpw95mqfh1hiqyyj9c/risk-of-spc-waiver-counterattack-
makes-generics-extra-cautious) (last visited May 13, 2023).
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?® Notifications by exporting WTO members.

(https://www.wto.org/english/tratop_e/trips_e/public_health notif export e.htm) (last visited May 13, 2023).
Article 21a Evaluation

No later than five years after the date referred to in Article 5(10), and every five years thereafter,
the Commission shall carry out an evaluation of Article 5(2) to (9) and Article 11 in order to assess
whether the objectives of those provisions have been achieved, and present a report on the main

29

findings to the European Parliament, the Council and the European Economic and Social Committee.
In addition to evaluating the impact of the exception of making for the purpose of export, special
account shall be taken of the effects of making for the purpose of storing in order to place that product,
or a medicinal product containing that product, on the market of Member States after the expiry of the
corresponding certificate on access to medicines and on public health expenditure, and of whether the
waiver and in particular the period provided for in point (a)(iii) of Article 5(2) is sufficient to achieve
the objectives referred to in Article 5, including public health.
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*® An export-only exception to pharmaceutical patents in Europe: should United States follow suit?,

Nature Biotechnology. 2019, Vol. 37, No. 1. (https://www.nature.com/articles/nbt.4324) (last visited
May 13, 2023).
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